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Langhorne, PA 19047-3023 .

SUBJECT:  CRYMAX Bioinsecticide (EPA Reg. No, 55638-34)
' " Bacillus thuringiensis subspecies kurstaki strain EG7841
Ecogen Response to EPA February 13, 1996 Aquatic Risk Assessment
Label Amendments: Addition of Watereress
Modiffed Environmental Hazard Statement
- Your Submission dated May 20, 1996 and March 3, 1997

Dear Mr. Olson: -

_ The Agency is responding to your request for the above. Specifically, you have responded to the
Agency’s concerns detailed in an Ecological Effects Risk Assessment dated 2/13/96 regardmg the potential for
chronic risk to aquatic invertebrates resulting from the application of CryMax to water grown crops such as
watercress. Your March 3, 1997 transmission contained a label containing watercress and a modified -

- Environmental Hazard Statement. The Agency’s conclusions follow and are based on the attached Febmmy 5
1997 BPPD review:

B 'I‘he Agency concurs with Ecogeu that CRYMAX 5 chromc risk to aqutttm mvcrccbmtas is m;mmal to .
ponexistent. The aquatic chronic risk quotient is 0.163 for freshwater aquanc invertebrates and the aquiatic acute

risk quotient is 0.0056 for freshwater aquatic mvertebmtes is 0. 0056 None of these nsf: quotients trigger a Ievel -
of concern.

: Note that the calculated EEC is now 0.390 mg/L, and not 0.165 mg/L bascd on a maximum use rate of
1.5 lbs product per acre. BPPD previously caleunlated the EEC based on percent of lepidopteran toxin (15%)
rather than on the percent of Bt fermentation solids and solubles, including 1epdopteran toxm that make up
35.4% of the CRYMAX formulanon

The amendments referred to above, submltted in connection with mgxstratzon under the Federal
Insect1c1de flmglcxde and Rodentxcxde Act, as amended, are acceptable
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: '(2) Howcver yon should note that the Agency considers endangered Iepxdopterans that may be exposed to

be at risk. 'I'herefore the fonowmg generic language is brought to your atttmt:on. o

"The Agency has ceueems about the exposure ef threatened and endangered spee:es Cunently, the

Agency is developing a program (The Endangered Species Protection Program) to 1dent1fy all pesticides whose o

use may cause potentxal adverse lmpacts on eudangered and threatened specxes and to )
implement mxtxgauon measures that will -eliminate the adverse unpacts . o T ) '
The program will require users to consult count-specific bulletins. These bulletins will prowde information

about specific use restrictions to protect endangered and threatened species in the county of specific pesticide use: ~ ~

Consultations with Fish and W‘Idhfe Servxoe will be necessary to as8ess nsks to newly Ixsted specxes or ﬁ'om
proposcd new uses. .

\‘.

.

The Agency plans to pubhsh a desmptlon of the. Bndangered Specxes Protecnon Program in the Federel _ .

Register and have enforceable county-specific bulletins. Because the Agency is talcmg this approach for

protection of endangbred and throatened species, it is not imposing label modifications at this time. Rather, any .

reqmrement for product use modifications wxll occur in the future lmder the Endangered Specms Pmtect:on

Pregram .

For section 18s, it is the responsibility of the state to determine whether or not the pesticide will be tised _

in areas where possible threatened or endangered species exist; therefore the state should provide specific
labeling language.

- A copy of the stamped label is enclosed for your records. If you ha\;e aely quesﬁons'regarding this
letter, please contact Teung F. Chin, Regulatory Action Leader, at (703) 308-1259.

Aanet L. Andersen, Ph.D.
Division Director

' - Biopesticides and Pollution
Prevention Division (7561W)
Enclosure
TCHRICSL308-12503-597
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CRYMAX

BIOINSECTICIDE

CRYMAX™ water dispersible granule bicinsecticide Is a bio-
logical insecticide for the control of lepidapteran pests.

Active Ingredient:
Bacillus thuringiensis subspecies kurstaki strain EG7841
Lepidopteranactivetoxin .. . .............. 15.00%
Inertingredients . .. ...................... 85.00%
TOTAL ..o eiiceass 100.00%

2.4 oz, active ingredient per pound

Potency: 64,000 Intemnational Units
per milligram of product or 29 billlon

international Units per pound of product.

Potency units should not be used to
adjust use rates beyond those specified
in the Directions for Use section.

