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GLOSSARY OF TERMS AND ABBREVIATIONS 

ADI: (Acceptable Daily Intake) 
of pesticide residue based 

An 
on 

acceptable daily intake 
a complete data base. 

ai: Active Ingredient 

CAS: Chemical Abstract Service (Number) 

Core Classifications: A general guide 
data for 
registration 
minimum, 

to the acceptability of 
the purpose of supporting 

(invalid, supplementary, 
or guideline). 

Core Guideline: Studies which satisfy Agency data requirements. 

Core Minimum: 	 Studies which are acceptable to support registration 
of pesticide products but were not necessarily done 
according to Agency guidelines. 

Core Supplementary: 	 Studies in this category are scientifically 
sound, thus the information may be useful. 
However, the studies were performed under 
conditions that deviated substantially from 
recommended protocols. Studies do not meet 
guideline requirements and thus do not support 
registration of a product. 

CSF: 	 Confidential Statement of Formula 

DNA: 	 deoxyribonucleic acid 

EEC: 	 (Estimated Environmental Concentration) Estimated pesticide 
concentration in the environment (terrestrial or aquatic 
ecosystem). 

EP: End-Use Product 

EPA: 	 The Environaental Protection Agency, also "the Agency" 

Epicotyl - The growing point of the embryo, which gives rise to 
the shoot, or aboveground part of the plant. 

F0, F1: Refers to the generations in a multigeneration study. 

FIFRA: The Federal Insecticide, Fungicide, and Rodenticide Act 

HOT: 	 Highest Dose Tested 

Invalid: 	 Studies which are deficient in some vital parameter 
or those studies which have been judged not to be 
scientifically sound or those studies whose 
reliability is seriously questioned. 
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Interim Tolerance - As per 40 CFR 180.319, interim tolerances 
were formerly established for residues of various pesticides 
while petitions for tolerances for negligible residues were pending. 
Note that negligible residue tolerances are no longer established. 

LC50: 	 (median lethal concentration) a statistically derived 

concentration of a substance that can be expected to cause 

death in 50% of test animals, expressed as weight or volume 

of test substance per volume of air or water {e.g., mg/L 

or ppm). 


LD50: 	 (median lethal dose) a statistically derived single dose 

that can be expected to cause death in 50% of animals when 

administered by the route indicated, expressed as weight 

of substance per unit weight of test animal (e.g., mg/kg). 


LDT: 	 LCMeSt Dose Tested 

LEL: 	 Lowest-Effect Level 

MDT: 	 Mid-Dose Tested 

MOS: 	 Mar9in of Safety - The calculation of a margin of safety 
involves division of an appropriate NOEL by a worker's 
estimated exposure. The result is a unitless figure which 
gives an indication of how cloee a worker's internal dose 
is in relation to the NOEL for laboratory animals. 

MP: Manufacturing-Use Product 

MPI: 	 Maximum Permissible Intake 

MRID: 	 Master Record Identification (Number) - EPA's system of 
tracking studies used in support of registrations. 

NPDES: National Pollution Discharge Elimination System 

NOEL: 	 No-Obaerved-Eftect Level --the maximum dose used in a test 
which produces no observed ef fecte. 

OPP: 	 1'le Office of Pesticide Programs 

OESs 	 Office of Endangered Species, u.s. Fish and Wildlife Service 

OM: Organic matter (used to describe soils) 

PAOI: 	 Provisional Acceptable Daily Intake --an acceptable daily 
intake of pesticide residue based on a limited data base. 

PAI: 	 Pure Active Ingredient 

ppm: 	 parts per million 
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RACs: Raw Agricultural Commodities 

Technical: Active ingredient as manufactured 

TGAI: Technical Grade of the Active Ingredient 

TMRC: Theoretical Maximum Residue Contribution --an estimate of 
dietary exposure obtained by multiplying residue tolerance levels 
for a given pesticide by the average daily per capita food 
consumption figure, then adding the exposure figures for each 
crop. TMRC is usually expressed in terms of milligrams of active 
ingredient per kilogram body weight per day. 
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I. INTRODUCTION 
~ 

~,_Thia document is a revised Registration Standard for the 
subject chemical. In its original Standard, issued in 
June 1983, the Agency described the available data supporting 
the registration of the chemical and its assessment of those 
data in terms of whether the pesticide met the "no unreasonable 
adverse effects" standard of FIFRA. The Agency concluded 
that additional data were necessary to fully evaluate the · 
pesticide, and, as part of the issuance of the Standard, 
required that registrants supply those data. The Agency 
also set out label requirements needed to ensure that products 
containing the pesticide were adequate to protect public 
health and the environment while the data were under develop
ment. <~ 

The Agency has now received and reviewed the new data 
and has updated and revised its scientific and regulatory 
conclusions concerning the pesticide. The Registration 
Standard contains the Agency's updated scientific assessment 
of this pesticide and its currently registered uses. As part 
of its review, the Agency has reassessed the tolerances for 
the pesticide and determined whether they are adequate. The 
tolerance reassessment is included in this Registration 
Standard. 

In the intervening period between the original standard 
and this r~vision, the Agency has expanded its data requirements. 
Consequently this Registration Standard may contain additional 
data requirements not foreseen or required at the time.of 
initial issuance. Based on the new data, the Agency has 
also reviewed the labeling requirements for the pesticide 
and may be requiring label revisions. 

In this review EPA identifies: 

1. Studies that are acceptable to fulfill the data 
requirements and •upport the currently registered uses of the 
pesticide. 

2. Additional studies necessary to support registration 
or rer..l•tration. The additional studies may not have 
been ~red when the application was initially submitted or 
when tlltl_product wae initially registered, or may be needed to 
replace •tudie• that are now considered inadequate. 

J. Labeling statements needed to ensure that the product 
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is not misbranded and that the labeling is adequate to protect 

human health and the environment. 


