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EPA RE.D. FACTS |

Glbberelllc Amd
Pesticide All pesticides sold or distributed in the United States must be
Reregistration registered by EPA, based on scientific studies showing that they can be used -
’ x " without posing unreasonable risks to people or the environment. Because of
~ advances in scientific knowledge the law requires that pestlcrdes which

were first registered before November 1, 1984, be rereglstered to ensure
that they meet today's more stnngent standards ’

In evaluating pest1c1des for reregistration, EPA obtams and reviews a’ k
. complete set of studies from pesticide producers;: descnblng the human
* health and environmental effects of each pesticide. The Agency. develops
- mitigation measures or regulatory controls needed to effectively reduce each
 pesticide's nsks EPA then reregisters pesticides that can be used without -
posmg unreasonable risks to human health or the env1ronment

- When a pesticide is ehglble for reregistration, EPA explams the basis
for its decision in a Reregistration Eligibility Decision (RED) document.
This fact sheet summarizes the information in the RED document for ,
rereglstratlon case number 4110, Glbberelhc Acrd

"Use Profile For the purpose of this RED the followmg compounds will be _
: o consrdered collectlvely ‘under the term "Gibberellic Acids": Gibberellic Acid
- (GA,); related isomers known as Gibberellms (GA4+GA7), and the salt of
. the acid, Potassium Gibberellate.

Glbberelhc Acrds are naturally occurrmg plant hormones
Gibberellic Acids are used in agnculture as plant regulators to stlmulate
both cell division and cell elongation that affect leaves as well as stems
(eventually affecting fruit development and fruit set). Applxcatlons of
- Gibberellic Acids can also hasten plant maturation and seed germination.
Because they are naturally occurring compounds and have a nontoxic mode
of action in target plants, Gibberellic Acid and related isomers have been :
~ class1f1ed as biochemical pestlcrdes ‘

‘ Glbberellrc Acids are apphed to’ growrng Crops (ﬁeld crops, small
v frmts vines and tree fruits), ornamental and shade tress, and omamental
. plants, shrubs and vines. The Agency has determined that the uses of
- . Gibberellic Acids, as currently registered, will not cause unreasonable nsk
. to humans or the environment. These uses are ehglble for reregistration. -
* However, six of the uses currently on the labels are not covered by. either
the exemptron from tolerance (40 CFR 180 1098), ora numenc tolerance -




Regulatory
History

40 CFR 180.224). The Agency plans to propose to exempt from tolerance:
many plant regulators, including Gibberellic Acids, when used in low doses.
This exemption will apply only whén application rates do not exceed 250
grams of ai/acre/year. The Agency believes this action does not present
unreasonable risks because it is based on Gibberellic Acid's low acute
mammalian toxicity, low use rates, naturally occurring exposure in the diet
from numerous plant sources, and minimal exposure in the diet derived
from consumption of treated commodities under the proposed maximum
label use rate. :

Formulation Types Registered: _ _
Formulations include tablets, soluble gramiles, and liquid concentrate.

Method and Rates of Application: ,
Gibberellic Acid (GA,) and Gibberellin Mixture (GA+GA)):
Gibberellic Acid (GA;) and Gibberellin Mixtures (GA,+GA;)
may be applied by aircraft, irrigation systems, ground spray
equipment, seed treatment or soil incorporation. -

Potassium Gibberellate: o
Potassium Gibberellate may be applied by hand-held spray -

equipment and as a seed treatment.

Use Practice Limi'tatiorfs
For terrestrial uses:

"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 apply through any type of irrigation system. "

The plant regulator, Gibberellic Acid, was initially registered in
the United States in 1947 as PROVIDE GROWTH REGULATOR ‘
SOLUTION (EPA Reg. No. 275-2) for applications to apple trees as a
means of controlling fruit russet fungus. Gibberellic Acids are naturally
occurring plant hormones that act as plant regulators, promoting cell
division and cell elongation leading to increased fruit set and crop yields.

During Phase 4 of the accelerated pesticide reregistration process, the
data base for Gibberellic Acids was evaluated and determined to be
inadequate in satisfying certain requirements for biochemical pesticides,
which include plant growth regulators. A DCI was issued in September

© 1993 to fill the outstanding data gaps.




The blochenucal data reqmrements for the rereglstratlon of Grbberelhc

- ‘Aelds have been satlsfied through the submission of data in response to the

Human Héalth

| Assessr"ne'nt,

. [NOTE For’ acute oral, diétary, mammahan/avran/aquattc tox1c1ty

1993 DCL. These. data are adequate to support the registration of beberelhc

,.Ac1ds on all RAC's, as well as all of the currently reglstered uses.

Toxmlty

In studles usmg laboratory ammals, thberelhc Acids generally have
been shown to be of low acute toxicity. The acute dermal toxicity' S
(LD, > 2g/kg), acute mhalatton (negative LCs; at 2.98mg/l and LCso e
>5. 9mg/l), eye irritation (all cleared in 7 days). place Gibberellic Ac1ds in B
Tox1c1ty Category IIT (the second lowest of four toxicity categones)

" Gibberellic Aclds acute toxicity (LDs,> 5g/kg), dermal irritation (mild to- o -

slight), and dermal sensitization (mild sensitizer) place it in Toxicity

‘ Category v (the lowest of four tox1c1ty categones)

~. Category I = very. highly or h1gh1y tox1c . I
- Category II moderately toxic " L
Category ol = slightly toxic '
Category v = practlcally non-tox1c]
Subchromc Toxnclty R
. Two subchronic oral tox1c1ty studies for Glbberelhc Acids were

'rev1ewed in connection with the RED process. In the first subchronic »
“dietary study there was a NOEL of 10,000 ppm and a LOEL of 50,000 ppm

based on the occurrence of soft stools in both sexes of rats and increased

"BUN levels, liver and kidney weights in females. In the second study, there o

was a NOEL of 10,000 ppm and a LOEL of 25,000 ppm based on

. alterations in clinical chermstry, decreased food conSumptron decreased

body weights, increases in relative organ weights. (brain, kldney, testls) and A
‘ gross hlstopathologlcal changes in the ktdney '

Developmental Toxnclty

- Two developmental tox1c1ty studles for Glbberelhc Acids were
reviewed for this RED. In the first study, rats were dosed at 0, 100, or
1,000 mg/kg/day for 8 weeks without significant chermcal hematological or. f

_ pathologic evidence of toxicity. The maternal toxicity NOEL was greater °

+ . than 1,000 mg/kg/day (HTD) In the second study, rabbits were dosed at 0,
‘300, or 1,000 mg/kg/day; the highest concentration caused increased

X 'mortahty, abortion rates, clinical signs of toxicity, and gross pathologxcal

observations. The maternal and developmental NOELs were estabhshed at

300 mg/kg/day




Mutagemclty

Gibberellic Acid (GA;) Salmonella typhlmunum test strains TA 98, TA
100, TA 1535, TA 1537, and TA 1538 at concentrations ranging from O to
10,000 ug/plate with negative test results up to limit dose of 5,000 and 10,000
ug/plate. The mutagenicity of Gibberellins (GA,+GA,) was tested in an Ames
assay with Salmonella typhimurium test strains TA 98, TA 100, TA 1535, TA. .
1537, and TA 1538 at concentrations ranging from O to 10,000 ug/plate. Test
results were negative up to 10,000 ug/plate in the standard set of ﬁve histidine
negative strains of Salmonella typhimurium LT2.

" A mouse-micronucleus assay on Gibberellins (GA4+GA-,) 1nd1cated that no
increased incidence of nncronucleated-polychromahc erythrocytes (m-PCE) were
found at levels up to 1200 mg/kg."

An unscheduled DNA synthesis in rat hepatocytes conducted with
Gibberellins technical 90% (GA,+GA;) was negative for induction of UDS up to
1260 ug/ml, the limit of solubility (MRID 40261603). A second unscheduled
- DNA synthesis in rat hepatocytes conducted with Gibberellins also was negatlve

Dietary Exposure

People may be exposed to residues of Gibberellic Amds through the diet.
Tolerances or maximum residue limits have been established for Gibberellic Acid
(GA;) and Gibberellins (GA4+GA7)for the followmg commodltles (refer to 40
CFR 180.224).

Gibberellic Acid (0.15 ppm) | Gibberellitl Mixture (0.5 ppm)

Artichokes  Leafy vegetables. : Apples
Blueberries ~ Stone fruits :

Citrus fruits Sugarcane

Grapes Sugarcane fodder

Hops Sugarcane forage




. An exemption from the requ1rement of a tolerance (40.CER. 180. 10§8) has...
been established for Glbberellms (specifically GA3) when used as a plant regulator
: at less than 20g a1/acre in or.on the following RAC's:

%

Barley Cacurabers - Oranges P ':Stra‘wberrie's »
Beans - ‘Grapefrult S l’eanuts o Squash |
Beets (sugar)'“' Lemons. L 'Peppers o Sugarcane ‘
Broccoli - - . Lettuce “ Potatoes o Tomatoes
Brussels sprouts Melons . 7 Riee - o - Turmps _
Cabbage =~  Mints Rye  ~  Watercress,
_ Cauliflower = Mustard greens Sorghum (milo) Wheat
Corn (all) Oats ' Soybean

"Cotton I Onions ~ <~ Spinach

The Agency plans to propose an exemptron from the requrrements of a*
" tolerance for certain Gibberellic Acids (specifically Gibberellic Acid (GA,), a .
mixture of Gibberellins (GA,+GA,), and Potassium Gibberellate) for all RAC's
‘when treated with application rates under 250 g ar/acre/year The Agency beheves :
this action does not present unreasonable risks because it is based on Glbberelhc
Acids' low mammalian toxicity, low use rates, natural background dietary
~_exposure and minimal exposure in the diet derived from consumptlon of treated

: commodrtres under the proposed use rates. o

Occupatlonal and ReSIdentIaI Exposure

Based on the application methods hsted 'on the product labels the potentxal -
-for eye, dermal, and ‘inhalation exposure to agricultural workers does exist.
- However, the lack of acute toxmlty (i.e., Gibberellic Acids are in Tox1c1ty
- Categories III and 1V) does not trigger additional requlrements for evaluation 'of
- worker exposure over the existing precautionary labeling currently requlred under
© the prov1srons of the Worker Protection- Standards t .

_ Human Rlsk Assessment

Since exposures and subsequent risks from Glbberelhc Acids are not

: expected any potential risks from exposures to treated plants will be mitigated by ‘
-+ use of baseline personal protective equtpment requrred by the Worker Protection

' 'Standards, supplemented by specific precautionary labeling required by this RED
‘Post-application reentry workers are required to observe a 12 hour Restncted

.. Entry Interval. Because of Gibberellic Acid's low mammahan toxxcrty, however it

N ‘isa candldate fora reduced reentry mterval from 12 hours to 4 hours




Environmental
_Assessment

Additional Data
Required

Product Labeling
Changes
Required

Regulatory
Conclusion

For More

Information

Based on a review of all available ecological data, exposure
_information, and Gibberellic Acids non-toxic mode of action, the Agency
expects that applications of Gibberellic Acids will pose rmmmal risk to -
nontarget wildlife and fish.