KEEP OUT OF REACH
OF CHILDREN

CAUTION

STATEMENT OF PRACTICAL TREATMENT

If In Eyes: Flush eyes with plenty of water. Cail a physician
if Irritation persists.

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
Causes moderate eye initation. Avoid contact with eyes
or clothing. Wash thoroughly with soap and water

after handling.

Personal Protective Equipment (PPE):
Applicators and other handlers must wear:
* |[ong sleeved shirt and long pants

+ Shoes plus socks

Follow manufacturer’s instructions for dleaning/maintaining
PPE. if no such instructions for washables exist, use deter-
gent and hot water. Keep and wash PPE separately from
other laundry.

ENVIRONMENTAL HAZARDS

Do not epply directly to water, or to areas where surface
water is present or 1o intertidal areas below the mean high
water mark.

Do not contaminate water by cleaning of equipment or
disposal of equipment wash water.

EPA REG. No. 55638-34
EPA Est. Nos. 39578-TX-1gg; , 42761-MS-1gg , 67250-IL-2gg

Subscript refers to last 2 digits of lot number on container)
Net Contents: 5 U.S. Pound Bag
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STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage
or disposal.

Storage: Store in a cool, dry place inaccessible to children.

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

Container Disposal: Completely empty bag Into epplica-
ticn equipment. Then dispose of empty bag In a sanitary
landfil, or by incineration, or, if allowed by state and locat
authorities, by burning. If burned, stay out of smoke.

DIRECTIONS FOR USE

it Is a viclation of Federal law to use this product In & marner
inconsistent with its labeling. Do not apply this productina
way that will contact workers or other persons, either direct-
iy or through drift. Only protected handiers may be in the
area during application. For any requirements specific to
your State or Tribe, consult the agency responsible for pest-
cide 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 agricu-
tural workers on farms, forests, nurseries, and greenhouses,
and handlers of agricultural pesticides. It contains require-
ments for training, decontamination, notification, and emer-
gency assistance. [t also contains spedific instructions and
axcaptions pertaining to the statements on this [abel about
personal protective equipment (PPE) and restricted-entry
intervals. The requirements in this section 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 (REl) of 4 hours.

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

socks. b W mS ek w5 L Ll el )
L3NAATILAY L hakS
MR 7 97
Under the Federal Inseciicide,
Fungicide, and Hodenticide Act,
as cmondtd for the pesticide
%s ';: = _F B’Hﬁ Teg: o 55038-34
Ecogen Inc.

2005 Cabot Blvd, West, PO. Box 3023
Langhome, PA 19047-3023
215/757-1590 or 800/220-2135




NON-AGRICULTURAL USE
REQUIREMENTS

The requirements in this box apply to the uses of this prod-
uct that are NOT within the scope of the Worker Protection
Standard for agricultural pesticides {40 CFR Part 170). The
WPS applies when this prediuct is used to produce agricul-
tural plants on farms, forests, nurseries or greenhouses,

Do not enter treated areas without protective
clothing untll sprays have diied.

Preharvest Interval: CRYMAX may be applied to the crops
listed in the APPLICATION RATE TABLE a! any time, up to
and on the day of harvest.

Mode of Action: After consuming a lethal dose of
CRYMAX, larvae will ceasa to feed, but may remain alive on
foltage for several days befome disappearing. Larvae begin
to move slowly, become discolored, shrivel and blacken
prior to death. -

MIXING INSTRUCTIONS

CRYMAX may be applied with conventional ground, aerial
or hand held application equipment with quantities of
water sufficient to provide thorough coverage of infested
plants. To obtain a suitable mixture with water, add encugh
water to sliow maximum agitation. With agitator running,
slowly add In the CRYMAX, Continue agitation. Add remain-
der of water and other spray materials and agitate unti
mbxed. Maintaln suspension while lcading and spraying. Do
not mix more CRYMAX than can be used in a 24-hour peri-
od. Rinse and flush spray equipment thoroughly following
each use. Do not contaminate water when disposing of
equipment washwaters.

In order to make proper declslons on application rates to be
used, follow the recommendations in the APPLICATION
RATE TABLE.

APPLICATION INSTRUCTIONS

CRYMAX is a bicinsecticide for use against the lepidopteran
larvae listed in the APPLICATION RATE TABLE. Larvae must
consume deposits of CRYMAX to be affected. Always follow
these directions:

» Make applications when larvae are still small {early
nstars) and actively feeding on foliage or other plant
parts. ’

* Make applications before noticeable foliar damage
ocours.