The detailed scientific review, which is not contained 

in this document, but is available upon requestl, focuses 

on the pesticide active ingredient. 1'he scientific review 

primarily discusses the Agency's evaluation of and conclusions 

from available data in its files pertaining to the pesticide 

active ingredient. However, during the review of these data 

the Agency is also looking for potential hazards that may be 

associated with the end use products that contain the active 

ingredient. The Agency will apply the provisions of this 

Registration Standard to end use products if necessary to 

protect human health and the environment. 


EPA's reassessment results in the development of 
regulatory positions, contained in this Registration Standard, 
on the pesticide and each of its registered uses. See 
Section IV - Regulatory Position and Rationale. Based on its 
regulatory positions, the Agency may prescribe a variety of 
steps to be taken by registrants to maintain their registrations 
in compliance with FIFRA. These steps may include: 

1. Submission of data in support of product registration: 

2. Modification of product labels; 

3. Modifications to the manufacturing process of the 
pesticide to reduce the levels of impurities or contaminants: 

4. Restriction of the use of the pesticide to certified 
applicators or other specially trained individuals: 

s. Modification of uses or formulation types; or 

6. Specification of packaging limitations. 

Failure to comply with these requirements may result in 
the is•uanee of a Notice of Intent to Cancel or a Notice of 
Intent to Su•p•nd (in the case of failure to submit data). 

la addition, in cases of registered pesticides for 
which llasards to humans or the environment are identified, the 
Agency aay initiate a special review of the pesticide in 
accordance with 40 CFR Part 154 to examine in depth the risks 
and benefits of uae of the pesticide. If the Agency determines 
that the risks of the pesticide's use outweigh the benefits 
of use, the Agency may propose additional regulatory actions, 
such as cancellation of uses of the peeticide which have been 
determined to cauee unreasonable adverse effects on the 
environment. 

!The scientific reviews may be obtained from the Information 
Services Section, Program Management and Support Division 
(TS-757C}, EPA, 401 M St., SW, Washington, o.c. 20460. 
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EPA has authority under the Data Call-In (DCI} provisions 
of FIPRA sec. 3(c)(2)(B) to require that registrants submit 
data to answer our questions regarding the chemical, toxicological, 
and environmental characteristics and fate of a pesticide. 
This Registration Standard lists the data EPA believes are 
necessary to resolve its concerns about this pesticide. 
~hese data are listed in Tables A, B, and C in Appendix I. 
Failure to comply with the DCI requirements may result in the 
issuance by EPA of a Notice of Intent to Suspend the affected 
product registrations. 

Registrants are reminded that FIFRA sec. 6(a)(2) requires 
them to submit factual information concerning possible unreason
able adverse effects of a pesticide at any time that they 
become aware of such information. Registrants should notify the 
Agency of any information, including interim or preliminary 
results of studies, if those results suggest possible adverse 
effects on man or the environment. This requirement continues 
as long as a product is registered by the Agency. 
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II. CHEMICAL COVERED BY THIS· STANDARD 

A. Description of chemical 

The following chemical is covered by this Registration 
Standard: 

Common name: Nonel 
Chemical name: Aluminum tris(O-ethylphosphonate) (Referred 

to hereafter as fosetyl-Al) 
CAS ~umber: 39148-24-8 
OPP Shaughnessy Number: 123301 
Empirical Formula: Al(H6C203P)3 
Trade name: Aliette 
Description of physical characteristics of chemical: 

Fosetyl-Al is a white odorless powder that melts with 
decomposition at temperatures greater than 200° Celsius. 
The solubility of fosetyl-Al in water at 20· Celsius is 
120 grams per liter. The chemical is stable under 
normal storage conditions. 

B. Use Profile 

Type of Pesticide: Systemic fungicide 
Pests Controlled: Oomyceteous fungi causing damping-off 

and rot of roots, stems and fruit. 
Registered Uses: Pineapples: Citrus; Ornamentals; Turf 
Predominant Uses: Pineapples: Citrus; Ornamentals 
Mode of Activity: Unknown 
Formulation Types Registered: 

Technical - 95 percent active ingredient 
Formulation - 80 percent wettable powder 

Methods of Application: 	 Dip treatment; Pre-plant soil 
Incorporation: Foliar; Drench 

c. History 

Foaetyl-Al waa first registered by the Agency in 1983 
for uae on pineapples, ornamentals and turf. The chemical 
is 80ld under the trade name Aliette•. It is known in 
England aa foaetyl-Al and in France as phosetyl-Al. 
It haa a discontinued common name of efoaite-Al. The 
uses of fosetyl-Al for foliar application to pineapple 
and to citrus were added in 1985 and 1986, respectively. 

!7 	For the purpose of the standard, the name, fosetyl-Al, is 
used rather than Aluminum tris(Q-ethylphoaphonate). 
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III. AGENCY ASSESSMENT 

A. Summary 

The Agency has reviewed all data submitted to support the 

registration of fosetyl-Al. Based on the review and evalua

tion of these data, the Agency has reached the following 

conclusions. A detailed discussion of the points summarized 

below appears in Section B of this Chapter. 


1. Fosetyl-Al poses a limited oncogenic risk to the general 
population as a result of exposure through the diet and to 
persons who may be exposed during the application of the chemical. 
This is based on limited evidence of carcinogenicity in animal 
data. The animal data indicates a statistically significant 
increased incidence of urinary bladder tumors (adenomas and 
carcinomas combined) in male rats administered fosetyl-Al at 
the highest dose tested (40,000/30,000 ppm). There are no 
human data on the effects of fosetyl-Al. Based on these data, 
fosetyl-Al is classified as a Group C (possible human) carcinogen. 