Environmental fate studies for blochemlcals are not imposed unless
adverse effects are observed in ecological effects data. Since no adverse
effects are antxcnpated the Agency will not, at this time, impose any
environmental fate data requlrements for the currently registered uses of
Gibberellic Acids.-

EPA is requmng the a revxsed Confidential Statement of Formula
(CSF) and revised product labeling for rereglstratlon

The Agency has reexamined the toxicologica] data base for
Gibberellic Acid s and concluded that the current precautionary labeling
(i.e., Signal Word , Statement. of Practical Treatment, and other label
statements associated with mitigating risks) adequately mmgate any risks
associated with the use of this plant regulator.

Based on the reviews of the generic data for Gibberellic Acid, the
Agency has sufficient information on health effect and potential for causing
adverse effects to human s or the environment. Therefore, the Agency
concludes that the use of currently registered products containing
Gibberellic Acids in accordance with approved labeling will not pose
unreasonable risks or adverse effects to humans or the environment. Certain
uses of Gibberellic Acids that have neither a tolerance or an exemption from
tolerance requirements (i.e., food use/commodities not listed in 40 CFR
180.224 or 40 CFR 180.1098) will become eligible for reregistration when
the proposed tolerance exemption is issued as a final rule in 1996.

EPA is requesting public comments on the Reregistration Eligibility
Decision (RED) document for [name] during a 60-day time period, as
~ announced in a Notice of Availability published in the Federal Register. To
obtain a copy of the RED document or to submit written comments, please
contact the Pesticide Dockct Public Response and Program Resources '
Branch, Field Operatlons Division (7506C), Office of Pesticide Programs

(OPP), US EPA, Washington, DC 20460, telephone 703-305-5805.

Electronic copies of the RED and this fact sheet can be downloaded
from the Pesticide Special Review and Rereglstratlon Information System at
703-308-7224. They also are available on the Internet on EPA's gopher
server, GOPHER.EPA. GOV, or using fip on FTP.EPA. GOV, or using
WWW (World Wide Web) on WWW.EPA.GOV. ’

Printed copies of the RED and fact sheet can be obtamed from EPA's
Natlonal Center for Environmental Pubhcatlons aud Informatlon




L (EPA/NCEPI), PO Box 42419, Cmcmnatl OH 45242-0419 telephone
' 513-489-8190 fax 513-489-8695 _ :

n Followmg the comment period, the Glbberelhc Acid RED document

also will be available from the National Technical Information Service

' (NTIS), 5285 Port Roya.l Road Spnngﬁeld VA 22161 telephone 703-487-

. 4650.

For more mformatxon about EPA's pest1c1de rereglstratlon program
~ the Glbberelhc Acid RED, or reregistration of individual products - .
' containing Glbberelhc Acid, please contact the Biopesticides and Pollution
- Prevention Division (7501W), OPP, US EPA, Washmgton, DC 20460
" telephone 703-308-8712. '

‘ ~ For information: about the health effects of pest1c1des, or for ass1stance
'm recognizing and managing pesticide poisoning symptoms, please contact '
the National Pesticides Telecommunications Network (NPTN). Call toll-
-~ free 1-800-858-7378, between 9:30 am and 7 30 pm Eastern Standard
L .Tlme, Monday through Fnday .
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2 1% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY S
g ‘ ' - 4 M
%M;” S N WASHINGTON oc 20460 L =

OFFICE OF

PREVENTION; PESTICIDES -
. . AND TOXIC SUBSTANCES‘
. . 1'7,". ;~ DEC 28 1995
, DearRegrstrant

"Tam pleased to announce that the Env:ronmental Protection Agency has completed 1ts
reregistration ehglblhty feview and decisions on the biopesticide case Gibberellic ‘Acid, S
which includes Gibberellic Acid (GA3), related isomers known as Gibberellins (GA4+GA—,), e
and the salt of the acid, Potassium Gibberellate. The enclosed Reregistration Eligibility .
l_)m n (RED) contains the Agency’s evaluation of the data base of these chermcals, its
- conclusions of theipotentral human health and environmental risks of the current product " -
uses, and its decisions and conditions under which these uses and products will be eligible

. for reregistration. The RED includes the data and labelmg requlrements for products for
reregrstrauon :

, To assist you w1th a proper response read the enclosed document entltled "Summary :
_ of Instructions for Responding to the RED". This summary also refers to other enclosed
- documents which include further instructions. - You must follow all instructions and submit
complete and timely responses. An Apphcatmn for Reregistration is required to be

- submitted eight months from the date of receipt of this letter. - Complete and timely

responses will avord the Agency taking the enforcement actlon of suspens10n agamst your
products ,

I you have questlons about our decision or the requlrements set forth in tlns
document, please contact the rereglstratlon representatlve for the Blopestlcrdes and Pollutlon
Preventron D1v1s1on Richard King at (703) 308-8052

Smcerely yours, _ -

‘ Janet Andersen, Actmg Dlrector
~ Biopesticides and Pollution
Preventlon Division: (7501W)

Enclosures
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SUMMARY OF INSTRUCTIONS FOR RESPONDING TO
THE REREGISTRATION ELIGIBILITY DECISION (RED)

1. DATA CALL-IN MDCI). OR "90-DAY RESPONSE"--If generlc data are requn'ed for o
reregistration, a DCI letter will be enclosed describing such data. If product speclfic data
are required, a DCI letter will be enclosed listing such requirements. If both generic and
- product speclfic data are requlred a combined Generic and Product Specific DCI letter will
~ be enclosed descnblng such data. However, if you are an end-use product registrant only: and .
- have been granted a generic data exemption (GDE) by EPA, you are being sent only the
. product specific response forms’(2 forms) with the RED. Registrants responsible for generlc
data are being sent response forms for both generic and product specific data requirements (4 -
forms): . You must submit the appropriate response forms (following the instructions
‘provided) within 90 days of the receipt of thls REDIDCI letter° otherwnse, your product
_ may be suspended. . :

2. TIME EXTENSIONS AND DATA WAIVER REQUESTS-—NO time extensron requests
will be granted for the 90-day response. Time extension requests may be submitted only with -
~ respect to actual data submissions. Requests for time extensions for product specific data =
~ should be submitted in the 90-day response. ‘Requests for data waivers must be submitted as
part of the 90-day response. All data waiver and time extension requests must be- accompamed ’
~ by a full justification. All waivers and time extens1ons must be granted by EPA in order to go
into effect :

3. APPLICATION FOR REREGISTRATION OR "8-MONTH RESPONSE"-—You must L
submit the following items for each product w1thm erght months of the date of thls letter ,
(RED issuance date).

a. Apphcatlon for Rereglstratlon (EPA Form 8570-1) Use only an ongmal
apphcatlon form. Mark it "Application for Rereglstratron Send your Application for
Rereglstratlon (along with the other forms listed in b-e below) to the address hsted in 1tem 5.

b Five copies of draft labehng which comphes w1th the RED and current regulatlons
.and requirements. Only make labeling changes which are required by the RED and current =
regulations (40 CFR 156.10) and policies. "Submit any other-amendments (such as formulatlon
changes, or labeling changes not related to reregrstratlon) separately. You may, but are not '
'requ1red to, delete uses which the RED says are ineligible for reregistration. For further
labeling guidance, refer to the labehng sectron of the EPA publication "General Information
on Applying for Registration in the U.S., Second Edition, August 1992" (available from the -
National Technical Informatlon Serv1ce pubhcatlon #PB92-221811 telephone number 703-
4§7—4650) B .

c. Generlc or Product Spectfic Data. Submlt all data ina format whrch comphes B
with PR Notice 86-5, and/or submit citations of data already submitted and give the EPA ‘
‘identifier (MRID) numbers. Before citing these studies, you must make sure that they meet
the Agency s acceptance cntena (attached to the DCI). ‘

. d Two copies of the Confidential Statement of Formula (CSF) for each basic and
~ each altemate formulation. The labeling and CSF which you submit for each product must
comply with P.R. Notice 91-2 by declaring the active mgred1ent as the nominal B
“conceéntration. You have two options for submitting a CSF: (1) accept the standard certified =
hrmts (see 40 CFR §158 175) or (2) prov1de ceruﬁed hrmts that are supported by the analysxs ;




of five batches. If you choose the second opﬁdh, you must submit or cite the data for the five
batches along with a certification statement as described in 40 CFR §158.175(¢). A copy of
the CSF is enclosed; follow the instructions on its back. L :

e. Certification With Respect to Data Compensation Requirements. Complefe and
sign EPA form 8570-31 for each product. ' ' .

4. COMMENTS IN RESPONSE TO FEDERAL REGISTER‘NOTICE—-Comments
pertaining to the content of the RED may be submitted to the address shown in the Federal
Register Notice which announces the availability of this RED.

5. WHERE TO SEND PRODUCT SPECIFIC DCI RESPONSES (90-DAY) AND
APPLICATIONS FOR REREGISTRATION (3-MONTH RESPONSES)

By U.S. Mail:

Document Processing Desk (RED-SRRD-PRB)
Office of Pesticide Programs (7504C)

EPA, 401 M St. S.W. -
Washington, D.C. 20460-0001

By express:-

Document Processing Desk (RED-SRRD-PRB)
Office of Pesticide Programs (7504C)
Room 266A, Crystal Mall 2

1921 Jefferson Davis Hwy.

Arlington, VA 22202

6. EPA'S REVIEWS-EPA will screen all submissions for completeness; those which are not -
complete will be returned with a request for corrections. EPA will try to respond to data |
waiver and time extension requests within 60 days. EPA will also try to respond to all 8-
month submissions with a final reregistration determination within 14 months after the RED
has been issued. C ‘ o
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GLOSSARY OF TERMS AND ABBREVIATIONS

Acceptable Daily Intake. A now defunct term for reference dose (RID).

Acid Equivalent

Active Ingredient

Anticipated Residue Contnbutlon

Chemical Abstracts Servnce

Cation

Central Nervous System

Confidential Statement of Formula

Dislodgeable Foliar Residue

Dietary Risk Evaluation System

Drinking Water Equivalent Level (DWEL) The DWEL represents a medium speclﬁc (i.e. drinking
water) lifetime exposure at which adverse, non carcinogenic health effects are not antlclpated to
occur.

Estimated Environmental Concentratlon The estimated pesticide concentration in an environment,
such as a terrestrial ecosystem ‘
End-Use Product

U.S. Environmental Protection Agency

Food and Drug Administration |

Federal Insecticide, Fungicide, and Rodenticide Act

Federal Food, Drug, and Cosmetic Act '

Functional Observation Battery

Gas Liquid Chromatography

Geometric Mean

Generally Recognized as Safe as Desngnated by FDA

Health Advisory (HA). The HA values are used as informal guidance to mumclpalltles and other
organizations when emergency spills or contamination situations occur.