» Thorough spray coverage is essentfal for good insect
control, For ground applications, directed drop nozzles
should be used for certain vegetable crops.

¢ When insect infestations are heavy, use the higher label
rates, shorten the spray interval, and/or use larger total
spray volume to improve spray coverage.

» Applications should be repeated at an interval sufficlent
to maintain control, depending upen plant growth, insect
pressure and weather conditions after spraying.

» For crops such as Fruits, Nuts and Vines, applications
are often fimed to stage of development and recommen-
dations from local Extensicn personnet should always be
followed.

» 1 ocal conditions may affect the use of CRYMAX.
Consult your State Agricultural Extension Speciaiist for
specific recormmendations related to local crop protec-
tion problems. )

+ Spray water/spray tank solutions should not exceed pH
8.0. If necessary, buffer water (o near neutral pH.

HAND HELD EQUIPMENT

When using hand held equipment, mbc 2 teaspoons per
gallon of water or 1 1/2 pounds per 100 gallons of spray
solution. Spray to wet, but not to runoff,

TANK MIX

Combinations of CRYMAX with commonly used insecti-
cides, fungicides, or other spray tank adjuvants are general-
ly not deleterious to performance. It Is advisable to test
physical compatibility by mixing all components in & small
container in proportionate quanitties prior to mbdng In"spray
{ank. This product cannot be mixed with any product con-
taining a label prohibition against such mixing. No label
dosage rate should be exceeded, Application must be
made in accordance with the more restictive of label Imfa-
tion and precautlons.

= For improved durability of spray depaosits, a spreader/
sticker approved for use on growing crops may be used
for hard-to-wet crops such as cole crops.
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APPLICATION RATE TABLE
I. YEGETABLE & COLE CROPS

IV. FRUIT, NUT & VINE CROPS

Crop such as: Insect Pest Cropsuchls:‘ Insect Pest
Pome and Stone Cankerworm (Spring & F
WA‘ tiohokes Napa m Frult Trees: Chary frultworm =
Asperagus Orions Artichoke plume Appias Eastern lent caterpillar
Beans Parslay mcth Apricots Fall wetaworm
Beets Parsnips Beet anyworm m Fuitires leafroller
Boic Choy Peas Greon frutworm
Broccol Peppers budworm ws Gypsy moth
Brussels sprouts Potatoes Cabbaga loopsr Navel orangeworm
m Radishes webworn Prunes leafroller
Carrots Rutabaga Celory leaftier Quince Oriental frult moth
Cauliower Salslfy Com earworm Pandemis leafrolier
Celoriac Shallots Poach twig borer
Celery Soybean fofiage . cabbageworm mmﬂ
Chick peas Spinach Diarnondbaci Tortrx moth (Orange and Garder)
Chinese cabbege Suger beets Eunopaarn com Jufted appie budmoth
Collards Sweet potetoss borer Varlegated leafroler
Cucumber Swiss chard Green Walnit caterpiiar
Cucurbits Tometoes CHOVeWOnTM Western tent caterpiliar
Dry bulb cnions Tumips mposted Nut Trees:
grlants Watercress cabbageworm Almoncs Filbert leafrofler
gcafoh Melorworm Chestriuts Fitbert webworm
Endiva Omnivoious Filberts Frulttree leafrofier
Gallic leafrolier Pecans shucikovorm
Green onions Picideworm Pistachios Navel orangeworm
Chine, Dande- complex leafroller
§('L)rnt:ﬁp) ' caterpliar Peach % borar
Horseradlish Southern Redhumped caterpiliar
Kalo Roughskinhed cutworm
Kohirabi Soybean looper Wasten tent caterpillar
Loeks Tobaces Chrus Amorbia
Lentis Cltrus cutwaorm
Lettuce (Haad, Tornato frulfworm Frulttree leafrober
Leal, Tornato Omnivorous leafrofier
Malanga homworm
Meions Tomato plrworm Srmall Fruit Achema sphinx moth
my& catarplior and Berries: Ammywonn
5 .' v riped gackbarrhs Blackheated fireworm
MO' Wlon llowst ueberrias Bluebeny leafroller
Watma neion, armywortn Boysenberries Cr. girdier
o rmelon, Cranbarries Fruittree leafroller
etc) Currants Grape meoth
Rete/Acre: 0.5 - 1.5 pounds Loganberties i
Strawberties O teafroller
il. HERBS & SPICES Tobacoo budworm
Grapas Grape berry moth
Crop such as: Insect Pest eaftuide
r
Basil Alfaifa looper Grapeleaf sikeletonizer
Chives Armyworm Green frutwom
Cilantro Diamonciback rmoth Ominivorous leafrofier
Dill Eurcpean com borer Crange tortrix
Oregano Green cloverworm Saltmarsh caterpiliar
Peppermint Imported cabbageworm Yellowstriped armyworm
Thyme LOODETS et Tropical and Amorbia
Saltmersh caterpiiar Other Frult: Loopers
- T j - - Avocedos Qrange tortrix
Rate/Acre: 0.5 - 1.5 pOUndS Omnivorous leafroller
Spanworm '
. PASTURE & HAY CROPS — s Banana sippsr
Grop such as: Insect Post Kiwi Snivorous eafoter
Persimmons cutw
Alfalfa (hay & seed) Alfaifa caterpilar Pomegranate Faﬂm\,«?emvor?rnm
Pasture {grasses & hay} Armmworm Filbert webworm
Silage Beet armyworm Onnivorous ieafroller
European skipper Redhurmped caterpiliar
Wmmebwom Tont caterpifiar
_ Yeflowstriped BITIYWONN appie Gm&l pehedra
] R Thedia-Thecla basilides
Rate/Acre: 0.5 - 1.5 pounds Tropical fruits 5 "
Leafrolters
Loopers
Omnivorous leafroller