2. As stated in the Guidelines for Carcinogen Risk Assessment 
{51 FR 33992) it may be necessary for the Agency to determine, 
on a case-by-case basis, whether a Group C carcinogen is 
suitable for quantitative risk assessment. In the case of 
fosetyl-Al, the Agency has determined that a quantitative 
oncogenic risk assessment is not appropriate. The available 
data do not provide a suitable basis for numerical extrapolation 
to humans for the following reasons: 

a. The incidence of urinary bladder tumors was not a 
strictly dose-related phenomenon. The response was observed 
only in male rats at the highest dose tested (40,000/30,000 ppm). 

b. The extremely high doses tested (40,000/30,000 ppm) 
approached the level of St of the diet which could begin to 
compromise the nutritional status of the experimental animals, 
due to the dilution of essential nutrients. Moreover, the 
Agency is now tentatively proposing that the maximum tolerated 
dose for rats •hould not exceed 20,000 ppm in oncogenicity studies. 

c. Str••• produced by administering extremely high 
doses of cheaicals to laboratory animals can enhance the 
response to oncogenic viruses and perhaps other innate 
carcinoqena as well (Paynter, Standard Evaluation Procedure 
for Evaluation of Oncogenicity Potential, June 1985, page 24). 
High doses of fosetyl-Al (40,000/30,000 ppm) may have produced 
stress, allowing a second substance to produce the carcinogenic 
response or facilitating a neoplastic process. 

d. All mutagenicity tests on fosetyl-Al were negative. 
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3. The review of fosetyl-Al is the second intensive evaluation 
of the compound. A registration standard was developed in 
1983 in conjunction with its initial registration. There are 
no major data gaps. A draft revised Registration Standard 
for fosetyl-Al was issued for public comment in December 
1986. No comments were received on the draft Standard. 
Since the issuance of the standard in 1983, the Agency has 
published the data requirements for registration. Based on 
these requirements, the Agency will require the following 
data: 

§158.125 Residue Chemistry 

171-4 	 Storage Stability of Residues in Pineapples and 
Citrus 

Storage stability data for pineapples and citrus are 
required reflecting sample storage time between harvest 
and analysis. Recent information reviewed by the Agency 
has indicated that f osetyl-Al is less stable than 
previously characterized. 

§158.140 Reentry Protection 

132-1 	 Foliar Dissipation 

Data are required to establish a reentry interval for 
farmworkers and maintenance personnel on all crops that 
require hand harvesting, pruning, and other high intensity 
worker contact with treated foliage due to potential 
eye irritation. 

§158.150 Plant Protection 

122-2 	 Aquatic Plant Growth 

This study is required due to the persistence of 
fosetyl-Al in water. 

§158.155 Nontarget Insects 

141-l 	 Honeybee Acute Contact LDso 

This study is required because use on crops may result 
in exposure of honeybees. 
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B. Risk Assessment. 

The Agency has conducted a thorou~h review of the scientific data 
base for fosetyl-Al. The conclusions and requirements imposed as a 
result of this review and evaluation are summarized in Section III-A. 
A discussion of the results of the review of the data base is 
presented ':lelow. 

1. Acute and Subacute Toxicitr. Adequate data are available to 
determine the acute toxicity o fosetyl-Al. Based on the available 
data, technical fosetyl-Al (purity 98.4%) is classified as a Toxicity 
Category I chenical based on eye irritation. For the other exposure 
routes fosetyl-Al is classified as a Toxicity Cate~ory III or IV 
chemical. 

Available data define the approximate LD~o values for oral and 

dermal exposure and the LC50 for inhalation exposure. The LD50 

for acute oral (rat) and dermal (rabbit) exposure are 5.4 g/kg 

and >2g/kg, respectively, and the LCso for inhalation (rat) is 

)1 .73 mg/l. A primary eye irritation study indicated the chemical 

was irritating to the eye of the rabbit, with cornea involvement 

persisting at 2T days in 2 of the 6 treated animals (eyes 

not rinsed). 


Data show that fosetyl-Al is not a skin sensitizer, No 

additional dermal sensitization data are needed. 


Acute toxicity data are available on Aliette• (80% WP). 

Acute oral (rat) and dermal (rabbit) toxicity LDso values are 

>S g/kg and >2 g/k~. respectively. The acute inhalation toxicity 

LC50 (rat) value is >2.67 g/l. Based on eye irritation data, 

Aliette• is classified as a Toxicity Category III product. No 

additional acute toxicity data are required. 


2. Chronic Feeding/Oncogenicity Studies. 

Rat OncoRenicitI Study - Fosetyl-Al was administered in 
the diet to O Char es River CD-1 rats/sex/dose level at 
doses of 0, 2000, 8000 and 40,000/30,000 (0, TOO, 400, and 
2000/1500 mg/kg body weight/day) for two years. The high 
level was reduced to 30,000 ppm after 2 weeks, following 
observations of staining of the abdominal fur and red coloration 
of the urine at 40,000 ppm. No clinical signs were noted at 
the 2000 and 8000 ppm levels and no NOEL for systemic 
effects was established. 

The study demonstrated a statistically significant elevated 
incidence of urinary bladder tumors (adenomas and carcinomas 
combined) at the highest dose level tested (40,000/30,000 
ppm) in male Charles River CD-1 rats. The tumors were mainly 
seen in surviving males at the time of terminal sacrifice. 
The original pathological diagnosis of these tumors was 
independently confirmed by a second consultin~ pathologist, 
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who also reported an elevated incidence of urinary bladder 

hyperplasia in male rats at the high dose· level (Table l). 

No elevated incidence of urinary bladder tumors was observed 

in female rats. 


The original diagnosis of adrenal medullary tumors (pheochromo

cytomas) indicated there was a statistically significant 

increase i~ pheochromocytomas (adenomas plus carcinomas 

combined) in male rats at the mid (8000 ppm) and high 

(40,000/30,000) dose levels (Table l: pathologist No.1). The 

elevated pheochromocytoma incidence was primarily due to an 

increase in the adenomas; no elevated incidence of adrenal 

rnedullary hyperplasia was observed. Furthermore, when all 3 

adrenal medullary lesions were combined (i.e., adenomas, 

carcinomas and hyperplasia), no significant dose-related 

effects were reported by pathologist No. 1. 