Highest Dose Tested

Median Lethal Concentration. A statistically derived. concentratlon ofa substance that can be
expected to cause death in 50% of test animals. It is usually expressed as the weight of substance
per weight or volume of water, air or feed, e.g., mg/l, mg/kg or ppm. ‘
Median Lethal Dose. A statistically derived single dose that can be expected to cause death in 50% -
of the test animals when administered by the route indicated (oral, dermal, inhalation). It is
expressed as a weight of substance per unit weight of animal, e.g., mg/kg.

Lethal Dose-low. Lowest Dose at which lethality occurs. -

Lowest Effect Level ’

Level of Concern

Limit of Detection

Lowest Observed Effect Level

Maximum Acceptable Toxicant Concentration

Maximum Contaminant Level Goal (MCLG) The MCLG is used by the Agency to regulate
contaminants in drinking water under the Saf¢ Drmkmg Water Act.

Micrograms Per Gram

Milligrams Per Liter

Margin of Exposure

Manufacturing-Use Product

Maximum Permissible Intake

Master Record Identification (number). EPA's system of recordmg and tracking studies submltted
Not Applicable

No effect concentration

National Pollutant Discharge Elimination System

'

i




, GLOSSARY OF TERMS AND ABBREVIATIONS

NOEL. .~ No Observed Effect Level ST . - <
'NOAEL ~ No Observed Adverse Effect Level : s
OoP . Organophosphate )
- OPP . Office of Pesticide Programs
PADI' . Provisional Acceptable Daily Intake
PAG Pesticide Assessment Guideline , : e e T
PAM Pesticide Analytical Method o ‘ o S ' o e
PHED Pesticide Handler's Exposure Data : IR o o T
- PHI "Preharvest Interval '
ppb- Parts Per Billion - ' S : ' A .
PPE Personal Protective Equlpment ' - o . . T
ppm Parts Per Million : : ' )
“PRN | Pesticide Reglstratlon Notice ’
QY The Carcinogenic Potential of a Compound Quantlﬁed by the EPA's Cancer Risk Model )
RBC ~ RedBlood Cell - . _ . c
RED © " Reregistration Eligibility Declsmn ‘ IR ' '
REI Restricted Entry Interval -
RfD , Reference Dose
RS ' Registration Staridard
SLN - Special Local Need (Registrations ‘Under Section 24 (c) of FIFRA)
TC - Toxic Concentration. The concentration at which a substance produces a tOXlC effect
D " Toxic Dose. The dose at which a substance produces a toxic effect. -~ R
TEP - - Typical End-Use Product © v S

~ TGAI ‘Technical Grade Active Ingredient - "

. TLC - . - Thin Layer Chromatography -
TMRC " Theoretical Maximum Residue Contnbutlon , : : ‘
torr ’ A unit of pressure needed to support a column of mercury 1 mm hlgh under standard condmons
FAO/W HO . Food and Agriculture Orgamzanon/W orld Health Organization -
wP - Wettable Powder .

WPS - - Worker Protection Standard
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EXECUTIVE SUMMARY

The Environmental Protection Agency has completed an assessment of the potential human
health and environmental risks associated with the pesticidal uses of Gibberellic Acid and its .
related isomers. For the purposes of this reregistration eligibility ‘decision, the following
compounds will be considered collectively under the term "Gibberellic Acids": Gibberellic Acid
(GA)); related isomers known as Gibberellins (GA,) and (GA,); and the salt of the acid, Potassium
gibberellate. ' I ‘

Gibberellic Acids are naturally occurring plant hormones. Gibberellic Acids are used in
agriculture as plant regulators to stimulate both cell division and cell elongation that affect leaves
as well as stems (eventually affecting fruit development and fruit set). Applications of Gibberellic
Acids can also hasten plant maturation and seed germination. Because they are naturally occurring
compounds and have a nontoxic mode of action in target plants, Gibberellic Acid and related
isomers have been classified as biochemical pesticides. v -

The Agency has determined that the uses of Gibberellic Acids, as currently registered, will -
not cause unreasonable risk to humans or the environment. These uses’ are eligible for
reregistration. However, six of the uses currently on the labels are not.covered by either the
exemption from tolerance (40 CFR 180.1098), or a numeric tolerance (40 CFR 180.224). The
Agency plans to propose to exempt from tolerance many plant regulators, including Gibberellic
Acids, when used in low doses. This exemption will apply only when application rates do not
exceed 250 grams of ai/acre/year. The Agency believes this action does not present unreasonable
risks. It is based on low acute mammalian toxicity, low use rates, naturally occurring exposure
in the diet from numerous plant sources, and minimal exposure in the diet derived from
consumption of treated commodities under the proposed maximum label use rate.

The interim Worker Protection Standard: (WPS) Restricted-Entry Interval (REI) for
Gibberellic Acids was established at 12 hours, based on acute mammalian toxicity. However, the
Agency has determined that an interim REI of 12 hours may, in certain circumstances, be reduced
to 4 hours for pesticides with low acute mammalian toxicities in Toxicity Categories IIT and IV.
The Gibberellic Acids are candidates for reduced interim REI's due to their very low acute
toxicities (i.e., Toxicity Categories III and IV). : '

Before reregistering the products containing Gibberellic Acids, the Agency is requiring
that revised Confidential Statements of Formula (CSF) and revised product labeling be submitted .
within eight months of the issuance of this document. After reviewing this information and finding
it acceptable in accordance with Section 3(c)(5) of FIFRA, the Agency will reregister a product.
Those products that contain Gibberellic Acids in combination with other active ingredients will
be eligible for reregistration only when the other active ingredients are determined to be eligible
for reregistration. ' ' : -

iv




I INTRODUCTION

In 1988 the Federal Insectlcrde, Fungrcrde, and Rodentlcrde Act (FIFRA) was amended'

to accelerate the reregistration of products with active ingredients registered prior to November, B

1, 1984. The amended Act provides a.schedule for the reregistration process to be completed in
nine years. There are five phases to the reregistration process. The first four phases of the process

“focus on identification of data requirements to support the reregistration of an active ingredient
and the generation and submission of data to fulfill the- requirements. The fifth phase is a review .
by the U.S. Environmental Protection Agency (referred to as "the Agency ") of all data submltted o
to support rereglstratron o . ' o

FIFRA Sectron 4(8)(2)(A) states that in Phase 5 "the Admmlstrator shall determine - -

. whether pesticides containing such active mgred1ent are eligible for reregistration" before calhng

'in data on products and either reregistering products or taking ' "other appropriate regulatory ‘

action.” Thus, reregistration involves a thorough review of the scientific data base underlying a

pestlcrde s registration. The purpose of the Agency's review is to reassess the potential hazards .
. arising from the currently registered uses of the pesticide; to determine the need for addrtlonal "

data on health and environmental effects; and to determine whether the pesticide meets the "
unreasonable adverse effects" cntenon of FIFRA

This document presents the Agency s dec1s1on regardmg the reregrstratron ehgrblhty of

the registered uses of Gibberellic Acids . The document consists of six sections. Section I is the -

‘introduction. Section II describes Gibberellic Acids, their uses, data requirements and regulatory .
“history. Section III discusses the human health and environmental assessment based on the data
* available to the Agency. Section IV presents the reregistration decision for Gibberellic Acids.
Section V discusses the: ‘reregistration. requirements for Gibberellic Acids.- Fmally, Section VI
contains the Appendices that support this Reregistration Eligibility Decision. Addrtlonal detarls
‘concermng the Agency s review of apphcable data are avmlable on request




CASE OVERVIEW
A. Chemical Overview

The following active ingredients are covered by this Rereglstratlon Eligibility
Decision: :

® Common Name: Glbberelhc Acid (GAg), Glbberellms (GA4) and (GA,),
Potassium Glbberellate A

Chemical Name:  Gibberellic Acid (GA3), Glbberelhns (GA4) and (GA7),
‘ Potassium Glbberellate m

Chemical Family: Glbbane structure (from the fungus thberella ﬁt]zkuroi) /

CAS Registry Number:

Gibberellic Ac1d (GA;) and Glbberelhns (GA4+GA-,) 77—06-5
Potassium gibberellate -- 125-67-7 .

OPP Chemical Code.

Glbberelhc Acid (GA,) and Gibberellins (GA4+GA7) - 43801
Potassium gibberellate — 43802

Empirical Formula: }
. Gibberellic Acid (GA;) - C,0H,04

Gibberllins (GA,+GA;) - C,0H,O5 + C20H2405

Potassium Gibberellate - Csz,KO6 : '

Trade and Other Names: Pl‘OGlbb ProV1de Activol, Grocel and
Gibrel. ‘

Basic Manufacturer: .

' Abbott Laboratories
AGTROL Chemical Products, Inc.

B. Use Profile g : ‘

~ The following is information on the currently regisiered uses Ywith an overview of
use sites and application methods. A detailed table of these uses of Gibberellic Acids may
be found Appendix A.

For Gibberellic Acid and related isomers:




',Type‘of Pesticidé: Plant regulator o

Use Sltes. A

Glbberelhc Acrd'

-

. -TERRESTRIAL FOOD CROP: Arnchoke blueberry, broccoh, ;
* Brussels sprouts; cabbage; carrot (including tops); cauliflower;
“celery; cherry; cucumber; lettuce; ‘melons; melons, - cantaloupe,g

melons, honeydew; melons, water; peach pepper; prune; rhubarb

splnach squash (all or unspecrﬁed), strawberry

" TERRESTRIAL FOOD + FEED CROP: Apple; barley; beans,

beans, dried-type; beans, mung; beans, succulent (lxma), beans,"

" succulent (snap); citrus fruits; corn, field; ‘corn, sweet; corn, pop;

cotton, (unspecified); grapefruit; grapes; hops; lemon;  lime;

. mustard; oats; orange; peanuts (unspecified); peas, field; potato, .

white/Irish; rice; rye; sorghum; sorghum (unspecrﬁed), soybeans

)(unspeolﬁed), sugarbeet sugarcane; tangelo; tomato; Vturn1p, wheat

* TERRESTRIAL FEED CROP: Sugar beets (including tops)
TERRESTRIAL NoNFoon CROP: Golf course turf:

~ . ornamental herbaceous plants ornamental ' lawns and turf
. ornamental woody shrubs and vines -

’

“TERRESTRIAL NONFOOD + OUTDOOR RESIDENTIAL:

Ornamental and/or s’halde trees, ornamental herbaceous. plants, .

ornamental lawns ornamental woody shrubs and vines =

o GREENHOUSE FOOD CROP Rhubarb

' GREENHOUSE NONFOOD CROP Omamental woody shrubs”
- and vines ‘ ‘

Glbberellm thture (GA, + GA-,)

" TERRESTRIAL FOOD CROP: Spmach (seed crop only, SLN
WA o

TERRESTRIAL FOOD+FEED CROP Apple

‘f.‘3v‘ f<




 TERRESTRIAL NON-FOO_D CROP: Cherry, Pear

TERRESTRIAL NON-FOOD+OUTDOOR RESIDENTIAL
Ornamental herbaceous plants

Potassnum Glbberellate°

. TERRESTRIAL FOOD CROP Artlchoke, Blueberry, Celery s
Cherry, Cucumber (seed crop onl}’), Lettuce (seed crop only),
Prune ‘ ) o ‘

TERRESTRIAL FOOD+FEED CROP: Grapes, Hops, Lemon,
Orange, Potato, white/Irish ("seed" crop only), Tangelo

TERRESTRIAL NON-FOOD CROP Tobacco a
TERRESTRIAL NON-FOOD+OUTDOOR RESIDENTIAL
Ornamental and/or shade trees, Ornamental herbaceous plants,
Ornamental nonflowering plants, Omamental woody shrubs and
vines - ‘
GREENHOUSE FOOD CROP Rhubarb

INDOOR RESIDENTIAL: Ornamental herbaceous plants |

| Target: ngher Plants.