Rate/Acre: 0.5-1.5 pounds



V. FIELD CROPS

Crop such as:

Insect Pest

i COMLE_RCIAL FLOWER

Cancla/Rape Seed
Primrose
Meadow foam

Aol
Diamondback moth
imported cabbageworm
Loopers

Cormn
{Fleld, Sweet, Popcom)

Ammyworm
European com borer
Southwesterm corn borer

Cotton”

Bsat arrvyworm
Bollworm
e looper

& ORMNAMENTAL PLANTS
Crop such as: Insect Pest
Bedding plants
Flowers {Gr Azalea rmoth
and field) Beet
Greanhouse Diamond moth
Sag abl tale %idaf
etables o caterpillar
Container stock o math termd
Loopers
Cleander moth
Omnlvorous leafroller
Jobacco budworm

Hops

Rate/Acre: 0.5 - 1.5 pounds

Vii. FOREST, SHADE TREE & NURSERY STOCK

Crop such es:

Jojoba

Rice

Loopers
Salftrmarsh catemilier
Vielvetbean caterpiller

Loopers
Saltmarsh catempillar

Armyworm
Loopers

Forest
Shade trees
Nursery frees

Waestern tussock moth

European com borer
Headworm

Saltrnersh caterpiiar
Veivetbean caterpiflar

Rete/Acre: 0.5 - 1.5 pounds

VIIL. TURF

Soybeans

Grean cloverworm
Podwornm

Soybean looper
Velvatbean caterpiliar

Crop such as: insect Pnt
- Tt ATrywom
Sod welbworm
Tropical sod webworm

Sunfiowers

Banded sunficwer moth
Seet anmyworm
Headmoth

Loopers
Sunflower math

Tobacco

Tobacco budworm
Tobaccoe homwornm
Loopers

Ratafacrae; 0.5-1.5 pounds

“Uss CRYMAX at 0.25 k/acrs to control light to moderate populations of

newly hatched fobacco budworm and bollwonm in integrated pest manags-
mant programs. Repeat teetments at four to five day irtervale or as long as
naceesary LNt resuits are accaptable, Ovickies or synthetic pyrethroide can
be combined with CRYMAX in accondance with the mors restrictive of labef

Emitations and precautions. No labe! dosage mates should be axcesded.
Thie product cannot be mixed wih any product containing a fabet

prohibition agairet such mbdng.

Rete/Acre: 0.5 - 1.5 pounds

Ve



CHEMIGATION

Apply this product only through center phvot, lateral
move, end tow, side {wheel} roll, traveler, big gun, solid
set or hand move sprinkler systems. Do not apply
this product through any other type of hrigation
system. Crop injury or lack of effectiveness can result
from nonuniform distribution of treated water.

If you have questions about calibration, contact your
State Extension Service Specialist, equipment manufac-
turers or other experts.

Do not connect an irgatlon system (including green-
house systermns) used for pesticide application to & pub-
fic water system unless the pesticide label prescribed
safety devices for public water systems are in place.