This diagnosis was not confirmed by two other consulting 
pathologists who reread the male rat adrenal gland slides 
(Table 1: pathologists No. 2 and No. 3). Neither consulting 
pathologist found significant dose-related increases in the 
incidence of pheochromocytomas (adenomas plus carcinomas 
combined) in male rats treated with fosetyl-Al. None of the· 
three pathologists reported increased incidences of combined 
of adrenal medullary les·ions (i.e., adenomas, carcinomas, and 
hyperplasia). The Agency attributed the differences in the 
pathological diagnosis of pheochromocytommas among the three 
pathologists to the fact that a high degree of variability 
exists in the interpretation of adrenal medullary neoplasia 
versus adrenal medullary hyperplasia. 

Pathologist No. 3, a known authority in the field of endocrine 
pathology, was requested by the Agency to read all of the 
slides blindly. Based on this reading of the slides and wide 
variability in the interpretation of adrenal medullary 
neoplasia versus hyperplasia, the Agency concluded that 
fosetyl-Al did not produce an increased incidence of pheochromo
cytomas in the high dose male rats. No elevated incidence of 
adrenal gland tuaors was observed in female rats. 

lite o oeety - - Monoso lum p osp ite, t e urinary 
metabOilte of foaetyl-Al in the rat, was administered in the 
diet to 60 Charles River CD-1 rats/sex/dose level at doses 
of O, 2,000, 8,000, and 32,000 ppm (0, 100, 400, and 1600 
mg/kq body weight/day) for 117 weeks. The dose levels tested 
in this study were equivalent to those employed in the chronic 
oncogenicity study of fosetyl-Al described above. No evidence 
of an oncoqenic response in the urinary bladder, the adrenal 
medulla, or at any other site was observed in this study. 
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TABLE l 

Pathology DiagnJees of Urinary Bladder and Adrenal Medullary 
'I\mors in Oncogenicity Feeding Study of fosetyl-Al in Male 

Olarles River CD Fats 

Dose (ppm) 
'I\mor Site Reviewin~ 40,000/ 

and Type Pathologist 0 2,000 8,000 30,000 

Urinary Bladder: 

Adenom 	 1 0/80(0%) 1/78(1%) 1/79(1%) 8/80(10%) 
3 1/80(1%) 1/78(1%) 1/79(1%) 5/80(6%) 

carcinoma 	 1 2/80(2.Si) 0/78(0%) 0/79(0%) 7/80(9%) 
3 2/80(2.5%) 2/78(2.5%) 1/79(1%) 16/80(20%} 

Adenoma + carcinoma. 1 2/80(2.5%) 1/78(1%) 1/79(1%) 15/80(19%)* 
Combined 3 3/80(4%) 3/78(4%) 2/79(2.5%) 21/80(26%) 

Hyperplasia 	 1 NA NA NA NA 
3 5/78(6%) 7/78(9%) 5/80(6%) 29/79(37%) 

Adrenal Medulla: 

Adenoma l 5/80(6%) 7/78(9,) 15/79(19%) 16/80(20%) 
carcincma 1 1/80(1%) 0/78(0%) 1/79(1') 2/80(2.5%) 

Adenona +carcinoma. l 6/80(7%) 7/78(9%) 16/79(20%)* 18/80(22%)* 
Combined 2 17/80(21%) 15/78(19%) 19/79(24%) 21/80( 26%) 

3 6/80(7%) 5/78(6%) 10/79(13%) 6/80(7%} 

Hyperplasia 	 1 16/80(20%) ll/78(14') 10/79(13%) 9/80(11%) 
2 5/80(6%) 3/78(4') 5/79(6%) 4/80(5%) 
3 15/80(l9i) 14/78(18i) 13/79(13i) 16/80(20%) 

Aderana + carcinoaa 	 l 22/80(27%) 18/78(23t) 26/79(33%) 27/80(34%) 
+ Hyperplasia 2 22/80(27%) 18/78(23%) 24/79(30,) 25/80(31%) . 
( Ccllt>ined) 3 21/80(26%) 19/78(24') 23/79(29%) 22/80(27%) 

y 	 1 • Dr. R. M. l<oYatc:h (original Pathology Report) 
2 • Dr. W. R. Richter (Consultant: Examined Limited Slides) 
3 =Qr. s. W. 'lhqeai (Calsultant; Examined All Slides Blindly) 

p< 0.05 ooq:ared to cxmtrols (Note: Statistical evaluation of data was presente* 
aily for the diagnoais 	provided by patholoqist No. l). 

NA. = Information Not Available 
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The highest dose of monosodium phosphite tested in the study 
was associated with the following signs of toxicity: (a). a 
significant ( p< 0.05) reduction in mean body weight gain in 
male rats (-13.8%) and female rats (-9.4%) (throughout the 
study this effect appeared to be compound related for the 
males since weight gain was also reduced in low dose males 
(-9.5%) and in mid dose males (-15.4%) at the end of the 
study)7 (b). a reduction in the efficiency of food utilization 
in male rats (this effect, which also occurred in the mid 
dose males, may have been related to the reduced rate of 
weight gain seen in male rats): (c). soft stools in male rats; 
(d). a slight reduction in urine pH (acidification) in male 
rats, and (e). significant (p<0.05) increases in relative 
weights of the liver (male rats), kidneys (male and female 
rats), and the heart (male and female rats}. It was concluded 
that, although most of these changes would not satisfy the 
usual criteria for meeting a maximum tolerated dose (MTD) 
level, the high dose level of 32,000 ppm (3% of the diet) was 
approaching a level that affected nutrition. 

Mouse Oncogenicity - Fosetyl-Al was administered in the diet 
to 60 Charles River CD-1 mice/sex/dose level at doses of O, 
2,500, 10,000, and 20,000/30,000 ppm ( O, 357, 1,430, 2,857/ 
4,286 mg/kg body weight/day) for 2 years. The high dose level 
was increased from 20,000 ppm to 30,000 ppm at study week 19 
because of the absence of any observable effect in the early 
part of the study. No evidence of an oncogenic response was 
observed with fosetyl-Al, and no other toxicological changes 
were seen. 