Formulation Types Registered: = Tablets, soluble granules, liquid concentrate.
Method and Rates of Application: | |

Gibberellic Acid (GA,) and Gibberellin Mixture (GA,+GA.):

Types of treatment:

Band treatment, Broadcast, Chemigation, Commercially grown nursery
grass sod treatment, Dip treatment, Drench, High volume spray (dilute),,
Low-volume spray (concentrate), Seed treatment, Soil in-furrow treatment,
Soil incorporated treatment, Soil s1dedress treatment, Soil treatment Spot
treatment, Spray




A‘ 4 Egmgment B
' Alrblast An'craft Center prvot 1mgatlon Dropper, Frxed-wmg a1rcraft -
L - Ground, hand held sprayer, Hand move irrigation, High volume ground,
- ___.'_ _ sprayer, Mist-type seed treater, Movmg wheel 1rr1gatron Seed treater,,
-~ . Solid set 1rr1gatron, Sprayer ,

 Timing:

At first squaring, At pegging, At planting, August, Bare root, Bloom,
Crown, December, Dormant, Early bloom, Early spring, Early. tlllermg,
Fall, Foliar, Fruiting, January, Nenbearing, November, October, Petal
~ fall, Postemergence, Postharvest, Posttransplant, Prebloom through foliar,
Prebloom, Preemergence, Preharvest, Pretransplant Seed plece, Seed
'September, Transplant When needed :

- -Appllca,tlon Rates: .

Refer to Appendix A. o
Potassmm Glbberellate. . '

; ,'Types of Treatment

Dip treatment;.spray. '
Fﬁuigment; i

. aerosol can; spraycr:"

. Timin :“? |

..'Bloom, crown, December, fall; fohar, November October preharvest
"seed” (potatoes)

Application RateS'

. Refer to Appendlx A.
- Use Practlce leltatlons. .
- For terrestnal uses:

1

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 apply through any type of irrigation system.
Do not apply within 7 to 40 days of harvest, depending on crop.

' C.  Estimated Usage of Pesticide

This section summarizes the best eSUmates available for the pesticide uses of
Gibberellic Acids. These estimates are derived from a variety of published and
proprietary sources available to the Agency The data, reported on an aggregate and site
(crop) basis, reflect annual fluctuations in use patterns as well as the vanablhty in using
data from various mformatxon sources.

.

The table below summanzes the pesnc1des use by site.

ESTIMATED ANNUAL U.S. USAGE OF GIBBERELLIC ACIDS FOR 1990-1993

. Acres i . -—Lbs A.L Applied -
Site Acres Grown - . Treated - Total ~ Applic Rate

. (000) . (000). . . 000) (Ibs a.i./A)
FIELD CROPS ) o T -
Cotton 12,269 -14,047 0- 374 - 0- 0.29 0.001 - 0.001
Hops — 40 - 40 - 14- 14 e 0.02 - 0.02 0.01 - 0.01
-0OR 7-7 0.8- 0.8 ’ .. 0.01- 001 < 0.02-0.02
- WA 28-28 0.6-.0.6 - 001~ 001 = <0.02-0.02
Potatoes, Irish 1,329 - 1,401 0-3 0-044  0.15-0.15
Rice 2,865 - 3,023 0-5 0-0.28 0.01 - 0.06
Tobacco 703 - 754 0-4 o '0-0.11 0.03 - 0.03’
FRUITS & NUTS i : . -
Blueberries, bcanng— 33-36 0.7-1.0 ) . 0.15-0.18 . 0.10-0.17
-MI 15-16 . *.0.5 ' *-0.08 ‘ . 0.17-0.17
Citrus Fruit — ’
- Grapefruit 173 -192 1-4
- Lemons 67 - 69 2-10
-CA 48 - 49 2-4
- Oranges 791 - 819 34-50
Oranges, CA 188 -191° 132-40

'
' AO =N

*.0.22 0.03 - 0.04
0.19-0.45 0.03-0.06

- 0.19-0.21 <0.06 -0.10
20-34 0.04-0.06 -

" 2.0-3.4 0.06 - 0.10
*_x na-na
*.0.05 0.04-0.04
0.15-0.19 0.05-0.05
0.10-0.10 0.05-0.05 ..

D
'
i-N

* -

"
N
L

Temples, bearing, FL 7-8 * . %

- Tangelos, bearing, FL 8-11 *-0.6

- Tangerines, bearing 27-27 13-13
FL 14-14 0.7-0.7

(5 WP N
t
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ESTIMATED ANNUAL U.S. USAGE OF GIBBERELLIC ACIDS FOR 1990-1993(CONT’D)

: Actes Site . -=-Lbs A.L Applied — :
Site Acres Grown Treated - Treated ) Total Applic Rate

) (000) (%) (000) (Ibs a.i./A)

8-8 0.6-0.6 - 3-8 © 005-0.09 - <0.06-0.08




Grapes, béaring -- “

o _.AZ .
-CA
-NY
-OR
Pecans, bearing
Pome Fruit --
Apples, bearing,
"-MD .
-Ml
OR "
-PA -
-WA
Pears
- Stone Fruit - -
- Cherries - . -
" .Sweet, bearing
-CA- ’
-OR |
WA .
" Tart, bearing
-MI '

-

- Peaches, bearing

- Plums/Prunes
- Other Stone Fruit

VEGETABLES

" - Artichokes, globe, CA .

= Carrots —
CeTX -
- Celery, CA:

- Cucumbers, processing

© ~ Melons -

- Watermelons
- Onions, dry

- Peppers, bell
- Spinach, fresh

- Tomatoes, fresh --

:0.03
-FL

‘o

760 - 765" 112-337
- 5-5 25-25
637.- 656 107 - 332
33-33 *-0.3
4.5 0-0.1

" na-na * ok
1446 - 460 . 77-124
4-4. 1-1 .
" 53-56; 1-1
8-10 3-4
22-24 1-1

- 139-147 - 61-85
82-8 - 1-2 -

. 136-140 20-26

. 45-46 9-10
1m-11 0.2-04
10-10 3-3
14-14 . 4-6

. 47-50 S11-11
©33-34 9-9

S 175-179 . - *-05
142-147 ¢ . 1-1

© . 183-186 ©0-1
10-10 . - 4.5
‘110-110 ° 3-4
9.9 ' 3.4
21-25 0-0.1
108 - 121.° * %
353 - 382 1-2
270 - 270 *_o*
143-149 0-*

- 69-69 L LA
20-20 *o%

' 137-142 .
. 52-55 0-2

L 15-44

50-50 ..

L 16-52

ok _q.

0-3

*_ %

'17-27
18-18"

2-2 -

. 41-37 .

6-5

44 -58

<1-2

" 14-19
19-21
2-3

27-32"

. 26-42"°
23-24 -

26-28
*-<1

C1-1
0-<1

39-55 .

3-4

. 29-46
0-<1.

9-48
- 0:40 - 0.40
'8-47

0.61-0.88 -

©0.20-.0.22

" <0.02-0.09

REX-R

*-hd

10-0.01

*_%

2.3-3.7

' .0.02-0.02

<0.05 -0.05--

£0.10-0.10
© <0.05-0.05

1.9:26 .
<0.02-0.03 .

0.37-0.42
0.01 - 0.02

©0.10-0.16

0.20-0.20 .
0.24-0.25

*-0.03

' <0.02-0.06
0-006

0.08-0.09
© 0.01 -0.01

0.01-0.01

‘0-0.01

*_*

LB R oR s

0-0.43

0-030

© 0.03-0.14 .
0.08-0.08 _

0.03-0.15

‘na-na

' <0.10-0.10,.

.na-na-
0.02-0.03 -
. <0.02-0.02

0.01 -0.02
0.02 -0.03

© 0.01-0,01
70.03-0.03
©0.04-0.04

© 0.03-004
0.04-0.04

‘< 0.07-0.07 -
0.04 - 0.05
0.04-0.04

. 0.01-001_ -
- 0.01-001 "
.. <0.04-0.04 .

0.09-0.09 -

10.04-0.09 .

<0.02-0.03 . "

10.003-0.003

0.003 - 0.003
<0.01-0.02 .
na-na

. 0.05-0.05.
‘pa-na
-na-na

na-na '
na-na -
0.03-

10.03-0.03




ESTIMATED ANNUAL U.S. USAGE OF GIBBERELLIC ACIDS FOR
1990-1993(CONT’D) . ) -

‘ . Acres Site B Lbs Al Applled —
Site : Acres Grown ~ Treated Treated Total © Applic Rate
(000) (000) (% - (000) . (Ibs a.i./A)
NON-AGRICULTURE - ' . .
Nursery/Greenhouse ~ 500 - 500 na-na , <1-<1 - <030-<0.30 na-na
- Greenhouse, CA v . ‘ . '
Cut Flowers/Greens 2-2 0.01 -0.02 <i-1 <0.001 -<0.001 <0.03-0.04
Container Plants 2-2 0.02 - 0.02 1-1 0.003 - 0.006 <0.13-0.25
Transplant Matcrial, etc na-na <0.01 -0.03 na-na . <0.001 - 0.001 <0.04-0.04
« Outdoor, CA o . ‘ = .
Cut Flowers/Greens 10-10 0.01-0.01 - <1-<1 . <0.001 - 0.001 . * <0.03-0.05
Container/Ficld Plants 27-27 0.03 -0.03 <l-<1 . 0.002 - 0.003 <0.10-0.11
Transplant Material,’etc  na-na <0.01 -<0.01 pa - na ' <0.001 -<0.001 <0.06- 0.06
SUM OF ABOVE (@) 21,699-23,905 259-959 ma-ma <15-59 na-na

* USDA indicated some usage, but survey reports were not su’fﬂcient to estimate usage, which probably
was relatively small.