A person knowledgeable of the chemigation system
and responsible for its operation, or under the supervi-
sion of the responisible person, shall shut the system
down and make neflessary adjustments should the
need arise.

CHEMIGATION SYSTEMS CONNECTED TO
PUBLIC WATER SYSTEMS:

Pubilc water system means a system for the provision
to the public of piped water for human consumption if
such system has at [east 15 service connectlons or
regularly serves an average of at least 25 individuals
dally at least 60 days out of the year.

Chemigation systems connected to public water sys-
termns must contain a functional, reduced-pressure zone
{RPZ), backflow preventer or the functional equivelent in
the water supply fine upstream from the point of pesti-
cide Introdugction. As an optlon to the APZ, the water
from: the public water systern should be discharged into
& reservolr 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 &t jeast twice the inside diameter
of the fill pipe.

The pesticide injection pipsline must contain a function-
al, automatic, quick-closing check valve to prevent the
flow of fluid back toward the injection pump.

The pesticide injection pipeline must contain a function-
al, normally closed, solencid-operated valve located on
the Intake side of the injection pump and connected to
the system interlock to prevent fluid from being with-
drawn from the supply tank when the irigation system
is efther automatically or manually shut down.

The system must contain functional interlocking con-
trois to automatically shut off the pesticide injection
“pump when the water pump motor stops, or in cases
where there is no water pump, when the water pressure
decreases to the point where pesticide distribution is
adversely affected. Systems must use a metering
pump, such as a positive displacement injection pump
{e.g., diaphragm pump), effectively designed and con-
shucted of materials that are compatible with pesticides
and capable of being fitted with a system interlock.

Do not apply when wind speed favors drift beyond the
area intended for treatment.

SPRINKLER CHEMIGATION:

The system must contain a functional check valve,
vacuum relief valve, and low pressure drain appropriate-
ly located on the imigation pipeline to prevent water
source contarnination from backdflow.

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

The pesticide Injection pipeline must also contain a
functional, normally closed, solencid-operated vaive
located on the intake side of the injection pump and
cannected to the system Interlock to prevent fiuid from
being withdrawn from the supply tank when the irriga-
tion system s either automatically or manually shut
down. The system must contain functional interlocking
controls to autormatically shut off the pesticide injection
purrip when the water pump motor stops.

The irrigation line or water pump must include a func-
tional pressure switch which will stop the water pump
motor when the water pressure decreases o the point
where pesticide distribution is adversely affected.
Systeims must use a metering pump, such as a positive
displacement injection pump {e.g., diaphragm pump)
effectively designed and constructed of materials that
are compatible with pesticides and capabie of being
fittad with a system interlock.

Do not apply when wind speed favors drift beyond the
area intended for treatment.

The active Ingredient in CEYMAX will settle in the tank
ard Infection lines; adequate agitation must be provided
before and during the Injection period. Use only In sys-
terns that apply unfformiy and have appropriate check
valves, When application Is complete, thoroughly flush
the Injection system and sprinkder lines.

MIXING RECOMMENDATIONS

FOR CHEMIGATION:

Follow general MIXING INSTRUCTIONS and kesp
the ratio at three parts water to one part CRYMAX.
Also, provide mild uniform agltation throughout the
suspension but do not agitate excessively.

SPRAY VOLUME:

For chemigation use kmgation levels of 0.15 to 0.5
Inches of water per acre. Up to 1 inch of irigation water
may be used, but efficacy may be reduced. The prod-
uct should be applied continuously for the duration of
the water application.
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WARRANTY AND CONDITIONS OF SALE

Ecogen wamants that this product conforms to the descrip-
tion on this label and is reasonably fit for the purposes
stated on this label when used in accordance with the
directions on this lebel under normal conditions of use.

ECOGEN MAKES NO WARRANTIES OF MERCHANTABILI-
TY OR FITNESS FCR A PARTICULAR PURPOSE NOR ANY
OTHER EXPRESS OR IMPLIED WARRANTY EXCEPT AS
STATED ABOVE,

if this product is defective, Buyer's exciusive remedy shall be
the replacement of the product, or if replacement is imprac-
ticable, refund of the purchase price. In no case will Ecogen
be liable for Incidental, consequential, or special damages
resulting from the handling, storage or use of this product.

CRYMAX s a rademark of Fcogen Inc.
Patent Panding
Vers. 2/97 - Copyright ©1997 Ecogen Inc.
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