The highest dose of fosetyl-Al tested in this study (i.e., 
20,000/30,000 ppm) did not approximate a MTD level. The 
registrant apparently set the dose levels in this study on 
the basis of those used in the chronic rat oncogenicity study, 
since no subchronic toxicity tests were performed in mice to 
estimate the MTD level. The initial dose levels used in the 
mouse study were extremely high and were increased at week 19 
of the study. Th• animals received a high enough dose 
throughout the study to demonstrate any toxic effects. The 
Agency doea not believe that additional oncogenicity testing 
in mice would increase an understanding of the chemical's 
toxicity aince the high dose level of 20,000/30,000 ppm (2% 
of the diet) waa approaching a level that affected nutrition. 

Two Year Dog Feeding Study - Fosetyl-Al was administered in 
the diet to 6 doge/sex/dose level at doses of O, 10,000. . 
20,000, and 40,000 ppm (0, 250, 500, and l,000 mg/kg body 
weight). The no-observed-effect-level (NOEL) was 10,000 
ppm. The lowest effect level {LEL) was 20,000 ppm based on 
testicular changes (i.e. presence of spermatocytic and/or 
spermatidic giant cells in the lumen of the seminiferous 
tubules) in 2/6 males~ this effect was al•o observed for 6/6 
high dose male dogs. Other changes that were seen only at 
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the high dose level consisted of a reduction in total serum 
proteins in male rlog~ throughout the study and a reduced RUN 
in fe~ale dogs at several stuay intervals. ~o other toxicological 
or histopathological effects were observed. 

The Agency has conclu1ed that the ciat~ available constitutes 
li~ited evictence of oncogenicity under the P.PA Guidelines for 
Carcinogen Qisk Assess~ent <septemher 24, 1996, 51 FR 33992). 
Ttlerefore, Fosetyl-Al is classiFied as a Group C carcinogen 
(limited evicence of carcinogenicity in animals). The Agency 
has ~etermined that a quantit~tive oncogenic risk assessment 
is not ~ppropriate. The classification and the decision on 
not to perform a quantitative risk assessment are based on 
the following: 

a. The oncogP.nic response observed with fosetyl-Al were 
conf inerl solely to the ~igh dose males at one site {urinary 
hla~der) in CharlP.s ~iver CD-1 rats. The tumors were ~ainly 
s~en in surviving animals at the time of terminal sacrifice. 
~oreover, the unusually high dose at which oncogenic effects 
were observeo (40,000/30,0~0 ppm) approached a level in the 
diet at which the nutritional status of the experimental 
animals may begin to be coMpromised. 

h. Fo~etyl-Al was not oncogenic when administered in the 
diet to Charles Piver C0-1 mice at dose levels ranging from 
2,500 to 30,000 ppm. 

c. Stress pro~uced by ~dministering extremely high doses of 
chemic~ls to laboratory animals can enhance the response to 
oncog~nic virusAs ~nd pArhaps other innate carcinogens as 
well (Paynter, Standarn Evaluation Procedure for ~valuation 
of nncogenicity ~otential, June 1~85, page 24). High doses 
of. fosetyl-Al <40,nno;30,oon ppm) may have produced stress, 
allowing a second substance to produce the carcinogenic 
response or facilitating a neoplastic process. 

c. 'Jt\e urinary metabolite of fosetyl-Al, monosodium phosphite, 
was not oncogenic when a~mini~tered in the diet to C~arles 
River CD-1 rats at dose l~vel~ ranging from 2,000 to 32,nno ppm. 

~. No adverse effects on the urinary bladder or the adrenal 
gland were produced by fosetyl-Al in a 2-year chronic toxicity 
study performed in Reagle dogs at dose levels ranging from 10,000 
to 40,000 ppm. 

e. Fosetyl-Al ~as not mutagenic in eight genotoxicity a~says. 
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3. Reproduction ~tudy - A thr~e generation rat reproduction 
sturly was carried out at doses of 0, ~,000, 12,000, and 
?.4,noo ppm CO, 300, 600, anrl l,~on ~g/kg body weight). There 
was no evidence of an adverse effect on ~ertility or reproductio~ 
at any dosage. Similarly t~ere was no indication ot an 
adverse effect on in utero ~r ~n t~e neveloprnent of young, 
Parental animals were adversely affecterl at the highest 
concentration (24,00n ppm) and to a lesse~ extent at 12,000 
ppm but not at ~.noo ppm. At 24,000 pp~ the most noteworthy 
effects were: 

(al. t~wer bo~y weight gain for ~ales of all generations, 

anrl females of the Pl~ and F2R generation; the more mar~ed 


deviation~ of t~e FlR and F2R generations were associated 

witM both higher ingestions of material and lower weight at 

weaning. (h). For all generations a specific ef.fect on the 

pattern of m~ternal weight ch~ngP.s during lactation lea~ing 


to slower me~n pup weight gain and lower litter ~nd mean pup 

weig~ts in mid- and late lactation. (c). A high incidence of 

animals showing pathological changes in the urinary tract, 

particularly for the FlR and ~2R generations. 11'\ese pathological 

changes in the urinary tract were associated with an increased 

incidence of male but not female deaths for the PlB and P2R 

gen~rations. fd). Correlating with urinary tract changes 

observed in a~ults, the more detailed microscopic examination 

at we~ning of 10 male and 10 female per group (P3R generation) 

revealed crystalline or calcareous deposits in the lumen of 

the urinary hladder of most animals. The presence of. these 

deposits was frequently as~ociaterl ~ith minimal hyperplasia/ 

hypertrophy of transitional epithelium and sometimes also 

wit, p~pillary projections an~/or desquamation of epithelial 

cellq. 1"lese epithelial abnormalities are ~ost likely reactive 

to the pre~ence of crystalline, calcareous deposits in the 

hladder. 