@ Each summation excludes data for sub-categories if there are data for the corresponding hlgher-
level category (e.g., excluding bearing sweet and tart cherries separately because total cherries’ . -
is included). In the summations, ™" and "na" count as zeroes. Co

NOTE 1: na = not available or not applicable. . A .
NOTE 2: Ranges result from different sources and/or years.

SOURCES -
- Anderson & Gianessi, Agricultural Pesticide Use in CA, 1990 & 1991
- CA EPA, Pesticide Use Report, Annual 1990 ’
- Gianessi & Anderson, Pesticide Use in U.S. Crop Producuon, National Summary Report, 2/95
- Gianessi & Anderson, Pesticide Use in U.S. Crop Production, National Data Report 2/95
- US Dept. of Commerce, 1992 Census of Agriculture, CA i
- US EPA 1990-93 proprietary sources
- USDA/NASS, Agricultural Chemical Usage, 1990, Vegetables Summary
- USDA/NASS, Agricultural Chemical Usage, 1991 Fruits & Nuts Summary
- USDA/NASS, Agricultural Chemical Usage, 1990-93 Field Crops Summaries
- USDA/NASS, Agricultural Chemical Usage, 1993 Fruits Summary |
- USDA/NASS, Agricultural Chemical Usage, Vegetables, 1992 Summary
. - USDA/NASS, Citrus Fruits, 1991-93 Summaries .
- USDA/NASS, Crop Production, 1990-93 Summaries
- USDA/NASS, Noncitrus Fruits & Nuts, 1993-94 Prehmmanes
- USDA/NASS, Vegctables, 1992—94 Summaries

D.  Data Requirements

In Phase 4 of the Reregistration Process, data gaps for Gibberellic Acids were
identified and a DCI was issued in September of 1993 for studies relating to product
chemistry and ecologicial effects. These data were required to support the uses of products
containing the active ingredients Gibberellic Acid, Gibberellins, and Potassium
Glbberelate. Appendix B 1ncludes all data reqmrements 1dent1ﬁed that are needed to

8
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E. Regulatory Hlstory

'support rereglstratlon for currently reglstered uses .

The plant regulator, Glbberellrc Ac1d was 1mt1ally reglstered in the United States y

. in 1947 as PROVIDE GROWTH REGULATOR SOLUTION (EPA Reg. No. 275-2) for . -
applications to apple trees as a means of controlling fruit russet fungus. Gibberellic Acids

are naturally occurring plant hormones that act as plant regulators, promotmg cell d1v1s1on :

: _and cell elongatlou leading to mcreased fl'lllt set and crop ylelds :

Dunng Phase 4 of the Rereglstratlon Process, the data base for Glbberelhc Acids

- was evaluated and determined to be inadequate in satisfying certain requirements for
- biochemical pesticides, which include plant growth regulators. The followmg were *

1dent1ﬁed as outstandmg data £aps and a DCI was issued in September 1993

~ Guideline No. Studz _
151B-17g-  *  ‘Solubility . 5
- 151B-171 v - pH
151B-17j .. Stability : '
. 151B-17p -~ Octanol/water partmon coefficrent
‘154B 11 . Non-target insect . ‘

.. The blochemlcal data requirements for the rereglstratlon of Glbberelhc Acids have
been satisfied through the submission of data in response to the 1993 DCI. These data are -

: adequate to support the registration of Gibberellic Acids on all RAC's, as well as all of -
“the currently reglstered uses. speaﬁed in Sectlon Iv. '

This Rereglstratlon Eligibility. Demslon reflects a reassessment of all data that were 'j

. subrrutted in response to the Reregrstratlon Process
SCIENCE ASSESSMENT -

A Physical Chemistry Ass'essrnent E

Glbberclhc Acid is a plant hormone that was first 1solated in 1938 from cultures

: of’ Gibberella ﬁgzkurm (Sawada) and Fusarium moniliforme, the causative agents for -
. ,Bakanae disease in rice. More than 60 Gibberellins are knowu, however, only three, ,
Gibberellic Acid (GA,), Gibberellins — a mixture of GA “and GA , and Potassrum o

Glbberellate, are reglstered as b10pest1c1des in the United States -

Grbberelhc Acid is an odorless, fine, whlte powder at 23°C Tt has a meltmg pomt :

- of 223-226"C and a bulk density of 600 mg/ml at 23. &C. Gibberellic Acid is soluble in o
‘ water (460 mg/ml), whrle its sodlum potassmm and ammonium salts are very solubIe in.




water (5g/1 of water). Glbberelhc Acids have a shelf life of at least 2 years under normal . )
conditions in unopened containers. Potassium Glbberellate has a pH of 5. 5- 6.5 whlle
Gibberellic Acid has a pH of 4. '
B. Human Health Assessment

1. Toxicology Assessment

Adequate mammallan tox1cology data on Glbberelhc Ac1ds are avaxlable '
and will support a Rereglstratlon Ehgxblhty Decision (RED).

a. Mammalian Toxicity

Certain mammalian toxlélty studles conducted with Gibberellic
Acids have been submitted and adequately satisfy the requirements as set
forth in 40 CFR 158. 690 Blochermcal Pest Control Agents




. TABLE II:

Guidelihe S

' ACUTE MAMMALIAN TOXICITY REQUIREMENTS S
 FOR GIBBERELLIC ACIDS

Test Material Results = Toxicity . . MRID
' - “Category

152B-10
: Acute oral tox."
(rat) '

* 40873201

| ca,+caA,, %%

LD50 (¢ & 9) >5ghkg .| - IV

GA,, 7.5% " LD 50 > 5g/kg (combined) 41591103

152B 11

. .Acute dermal tox. -

(rabbit)

GA,+GA,, %0% LD 50 (¢ & 9) > 2g/kg 40873202

GA,, 7.5% LD 50 > 2 g/kg (combined) 41591104

A152B-12
Acute inhalation
(rat)

- LC50 negative at 2.98mg/l; 40873203

GA,+GA,, 0%
s maximum attainable exposure.

GA;, 7.5% LC50 > 5.9 mg/l (combmed) 41501105 -

. 152B-13%
" Eye irritation
- (rabbit)

" GA,+GA,, 90% PEIS ranged from 19.3 at 1 hr. to
. ' - 4.7 at 96 hrs. All irritation cleared '

by 7 days.

40873204 |

GA;, 7.5%.

- Eye irritation cleeljing in 7 dayé or

Iess.

41591106

"152B-14*
Dermal irritation
- (rabbit)

GA+GA,, 0%

P.ILS.=0

40873205‘

" GA,, 7.5%

' Mild or slight irritant. 7

. 41591107

152B-15*
" Dermal
'sensitizatidn

Reboried as miid sensitizer

40873206 .

' “.GA,, 10%

| GA+GA,, 90%

Not a contact. dennal sensitizer.

41560406

152B 16*

All products ‘ All mcxdents must be reported to the
) : : Agency

Hyp sensmw
* Not reqmred for TGAI.

In the evaluation of the toxmology data base for the- rereglstratlon ehg1b111ty .
~ decision for Gibberellic Acids, the Agency reevaluated the primary eye irritation )
‘study conducted with Gibberellins (TGAI mixture of ‘GA;+GA;) (MRID
40873204) and concluded that the eye irritation potential is more appropriately
reclassified as Toxicity Category 118 rather than Tox1c1ty Category II'as m1t1ally
+ classified. ,' , .
b, ‘Subchi'onic Toxicity
Two subchromc ‘oral- tox1c1ty studles for Glbberelhc Ac1ds were
reviewed in connection with the RED process. In the first subchronic

dietary study - (MRID “41617501), rats of both sexes were fed diets
containing Glbbexfelhc Acxd‘ (GA;, purity 88.5%) at concentrations: of 0,
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1,000, 10,000, or 50,000 ppm for 13 weeks. A group of control animals
and high-dose animals were fed regular rodent diet for an additional 4-week
recovery period. The consumption of test material was 53-117, 550-1178,

or 2994-5786 mg/kg/day (males) and 67-130, 730-1283, or 3872-6241

mg/kg/day (females). The only treatment-related clinical sign of toxicity
was a low incidence of soft stools in both sexes receiving the highest dose.
Very slightly decreased body weight gains were observed in mid-dose
males and high dose animals of both sexes. Slightly increased total food
consumption in all treated groups were observed. Evidence suggestive of
a compound-related effect on kidney function ‘included significantly
increased blood urea nitrogen levels (BUN) and increased relative kidney
weights in female rats in the high-dose group. ‘BUN levels and kidney
weights were comparable to controls at the end of a 4-week recovery
period, indicating reversibility of renal effects. Other effects observed in
high-dose males included decreased globulin levels at termination of the
study and decreased glucose levels (p<0.05) at the end of the 4-week

recovery period. Increased relative liver weights were observed in males . (

at 50,000 ppm and in females at 10,000 ppm and 50,000 ppm. At the end
of the recovery period, increased relative liver weights were still evident
in females (11%), but not in males. In the absence of clinical chemistry
correlates and gross and microscopic hepatic abnormalities, the liver weight
changes are considered compensatory rather than a toxic effect of the test
material. Under the conditions of this study, the NOEL is 10,000 ppm; the
LOEL is 50,000 ppm, based on the occurrence of soft stools in both sexes,

and increased BUN levels, liver and kidney weights in females.

In the second study (MRID 41616601), rats were fed diets
containing 0, 1,000, 10,000 or 25,000 ppm Gibberellins (GA,+GA,,
purity 85.5%) for 13 weeks. Additional groups of 10 control and 10 high-
dose animals were held for a 4-week recovery period. The 25,000 ppm
exposure group was fed a diet containing 50,000 ppm during the first 14

. days of the study; however, due to low weight gain and clinical signs the
dosage was reduced for the duration of the study. The average calculated
doses for the 1,000; 10,000, and 25,000 ppm groups, the latter corrected
for exposure to 50,000 ppm, were 67, 704, and 2238 mg/kg/day for males
and 85, 814, and 2403 mg/kg/day for females. No treatment-related effects
were observed at the 1,000 or 10,000 ppm dietary levels. One male in the
25,000 ppm treatment group died during the third week of the study. -
Compared to controls, treatment of rats of both sexes at 25,000 ppm had
significant effects on clinical signs, food consumption (during the first 5
weeks of the study), body weight, organ-to-body weight ratios,
hematology, clinical chemistry and gross microscopic pathology. Clinical
signs in the high-dose groups included hunched posture, thin rough coat,
a bloody crust on the nose and urine stains. Body weights for males and '
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females were srgmficantly lower than controls throughout the study,. v
. including the recovery phase. There was a marked increase in body weights °
~ when the treatment was reduced from 50,000 to 25,000 ppm after 14 days,

‘and by the end of the recovery period at week 17, body welghts were - . ‘

wrthm 91 % of control groups for both sexes.

t

- Males had srgmﬁcantly decreased hemoglobm and hematocnt values :

and significantly lower total bilirubin, cholesterol, and alkaline phosphatase
values. Females had signicantly lower total protem, albumin and calcium ..

“ values and significantly higher globulin, total bilirubin, cholesterol and
alkaline phosphatase values. Both sexes had significantly- increased relative
brain weights and males had significantly increased relative kidney and
testis weights. Gross pathologxcal changes in the kidneys (rough surfaces

~‘and depressed areas in the cortex) were present in both sexes.
Histologically, chronic tubular nephritis, tubular dilation, and focal loss of

nephrons were observed. Histological changes in the liver were marginal -

1in incidence and severity. Under the condmons of the study, the NOEL is. .

'10,000 ppm; the LOEL is 25,000 ppm based -on ‘alterations in clinical
~ * chemistry, decreased food consumption, decreased body weights, increases
-in relative organ weights (brain, kidney, and testis), and gross and
'htstopathologlcal changes in the kidney. L :

c.. " Developmental Toxrclty

Grbberelhc A01d (GA3) was adrmmstered to rats at doses of 0, 100 E
or 1,000 mg/kg/day for 8 weeks without significant clinical, hematological
or ‘pathologic evidence of toxicity. The maternal toxicity NOEL was

, greater than 1000 mg/kg/day (HTD))(MRID 40155201)
- ‘Ina separate study, artrﬁcrally inseminated rabblts were treated with
Gibberellins (GA,+GA,) by oral gavage at 0, 100, 300, or 1000

» ,mg/kg/day (MRID 41143201). The highest concentratlon caused increased ; |

"mortality, abortion rates, clinical signs of toxicity and gross pathological
observations. The maternal and developmental NOELs were estabhshed at
300 mg/kg/day. . S

' d. ' Mutagemcrt‘y‘

| Gibberellic Acid (GA,) (MRID 40261601) was tested in an Ames
assay with Salmonella typhimurium test strains TA 98, TA 100, TA 1535, -

a "~ TA 1537, and TA 1538 at concentrations ranging from 0 to 10,000

- ug/plate with negative test results up to limit dose of 5,000 and 10,000
ug/plate The mutagenicity of Gibberellins (GA,+GA,) (MRID 40873207)
was tested in an Ames assay with Sqlmonellq typhimurium test strains TA '
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98, TA 100, TA 1535, TA 1537, and TA 1538 at concentratlons ranging
from O to 10,000 ug/plate. Test results were negative up to 10,000 ug/plate
~in the standard set of five hlStldlne negauve strams of Salmonella
typhimurium LT2. _
. A mouse-micronucleus assay on Gibberellins (GA,+GA,) indicated
- that no increased incidence of micronucleated-polychromatic erythrocytes
(m-PCE) were‘found at levels up to 1200 mg/kg (MRID 40873208).

. An unscheduled DNA synthe51s in rat hepatocytes conducted with
Glbberellms technical 90% (GA,+GA,) was ‘negative for induction of UDS
up to 1260 ug/mi, the limit of solubility (MRID 40261603). A second
unscheduled DNA synthesis in rat hepatocytes with Gibberellins also was
negatlve (MRID 40873209).

€. Immunotoxncxty

The guideline requirerﬁent for immunotoxicity was waived based
on the results of a residue study (no detectable residue noted with a
detection limit of 1 ppm), low apphcatlon rates, and nominal potential
human exposure. . '

Ekposure Assessment -
a. Dletary Exposure and RlSk Assessment

Tolerances (40 CFR 180.224) for beberellms (spec1ﬁcally (GA3),
and the mixture of Gibberellins (GA, and GA;)) have been established for
(1) residues of Gibberellic Acid on the following RAC's, and (2) for the
combined residues of the glbberelhn rmxture (GA, and GA ) on the
following RAC's:

Gibberellic Acid (0.15 ppm) Gibberéllin Mixturé ©.5 ppm)r

‘Artichokes  Leafy vegetables: Apples
Blueberries  Stone fruits . o
Citrus fruits Sugarcane

Grapes Sugarcane fodder ..
Hops - Sugarcane forage

A

An exemption from the requirement of a foleranc;g (40 CFR




180 1098) has been estabhshed for Glbberelhns (specxﬁcally GA3) when '
used as a plant regulator at less than 20g al/acre in or on the followmg_ .
RAC s , : '
Barley . - Cucumbers - Oranges . Strawberries
'Beans = Grapefruit . Peamuts = - Squash, |
Beets (sugar) Lemons . Peppers =~ Sugarcane -.
* .Broccoli - . Lettace . . Potatoes’ . -~ Tomatoes - .
- Brussels sprouts ‘Melons |~ . Rice - Turnips:
Cabbage . Mints " 'Rye - * Watercress
~ Cauliflower ' _Mustard greens - Sorghum (mllo) * Wheat
. .Comn (all) Oats - ' Soybean o
~ Cotton - vOnions e Spinach
The Agency plans to propose an exemptlon from the requlrements
. of a tolerance for certain Gibberellic Acids (specifically Gibberellic Acid
" "(GA,), a mixture of Gibberellins (GA,+GA,) and Potassium Gibberelate) .
for all RAC's when treated with application rates under 250 g ai/acre/year.
The Agency believes this action does not present unreasonable risks .
"because it is based on Gibberellic Acids' low mammalian toxicity, low use -
) rates, natural background dietary exposure and minimal exposure in the
- . diet derived from consumptlon of treated commodltles under the proposed ‘
use rates : -

b. Occupatlonal Exposure and Rlsk Assessment

' Based on the apphcatlon methods listed on the product labels, the
potentlal for eye, dermal, and inhalation exposure to agricultural workers
~ does exist. However, the lack of acute toxicity (i.e., Gibberellic Acids are .
-in Toxicity Categories Il and IV) does not trigger additional requirements.
for evaluation of worker exposixre over the existing precautionary labeling
.currently required under the prov1srons of the Worker Protectxon Standards B
dlscussed in Section’ V :

C - | Environmental Assessment

‘There are no outstanding data requn'ements Sufﬁc1ent data have been prov1ded for
an env1ronmental fate and effects assessment. -

1. Ecologlcal Toxnclty Data

y o All of the ecological effects data requlrements for Glbberelhc Acids haveT '
. been adequately fulfilled. These data indicate that Gibberellic Acids are not llkely.
to cause adverse effects in nontarget av1an, aquatlc, and msect speeles o '
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Guideline ) ( ’ "MRID
No. : :

154B-6 Avian acute oral | Gibberellic Acid is practically non-toxic to Bobwhite 42084401
Quail. The LDy, is > 2250 mg a.i./kg. The NOEL ° '
> 2250 mg a.i./kg (HTD).

Avian acute dictary Gibberellic Acid is practically n;)n-tpxic to Bobwhite 121075
Quail. LC,, is > 4640 ppm (HTD). -

Fish Toxicity - The LC,, of Gibberellic Acid is > 150 ppm. 42167401
Rainbow Trout Gibberellic Acid is practically non-toxic to coldwater
’ fish. The NOEL > 150 ppm (HTD). '

Invertebrate toxicity The LC,, of Gibberellic Acid is > 143 ppm. 42084402
_Gibberellic Acid is practically non-toxic to aquatic : -
invertebrates. The NOEL > 143 ppm (HTD).

154B-10 Nontarget Plants Waived because Gibberellic Acid is a growth
stimulator that is naturally produced in plants.

154B-11 Nontarget Insects  Gibberellic Acid is classified as relatively non-toxic | 43370201
to hone -

2. Environmental Fate

Environmental fate studies are not required for biochemical pesticides
unless adverse effects on nontarget species are observed as a result of acute testing
(Tier I) for ecological effects. No adverse effects are suggested by the data as
described in Table IV above. : .

RISK MANAGEMENT AND REREGISTRATION DI*;CISiON

A.  Determination of Eligibility

Section 4(g)(2)(A) of FIFRA calls for the Agency to determine, after submission
of relevant data concerning an active ingredient, whether products containing the active
ingredients are eligible for reregistration. The Agency has previously identified and
required the submission of the generic (i.e. active ingredient specific) data required to
support reregistration of products containing Gibberellic Acids as their active ingredients. .
The Agency has completed its review of these generic data, and has determined that the
data are sufficient to support reregistration of all products containing Gibberellic Acids.
Appendix B identifies the generic data requirements that the Agency reviewed as part of
its determination of reregistration eligibility of Gibberellic Acids, and lists the submitted-
studies that the Agency found acceptable. - ‘ : '

The data identified in Appendix B were sufficient to allow the Agency t6 assess the
currently registered uses of Gibberellic Acids and to detennine that Gibberellic Acids can

o
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: be used w1thout resultmg in unreasonable adverse effects to humans and the environment.
' The Agency therefore finds that products containing Gibberellic Acids as the active -
mgredrents are ehglble for reregistration. The rereglstratron of partlcular products is
addressed in Sectlon \' of this document : : :

, “The Agency made its rereglstratlon ehglbrhty deterrmnatlon based upon the target -
data base required for reregistration, the current guidelines for conductlng acceptable -
studies to generate such data, published sc1ent1ﬁc literature, etc. .and the data identified in
Appendix B. Although the Agency has found that certain currently registered uses of
Gibberellic Acids are eligible for reregistration, it should be undefstood that the Agency-
may take appropriate regulatory action, and/or require the subrmssron of additional data

 to-support the registration of products containing Gibberellic Acids, if new information - .

‘comes to the Agency's attention or if the data requlrements for - reglstratron (or the .
- guidelines for generatmg such data) change . ‘

1. Ehglblhty Declsmn |

o Based on. the reviews of the genenc data for the actlve mgredlents

. Gibberellic Acids, the Agency has sufficient information on the health effects of
Gibberellic Acids and on its potential for causing adverse effects in fish and
wildlife and the environment. The Agency has determined that products containing
Gibberellic Acids, when labeled and used as specified in this Reregistration
Eligibility Decision, will not pose unreasonable risks or adverse effects to humans -

" or the environment. Therefore, the Agency .concludes that products contalnmg o
Grbberelhc Acids for certam uses are ehglble for rereglstratlon .

. 2. Ellglble Uses

, " The Agency has determmed that certain uses of beberelhc Ac1ds are
, ehglble for rereglstratlon B

TERRESTRIAL FOOD CROP Aruchoke, blueberry, broccoh v
Brussels sprouts; cabbage; carrot (mcludmg tops); cauliflower; .
celery; cherry; cucumber; lettuce; melons; melons, cantaloupe;
melons, honeydew; melons, water; peach; pepper; prune; rhubarb
spmach squash (all or unspecrﬁed), strawbernes

TERRESTRIAL FOOD + FEED CROP: Apple, barley; beans
beans, dried-type; beans, mung; beans, succulent (lima); beans,
.succulent (snap); citrus fruits; corn, field; corn, sweet; corn, pop;
cotton, (unspecrﬁed), grapefrmt grapes; hops; lemon; lime;
-mustard; oats; orange; peanuts (unspecified); peas, field; potato,
white/Irish; rice; rye; sorghum; sorghum (unspecified); soybeans .
(unspecrﬁed), sugarbeet sugarcane tangelo, tomato; turmp, wheat. S

T
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TERRESTRIAL FEED CROP Sugar beets (mcludmg tops) .