Similarly, at 12,000 ppm thA following less m~r~ed effects 
were observed: lower overall weight gain~ of the F2R 
generation, lower litter and mean pup weight in late lactation, 
and urinary tract changes in so~e aoults and 10\ weanling 
males of the P39 generation. Th~ NOEL in this study is 
consi~~red to be 6,0on ppm in ~dult and young rats (300 mg/kg 
anrl 600 mo/kg, respectively). 

4. Teratogenicity Studies - Fosetyl-Al did not induce any 
emhryotoxic, fetotoxic, or ter~togenic effects when orally 
arlministered to pregnant New Zealand White rabbits at dose 
levels of 125, 250 and 500 mg/kg body weight/day. 'nle maximum 
tolerated dose was 250 ~g/kg body weight/~ay based on signif.icantly 
lower weight gain in pregnant dams. 

Posetyl-Al was orally administered to rats at levels of O,
5nn, i,nno, and 4,000 mg/kg body weight. '"'e treatment with 
fosetyl-Al caused ~aternal toxicity at the highest dose 
tP.StPo (4,000 ~g/kg body weight/day). As a result of. maternal 
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toxicity efFect at this dose level, litter and ~ean fetal 

weights were rerluced, total resorptions were increased ano 

delayed ossification of Fetuses were ohserverl. ~ive of 20 

pregnant dams died at the high dose. 'The NOF.L For this study 

is considered 1,000 mg/~g body weight/day. 


5. ~utagenicity ~tudies - Riqht mutagenicity tests were 

perForme~ with fosetyl-Al. All were acceptable to the Agency 

anrl all were negative for nutagenic effects. "these include~ 


two A~es tests using S· tyohimurium (strains TA QR, TA 1535, 

TA 1537, anrl TA 153R), two phage inr.uction tests using P,. 

coli, two micronucleus tests in ~wiss mice and C!>-1 mice (no 

increase in the percentage of polychromatic erythrocytes 

with micronuclei was observed), one DNA repair test using P.. 

coli, and one Saccharomyces cereviscae yeast assay. 


~. Metabolism Studies - Two stu~ies were conducted in Sprague
nawley (~n) rats with orally administered cl4 fosetyl-Al 
(250 mg/kg horly weight/day X 7 days). The compound was rapidly 
metabolizerl to give mainly C02 ("0%) which was recovered 
from exhaled air. the second major route of excretion was 
via the urine (approximately 26~) which contained some unchanged 
parent co~pound plus a larger amount of phosphite (phosphorus 
acinl as a metaholite, but no phosphate. Only ~inor amounts 
(3-4~) of administerect radioactivity were founo in feces 
and this consisted mainly of the phosphite metabolite. Two 
anditional studies were conducted in sn rats with the p32 
labelerl phosphite metaholite (111 mg/kg body weight/day X 7 
days). '!tie phosphite was excreted unchanged in hoth the 
urine <59-65~) and the teces (30-32\l. No unusual localization 
of either fosetyl-Al or the metabolite in tissues was observed. 
Prom the above results it appears that fosetyl-Al is essential 
ly completely absorbed after oral ingestion and extensively 
hydrolyzed to phosphite and acetate to cn2 and then excreted 
in expired air. '"'e phosphite is excreted (along with ~ome 
unchangen parent compoundl nirectly into the urine without 
further oxi~ation to p~osphate. 
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i. Other Scientific Findings. 

Environmental Fate - Th.e environmental ~ate of fosetyl-Al 

is sufficiently under~tooct to conclude that no accumulation 

of the chemical will re~ult an1 hecause of rapid degradation, 

it will ~ot pose a potential a ground water conta~ination hazar~. 


Posetyl-Al cte0rade~ in the e~viro~rnent throug~ the hydrolysis 

o~ t~~ 8t~y~ ester ~ond with suhsequent negradntion of the 

eth~~ol into car~on dioxide. The phosphorous ~cid metabolite 

is exn~cted to for~ precipit~tes with ~luminum, c~lcium, or 

iron in tlie soil. The half-life of fosetyl-Al under aerohic 

conditions in s~il is approximataly 1.5 hours. The intPrmediate 
metaholites in qrapes, pineapples and t,e rat are ethanol anrl 
pho~phorous acid. 

Bcological Effectq. Fosetyl-Al is not expected to pose a 
signif ic~nt hazard to terrestrial or aquatic organisms. ni.e 
toxicity of fosetyl-Al ranges fro~ slightly toxic to practically 
non-toxic. ~re~hwat~r fish are in the slightly toxic category: 
grass shri~p and easte~n ovster are in the moderately toxic category, 
respectively. ni.e remaining spAcies (maMmalian, avian, estuarine 
fish, an~ freshwater invertebrates) are in the practically ~ontoxic 
category. ni.erefore, the estimate<i concentrations of fosetyl-Al 
in the environment are not expecte~ to reach levels toxic to non
targ?.t organi5ms, including endangered species. 
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D. 	 Tolerance Reassessment. 

Tolerances have been established in 40 CFR 180.415 for residues 
of fosetyl-Al in or on citrus, pineapple, and pineapple 
forage at 0.1 ppm. There are no Codex tolerances for fosetyl-Al. 
EPA has evaluated the residue and toxicology data supporting 
tolerances, and has made the following regulatory determinations: 

1. 	 The data submitted have been judged adequate to 
support the existing tolerances. The established 
tolerances are set at the appropriate levels and no 
new tolerances are required to cover the existing uses 
for the registered product. The established tolerances 
have an adequate margin of safety to protect the 
public health. 

2. 	 An oncogenicity study in mice was conducted in which 
no oncogenic effects were induced at any dose level 
under the conditions of the study (the highest dose 
tested was 2,857/4,286 mg/kg body weight/day). 

3. 	 A rat chronic feeding/oncogenicity study was conducted 
in which a NOEL for systemic effects was not demonstrated. 
A statistically significant increase in the incidence 
of urinary bladder tu~ors was noted at the highest dose 
tested (40,000/30,000 ppm). The incidence of these tumors 
was not a strictly dose-related phenomenon since the 
response was only at the highest dose tested. These high 
doses could begin to compromise the nutritional status 
of the experimental animals and also produce stress which 
could enhance the response to oncogenic viruses. 

4. 	 A dog feedinq study demonstrated a NOEL of 250 mg/kg 
body weight/day. 

s. 	 A reproduction study in rats demonstrated a NOEL of 
300 mg/kg body weight/day. 

6. 	 A teratolo<JY study in rabbits showed no teratogenic effects 
and a NOEL of 500 mg/kg/day based on maternal toxicity. 

7. 	 A teratoloqy study in rats demonstrated no teratogenic 
effects and a NOEL of 1,000 mg/kg/day based on maternal 
toxicity. 
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8. Ames mutagenicity assays, E. Coli phage induction tests, 

micronucleaus tests in mice, DNA repair tests using E. Coli, 

and Saccharomyces cervisiae yeast assay were all negative for 

mutagenic effects. 


9. There are two analytical ~ethods acceptable for determin

ing the levels of residues of fosetyl-Al in plants. A gas 

chromatography method for pineapples with an analytical 

sensitivity of O.l ppm and a phosphorous specific flame 

photometric gas chromatography method for citrus with an 

analytical sensitivity of 0.02 ppm. Harvested citrus fruit 

were stored at 0° Fahrenheit for two months prior to analyses. 

This time period is not considered unduly long: however, no 

storage stability data were submitted to show fosetyl-Al was 

stable under these conditions. The Agency is requiring these 

data to be submitted. 


10. Radiolabeled studies on the uptake, translocation and 
metabolism of fosetyl-Al in plants show that the chemical 
proceeds through hydrolytic cleavage of the ethyl ester, 
with phosphorous acid and probably ethanol as the major 
plant metabolites. 

11. Adequate data on the nature of the residues in both 
plants and animals, including identification of major metabolites 
and degradates of fosetyl-Al are available. The major residues 
were fosetyl-Al, phosphorous acid, and ethanol. , The tolerances 
are established for the parent only, that is, fosetyl-Al. 

12. No poultry or livestock studies have been required because· 
measurable residues of fosetyl-Al are expected to occur in 
or on the feed commodities, pineapple bran and forage, and 
citrus pulp and molasses. 

13. Residues of fosetyl-Al in pineapples, pineapple forage 
and citrus are not likely to exceed the 0.1 ppm level and no 
residues are detected in the processed fractions of pineapple 
or citrus. 

The Agency has determined the two year feeding study with 
dogs is the study of choice to establish the acceptable 
daily intake (ADI) because the dog was the most sensitive 
species for which data on fosetyl-Al are available. 
The NOEL in this study was 10,000 ppm (250 mg/kg body weight/day). 
Using a safety factor of 100, the ADI is set at 2.5 mg/kg/day. 
This is equivalent to a maximum permissible intake (MPI) of 
150.0 mg/day for a 60 kg person. The theoretical maximum 
residue contribution (TMRC) for fosetyl-Al based on the 
established tolerances for pineapples and citrus and a daily 
food intake of 1.5 kg is 0.00617 mg/kg. This represents 
0.004 percent of the MPI. 
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IV. REGULATORY POSITION A.ND RATIONALE 

A. Regulatory Positions and Rationales 

l. None of 
initiating 

the risk criteria listed in 40 CFR 154.7 for 
a Special Review have been met. Therefore, fosetyl

Al is not being placed in Special Review at this time. 

Rationale: After consideration of available toxicology data, 
the Agency has determined that no reason exists for placement 
of f osetyl-Al in Special Review at this time. Fosetyl-Al has 
been classified as a Group C carcinogen (limited evidence of 
carcinogenicity in animals) and appears to pose minimal risk 
of causing cancer in humans. The oncogenic responses observed 
with fosetyl-Al were confined solely to the high dose (40,000/ 
30,000 ppm) males at one site (urinary bladder) in one species 
(rat). Oncogenicity testing in mice, oncogenicity testing on 
the major metabolite of fosetyl-Al, and mutagenicity assays 
were all negative for oncogenic effects. 

2. An interim 24-hour reentry interval is being imposed for 
all fosetyl-Al products with crop uses. 

Rationale: Due to the potential for eye irritation resulting 
from exposure to foliar residues of fosetyl-Al, this interval 
is needed to protect farmworkers reentering treated areas. 
Unprotected persons (i.e., workers not wearing protective 
clothing) will be prohibited from entering sites for a 24-hr. 
period. Although the formulated end use product is classified 
as Toxicity Category III, technical fosetyl-Al is in Toxicity 
Category I. Reentry intervals are established based on the 
toxicity of the technical material because the concern is with 
exposure to the active ingredient. A 24-hour reentry interval 
is imposed for sites as an interim measure since exposure 
data requirements under 40 CFR Section 158.140 have not been 
submitted. These data are required under this Standard. 
Once these data are received and evaluated, the reentry 
interval will be reassessed. 

3. The Agency is not requiring an endangered species statement 
on registered products containing fosetyl-Al. 

Rationalei Fosetyl-Al demonstrated a very low toxicity to 
terrestrial animals and the residues are not expected to 
accumulate in the environment. Minimal exposure is anticipated 
for endangered aquatic species. The chemical degrades in the 
environment through the hydrolysis of the ethyl ester bond 
with subsequent degradation of the ethanol into carbon dioxide. 
The phosphorus acid metabolite is expected to form precipitates 
with aluminum, calcium, or iron in the soil. The aerobic 
half-life of fosetyl-Al in soil with air present is approximately 
1.5 hours. The intermediate metabolites in grapes, pineapples, 
and the rat are ethanol and phosphorus acid. 
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4. It is the Agency's position that, in order to remain in 

conpliance wit~ FIFRA, a restriction ?rohibiting livestock 

from grazin~ in treated citrus groves is imposed. 