TERRESTRIAL NONFOOD CROP Golf course turf,
ornamental herbaceous plants, omamental lawns, ornamental woody
- shrubs and vines :

TERRESTRIAL NONFOOD + OUTDOOR RESIDENTIAL o /
Ornamental and/or shade trees, ornamental herbaceous plam
ornamental lawns, ornamental woody shrubs and vines
GREENHOUSE FOOD CROP ‘Rhubarb

GREENHOUSE NONFOOD CROP Ornamental woody shrubs N

and vines

Gibberellin Mixture (GA, + GA,,)' '

TERRESTRIAL FOOD CROP Spmach (seed crop only, SLN
‘WA) :

TERRESTRIAL FOOD+FEED CROP 'Apple
' TERRESTRIAL NON-FOOD CROP: Cherry

TERRESTRIAL NON-FOOD+OUTDOOR RESIDENTIAL
‘Ornamental herbaceous plants

Potassmm Glbberellate'

TERRESTRIAL FOOD CROP Artichoke, Blueberry, Celery,
Cherry, Cucumber (seed crop only), Lettuce (seed crop only),
Prune i

TERRESTRIAL FOOD+FEED CROP: Grapes, Hops, Lemon '
Orange, Potato, whlte/Insh ("seed" crop only), Tangelo

'TERRESTRIAL NON-FOOD--OUTDOOR RESIDENTIAL:
Ornamental and/or shade trees, Ornamental herbaceous plants,
Ornamental nonflowering plants, Ornamental woody shrubs and
vines ' X

GREENHOﬁSE FOOD CROP: Rhubarb
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Glbberelhc ‘Acids. Where labeling revisions are 1mposed specific language is set forth s
“in Sectlon V of this document L

, INDOOR RESIDENTIAL Ornamental herbaceous plants

o

The followmg uses of Glbberelhc Ac1ds do not have a tolerance 40 CFR

7 180. 224) or an exemption from tolerance (40 CFR 180.1098).. The Agency plans

to propose such an exemptlon‘ﬁr the Wmter of 1996.and, pendmg pubhc comment
issue a ﬁnal rule in the, Sping of 1996. : <
Carrots S o Pears K
Peas =~  Small grains®
' Cucurbrts | ' ;
* Certain specxﬁc crops are currently covered by 40 CFR 180 1098

Regulatory Posntlon

The followmg is a summary of the regulatory posrtrons and ratlonales for

L. - Tolerance Reassessment

o " The Agency plans to propose to exempt many. plant growth regulators from
the requirement of a tolerance including Gibberellic Acids [i.e., Gibberellic Acid

-~ (GA;), Gibberellins (a mixture of GA,+GA,), and Potassium Glbberellate] in the

Winter of 1996. This proposed -tolerance ‘exemption will exempt the plant -

‘regulators from the requirements of'a tolerance when applred to.growing crops (all -

RACs) at application rates not exceeding 250 grams a.i. /acre/year This proposed
exemption is based on the plant regulator's.low use rate, natural exposure in the -

- diet from numerous plant food sources, minimally anticipated increase in dietary -

exposure over the naturally occurring exposure in the diet when using the

-maximum label rates, and low mammalian toxicity. Pending public comment, the :

Agency anticipates issuing a ﬁnal rule regardmg this tolerance exemptron in the .
Sprmg of 1996. :

2. . Endangered Specles Statement

Based on the current use pattems, the potentlal for adverse effects to.

=endangered plant. and ammal species from apphcatlons of Grbberelhc Acrds ismot

g .expected

' 3 o ,Labellng Ratlonale

vPrecautlonary Labelmg. g . k

, The Agency has reexammed the tox1colog1ca1 data base for Glbberelhc ’
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Ac1ds and concluded that the current precautlonary labehng (1 e. Slgnal Word
Statement of Practical Treatment, and other label statements associated with
mitigating risks) adequately mltlgate the risks associated with the use of this plant
regulator. . )

Workers Protection Requirements:

The 1992 Worker Protection Standards for Agricultural Pesticides (WPS)
established certain worker-protection requirements (personal protective. equipment,
restricted entry intervals, etc.) to be specified on the label of all products that
contain uses within the scope of WPS. Uses within the scope of the WPS include .
all commercial (non-homeowner) and research uses on farms, forests, nurseries,
and greenhouses that produce agricultural plants (including food, feed, and fiber
plants, trees, turf grasses, flowers, shrubs, ornamental, and seedlings). Uses within
the scope include not only uses on plants but also uses on soil or planting medium -
that the plants are (or will be) grown 1n :

At this time some of the registered uses of Glbberelhc Acids are within the ‘
scope of the WPS. Those that are outmde the scope of WPS 1nclude use:

* on plants grown for other than commercial or research purposes, which
may include plants in habitations, home frult and vegetable gardens, and
home greenhouses, ‘

on plants that are in ornamental gardens, parks golf courses, and publicor -

private lawns grounds and that are intended only for decorative or
environmental benefit. (However, pesticides used on sod farms ARE
covered by WPS). '

in a manner not directly related to the productlon of agricultural plants,
mcludlng, for- example; control of vegetation along - rights-of-way, in
hedgerows and fencerows and other noncrop areas.

Any product whose labeling reasonably permits use in the production of an
agricultural plant on any farm, forest, nursery, or greenhouse must comply with
the labeling requirements of PR Notice 93-7, "Labeling Revisions Required by the
Worker Protection Standards WPS)". The labeling statements required by PR
Notice 93-7 and 93-11 are to be on the product label exactly as mstructed in those
notices. :

On April 25, 1995, the Agency established a policy that allows registrants |
to reduce the interim WPS restricted entry interval (REI) from 12 hours to 4 hours
for certain low risk pesticides. This policy identifies the Gibberellic Acids as
-candidates eligible for a reduced WPS REI. The procedures for requesting a
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reduction in the REI are outlined in Section-’V. |

Personal Protectlve Equlpment (PPE)

All PPE labelmg requn'ements for products contaxmng Glbberelhc Ac1ds ’
~were estabhshed using .the process descnbed in PR Notrce 93-7 or more recent
'EPA guldelmes : : :

- At this time some of the reglstered use of Glbberelhc Acrds are w1thm the .
scope of WPS while others are not. The PPE requirements will pertain to both the
WPS and non-WPS uses, because the potential exposure for WPS and non-WPS
uses are similar. This RED will not impose any changes to the PPE WPS labelmg :
requlrements establlshed in PR Notlces 93-7 and 93- 11 o

' f 'Restncted-Entry Intervals (REI)

a4

Under the WPS mtenm REI's for all uses within the scope of the WPS L
~ were established on the basis of the acute mammalian- toxicity of the active ‘

- ingredient. The toxicity categories of the active ingredient for acute dermal
toxicity, eye irritation potential, and. skin irritation potential were used to .

. determine the interim WPS REI. If one or more of the active ingredient's tox1c1ty :

_ categories is classified as toxicity category I, the interim WPS REI is established”

- at'48 hours. If none of the acute toxicity effects are in category I, but one or more .
of the three is classified as category I, the interim WPS REI is ‘established at 24
hours. If none of the three acute toxicity effects are in category I or II, the interim -

- 'WPS REI is established at 12 hours. The interim WPS REI for Gibberellic Acids

" is 12 hours, since the-acute mammalian toxicity is in Tox1c1ty Categories IIl and . ‘
IV. In certain instances, the Agency has determined that the interim REI of 12°

. hours may be reduced to 4 hours for pestlcxdes with low acute toxicities (i. e.
products with acute mammahan tox1c1t1es in categones I]I and IV.). :

- The interim Worker Protection Standard (WPS) Restrxcted—Entry Interval
(REI) for Gibberellic Acids was established at ‘12 hours, based on acute
mammalian toxicity. However, the Agency has determined that an interim REI of . -
- -12 hours may, in certain circumstances, be reduced to 4 hours for pesticides with
low acute mammalian toxicities in Toxicity Categories III and IV. The Gibberellic
‘Acids are candldates for reduced interim REI's due to their very low acute
- toxicities (i.e., Toxicity Categones III and IV). The procedure for requestmg a
N reducuon in the REI is specrﬁed in Sectron V _ :

. V. », ACTIONS REQUIRED OF REGISTRANTS

ThlS sectlon spec1ﬁes the data requlrements and responses necessary for the rereglstratlon ;




of both manufacturing-use and end-use products.

AO

Manufacturing-Use Products

1. Additional Generic Data Requirements )

The genenc data base supportmg the rereglstratlon of Gibberellic Acids for
the above eligible uses has been reviewed and determined to be substantially
complete At this time no additional data are being required. However, the Agency
is requiring that a revised Confidential Statement of Formiula (CSF) and revised
product labeling be submitted within elght months of the i issuance of this document
for all products.

2. Labeling Requirenients for *Manufacturing-Use Proclucts

At this tlme, no addltlonal labelmg requlrements are being '
imposed on manufacturing use products containing Glbberelhc
Acids as an active mgredlent :

End-Use Products
1. Additional Product-S;ieciﬁc Data Requirements

Section 4(g)(2)(B) of FIFRA calls for the Agency to obtain any needed
product-specific data regarding the pesticide after a determination of eligibility has
been made. The data base supportmg the reregistration of the above eligible end
uses of Gibberellic Acids is substantially complete and no additional product
specific data is being required at this time. However, the Agency is requiring that
a revised CSF and revised product labeling be submitted within 8 months of the
issuance of this document for all products.

2. Labeling Requirements for End-Use Products o

Woricer Protection Stanciard:

Personal Proteetive Equipment (PPE)’

Using the tests in PR Notlces 93-7 and 93- 11 that establish minimum
(baseline) requirements for PPE, your product label must bear the appropriate
precautionary language relating to PPE. Because some of the registered uses of
Gibberellic Acids are within the scope of the WPS and some are not, the minimum
(baseline) requlrements will pertain to both the WPS and nonWPS uses, because
the potential exposure 1s similar. , :

)




: Restncted-Entry Interval (REI)

The interim WPS REI for Glbberelhc Ac1ds is 12 hours, whlch is based on

" the acute mammalian toxicity. The Agency has determined that the interim REI of - -
- 12 hours.may, in certain circumstances, be reduced to 4 hours for pest1c1des with
* low acute mammalian tox1c1t1es (1 e. products with acute mammahan toxicities 1n N

. Categones I and IV)

Reglstrants of products contalmng Glbberelhc Aclds who Wlsh thenr. ,

a product to be considered a candidate for a REI reduction from 12 hours to 4
" hours must notify the Agency For each product the followmg mformatlon
must be submltted

‘1.',‘

2

‘ Notiﬁcations shou_ld be sent to:

An apphcatlon for Rereglstratlon (EPA Form 8570-1)

- One copy of the current product label clearly marked to hlghhght the'. o
o 'mteanPS REI - .

- Two coples of the revxsed label clearly marked to hxghhght the rev1sed ;
 WPS REI ‘ ] .

| The followmg certlﬁcatlon statement

"I cemfy that this notlﬁcatlon is complete in accordance w1th the provisions
of the Agency's reduced REI Pohcy and that no other changes have been -
made to the labeling or confidential statement of formula of this product.
1 further understand that if this notification does not comply thh the terms’

. of the Agency’ s reduced REI Policy, this product may be in violation of the . -
Federal Insectlcrde Fungicide and Rodenticide Act (FIFRA) and I may be

subject to enforcement action and penalties ‘under Sections 12-and-14 of

. FIFRA. I understand that the Agency may direct a change in the REl ofa
‘product if the Agency determines that a change is appropriate, and that .

products may be subject to regulatory and enforcement actlon if the.
appropriate changes are not made ‘ :

By U.S. Mail:'

Document Processmg Desk (WPS:95- 1)(BPPD)
~* Office of Pesticide Programs (7504W)
. Environmental Protectron Agency
- 401 M Street, S.W.

Washington, DC.20460-0001

N T




By Express'

Document Processmg Desk (WPS 95- 1)(BPPD)
Office of Pesticide Programs (7504W)

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202 ‘

C. Existing Stocks

Registrants may generally distribute and sell products bearing old labels/labeling
for 26 months from the date of the issuance of this Reregistration Eligibility Decision
(RED). Persons other than the registrant may generally distribute or sell such products for
50 months from the date of the issuance of this RED. However, existing stocks time
frames will be established on a case-by-case, depending on the number of products
involved, the number of label changes, and other factors. Refer to "Existing Stocks of

Pesticide Products; Statement of Pohcy" Federal Reglster Volume 56 No. 123 June 26 .-

1991.

The Agency has determined that regxstrants may dxstribute and sell Gibberellic :
Acids products bearing old labels/labeling for 26 months from the date of issuance of this
RED. Persons other than the registrant may distribute or sell such products for 50 months
from the date of the issnance of this RED. Registrants and persons other than registrants o
remain obligated to meet pre-existing Agency imposed label changes and existing stocks
requirements applicable to products they sell or distribute.
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. GUIDETO APPENDIXB c
Appendlx B contains listings of data requirements which support the rereglstratlon for actlve
ingredients within the case Gibberellic Acid covered by this Reregistration Eligibility Decision

‘Document. It contains generic data requirements that apply to Gibbereilic Acid in all products, L

v 1nclud1ng data requuements for whlch a “typlcal formulatlon" is the test substance
The data table is orgamzed in the followmg format

- 1. Data Reqmremcnt (Column 1). The data requlrements are hsted in the order in Wthh ”
they appear in 40 CFR Part 158. the reférence numbers : accompanying each test refer to the test
protocols set in the Pesticide Assessment Guidelines, which are available from the National
" Technical Informatnon Servxce, 5285 Port Royal Road Spnngﬁeld VA 22161 (703) 487-4650

2. Use Pattem (Column 2). Tlus column mdlcates the use patterns for Wthh the data
.requlrements apply The followmg letter desxgnatlons are used for the glven use pattems ]

o Terrestnal food
‘Terrestrial feed
Terrestrial non-food -
‘Aquatic food
'Aquatic non-food outdoor .

Aquatic non-food industrial
Aquatic non-food res1dent1al
. .Greenhouse food
"/ Greenhouse non-food
' Forestry ‘
Residential
~ Indoor food :

~ Indoor non-food . ) ‘
Indoor medical ' '
Indoor res1dent1al

[N

OZgHW%Himmm606>;

. @
A}

3 Blbhographxc cxtatlon (Column 3) If the Agency has acceptable data in 1ts ﬁles, tlus-, .
. -column lists the identifying number of each study. This normally is the Master Record -

- Identification (MRID) number, but may be a "GS" number if no MRID number has been, '
ass1gned Refer to the Blbhography appendlx for a complete citation of the study

111
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GUIDE TO APPENDIX C

CONTENTS OF BIBLIOGRAPHY Thrs brbhography contams citations of all studres ‘
considered relevant by EPA in arriving at the positions and conclusions stated. C

~ elsewhere in the Reregrstratron Eligibility Document. Primary sources for studies in

. this brblrography have been the body of data submitted to EPA and its predecessor
agencies in support of past regulatory decisions.  Selections from other sources ,
including the pubhshed hterature in those mstances where they have been consrdered
‘are mcluded :

_.UNITS OF ENTRY The unit of entry in thls blbhography is called a "study" In the '
" case of published materials, this corresponds closely to an article. In the case of
unpubhshed ‘materijals submitted to the Agency, the Agency has sought to 1dent1fy ,

-documents at a level parallel to the published article from within the typically larger o

.. volumes in which they were submitted. The resulting "studies” generally have a -

distinct title (or at least a single subject), can stand alone for purposes of review and
. can be described with a conventional brblrographrc citation. * The Agency has also

attempted to unite basic documents and commentanes upon. them treatmg them asa -

single study . :

.

C Av .IDENTIFICATION OF ENTRIES The entries in thrs brbhography are sorted

numencally by Master Record Identrﬁer, or "MRID number". This number is umque
to the citation, and should be used whenever a specrﬁc reference is required. It is not-
related to the srx-drglt’ " Accession Number" which has been used to identify volumes of
‘submitted studies (see paragraph 4(d)(4) below for further explanation). In a few.

© cases, entries added to the blbhography late in the review may be preceded by a nine .
character temporary identifier. These entries are listed after all MRID entries: This -

: temporary 1dent1fymg number is also to be used whenever spec1ﬁc reference is. needed

FORM OF ENTRY ‘In -addition to the Master Record Identrfier (MRID), each entry
consists of a citation containing standard elements followed,. in the case of material -
submitted to EPA, by a description.of the earlrest known submission. Bibliographic =
conventions used reflect the standard of the American National Standards Instltute
(ANSI), expanded to provrde for certain specral needs. '

a Author Whenever the author could conﬁdently be 1dent1ﬁed the Agency has
- chosen to show a personal author. When no individual ‘was identified, the -
Agency has shown an identifiable laboratory or testing facility as the aathor.
~ 'When no author or laboratory could be 1dent1ﬁed the. Agency has shown the
.ﬁrst subnntter as the author '

b. 'Document date The date of the study is taken drrectly from the document :
o When the date is followed by a question mark, the bibliographer has deduced
the date from the evrdence contained in the document. When the date appears
as (197?), the Agency was unable to determme or estimate the date of the
L document : : . E : - o
c. Trtle In some cases, it has been necessary for the Agency brbhographers to L
‘ create or enhance a document trtle Any such edltonal msertlons are contamed ‘

s




between square brackets

Trailing parentheses For studies submitted to the Agency in the past, the
trailing parentheses include (in addition to any self-explanatory text) the
followmg elements descnbmg the earliest lmown submission:

(1)  Submission date. The date of the earliest knownfsubrmssion appears
immediately following the word "received.” = §

(2)  Administrative number. The next element immediately following the
" word "under" is the registration number, experimental use permit
number, petition number, or other adrmmstratlve number assocxated
with the earliest known submission. :

Submitter. The third element is the submitter. When authorshlp is
defaulted to the subnutter, this element is oxmtted

Volume Identification (Access1on Numbers) The final element in the

' traxhng parentheses identifies the EPA accession number of the volume
in which the original submission of the study appears. The six-digit
accession number follows the symbol "CDL," which stands for
"Company Data Library." This accession number is in turn followed by
an alphabetic sufﬂx which shows the relative position of the study within

the volume.




'BIBLIOGRAPHY

'MRID = CITATION

- 00121075 Fink, R Reno, F. (1973) Elght-day Dretary LCSO-Bobwhrte Quall
- Grbberelhc Acid: Project No. 375-126.. Final rept. (Unpub- .
" lished study received May 22, 1974 under 275-12; prepared by
Hazleton Laboratories, Inc., submitted by Abbott Laboratorres
North Chrcago, IL CDL: 023029-A)

N - 40155201 Lehrer, S. ( 1986) Evaluatron of the Effects of Orally Admrmstered
‘ Gibberellic Acid on the Embryonic and Fetal Development of the -
‘Rat (Segment I, TFR) Laboratory Project ID: TA86-014. Unpub-
lrshed study prepared by Abbott Laboratorres 61 p '

- 40261601 Drehl M (1987) Salmonella/Mammahan Mlcrosome Mutagemcrty Test
(Ames Test) of Gibberellic Acid: Lab Project ID: T87-109. Un- C
pubhshed study prepared by Abbott Laboratones, Pharmaceutrcal
Products R&D. 27p. : :

- 40261603 leone, M (1986) Evaluatron of Glbberelhc A3 (Ac1d Glbberelhc)
. - in the Rat Primary Hepatocyte Unscheduled DNA Synthesis Assay ’
- Lab Project ID: 20991. Unpublished study prepared by Hazleton
Brotechnologres Co 27 p :

- 40746801 Lehrer, S. (1986) Evaluatlon of the Effects of Ora.lly Adrmmstered
‘ Gibberellic Acid on the Embryonic and Fetal Development of the
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The followmg isa hst of avallable documents for Glbberelhc Acid that my further assrst you "

" in responding to this Reregistration Ehglbrhty Declsron document These documents may be
ohtamed by the followmg methods :

:'Electromc R ' S D
" File format:  Portable Document Format (.PDF) Requires Adobe® Acrobat or compatible
~ . reader. Electronic copies can be downloaded from the Pesticide Special -~ -
. ' Review and Reregistration Information System at 703-308-7224. They also are
available on the Internet on EPA's gopher server, GOPHER.EPA.GOV, or
- using-ftp-on-FTP.EPA.GOV;-or using WWW (World Wide Web) on -
WWW EPA.GOV., or contact at (703)-
-1, PR Notice 86—5 -
' 2 "PR Notlce 91-2 (pertams to the Label Ingredlent Statement)
-3, A full copy of thls RED document

. 4. Acopy of the fact sheet_ for Gibberellic Acid, -

The followmg documents are part of the Admlmstratxve Record for Glbberelhc Ac1d
and may included in the EPA's Office of Pesticide Programs Public Docket. Copies of these
documents are not available electromcally, but may be obtained by contacting the person hsted
on the Chemlcal Status Sheet o

‘1.Heéalth and Envrronmental Effects Sc1ence Chapters

2.Deta11ed Label Usage Informatron System (LUIS) Report

The followmg Agency reference documents are not avallable electromcally, but may be‘
' obtamed by contactlng the person hsted on the Chenncal Status Sheet of this RED document

1. The Label Revxew Manual

C 2. EPA Acceptance Cntena
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