Rationale: Although no detectable (<0.1 ppn) residues are 
expected to occur in or on pineapples, citrus, or pineapple 
forage, there may he hi2her residues on the ~rass in treated 
citrus groves; if these residues are consumed they might be 
detectable in livestock and the resulting food would be 
considered adulterated. 

B. Criteria for Registration 

To be registered or reregistered under thts Standard, products 
must contain fosetyl-Al as the sole active ingredient, bear 
required labeling, and conform to the product composition, 
acute toxicity limits, and use pattern requirements listed in 
this section. 

C. Acceptable Ranges and Limits 

1. Product Composition Standard 

To be registered or reregistered under this Standard, 
manufacturing-use products (MPs) must contain fosetyl-Al 
as the sole active ingredient. Each MP fonnulation proposed 
for registration must be fully described with an appropriate 
certification of limits, stating maximum and minimum amounts 
of the active ingredient and inert ingredients which are 
present in products, as well as impurities found at greater 
than 0.1%. 

2. Acute Toxicity Limits 

The Agency will consider re~istration of technical ~rade 
and end-use products containing fosetyl-Al provided that the 
product labeling bears appropriate precautionary statements 
for the acute toxicity cate~ory in which each product is placed. 

3. Use Patterns 

To be registered under this Standard, manufacturing-use 
products may be labeled for formulation into end-use products 
only for the commodities listed below. The Use Index lists 
all registered uses, as well as approved maximum application 
rates and frequencies. 
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0 Terrestrial, food uses on: 

pineapple crowns (seed pieces) and citrus 

0 Terrestrial, non-food uses on: 

ornamentals (includin~ alaonema, azalea, hou~ainvilla, 

boxwood, hibiscus, Japanese andromeda, Japanese 

holly, juniper, leatherleaf fern, ~onterey pine, 

Pittosporium, pothos, rhododendron, and Schefflera), 

ornamental turf, and non-bearing citrus. 

0 Domestic, outdoor uses on: 

ornamentals (as specified above), 

0 Greenhouse, non-food uses on: 

ornamentals (as specified above). 

D. Required Labeling 

End-use or manufacturin~-use pesticide products containing 
fosetyl-Al may not be released for shipment by a registrant 
or producer of that product after March 30, 1989 unless 
the product bears amended laoelin~ which complies with 
this Registration Standard. 

End-use or manufacturing-use pesticide products containing 
fosetyl-Al may not be distributed, sold, offered for sale, 
held for sale, shipped, delivered for shipment, or received 
and (having been so received) delivered or offered to be 
delivered by any person after March 30, 1990 unless the 
product bears amended labeling which complies with this 
Registration Standard. After review of da.t:a to be submitted 
under this standard, the Agency may impose additional 
labeling requirements. 

l. All Products. All products are to bear appropriate 
labeling aa specified in 40 CFR 162.10. Specific information 
regarding label requirements is included in Appendix II. 

Fosetyl-Al is not designated as an acute or toxic hazardous 
waste under the Resource Conservation and Recovery Act (RCRA). 
The label is to bear the followin~ pesticide disposal statement: 

"Wastes resultin~ from the use of this product· 
may be disposed of on site or at an approved 
waste disposal facility." 
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The labels of all products are to bear the appropriate container 

disposal statement (see Appendix III). 


2. 	 ~~anufacturing Use Products. Labels of all MPs are to 

bear the statement: 


"For formulation into end-use f'.ln~icide products
intended only for use on citrus, pineapples, 
o r n am en t a l s , and tu r f • " 

"Do not discharge effluent containing this product 
into lakes, streams, ponds, estuaries, oceans, 
or ?ublic waters unless this product is specifically
identified and addressed in an NPDES permit. Do 
not discharge effluent containing this product 
to sewer systems without previously notifying 
the sewage treatment plant authority. For 
guidance contact your State Water Board or 
Regional Office of the EPA." 

"Pesticide Handlers: During mixing, loading, or 
formulating of this product, wear long pants (or 
coveralls), long sleeved shirt, shoes, socks, goggles 
or face shield, and chemical/water resistant gloves." 

3. 	 End-Use Products 

a. 	 Labels of all formulated end-use products (EP's) 
are to bear the statements reflectin~ the acute 
toxicity of the formulated product. 

b. 	 All End-Use products are to bear the following 
statement: 

"Do not apply directly to water or wetlands 
(swamps. bogs. marshes, and potholes). Do not 
contaminate water when disposing of equipment 
washwaters." 

c. EP products labeled for use on citrus and pine
apples are to bear the following statement: 

"Do not enter into treated areas until sprays have 
dried. After sprays have dried, do not enter treated 
areas until the 24-hour reentry interval has expired. 
During early reentry lnto treated areas to perform 
hand labor tasks, wear lon~ pants (or coveralls). 
lon~-sleeved shirt, shoes, socks; chemical/water
reslstant ~loves; ~o~~les or face shield." 
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d. 	 EP products labeled for use on citrus are to bear 
the following statement: 

"Note - Do not graze or feed forage 

from treated groves to livestock." 
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V. PRODUCTS SUBJECT TO THIS STANDARD 

All products containing one or more of the pesticides 
identified in Section II.A. are subject to certain requirements 
for data submission or changes in composition, labeling or 
packaging of the product. The applicable requirements depend 
on whether ~he product is a manufacturing or end use product 
and whether the pesticide is the sole active ingredient or 
one of multiple active ingredients. 

Products are subject to this Registration Standard as 
follows: 

A.· Manufacturin~ use ~roducts containing this pesticide as 
the sole active ingredient are subject to: 

1. The restrictions (if any) upon use, composition, or 
packaging listed in Section IV, if they pertain to the 
manufacturing use product. 

2. The data requirements listed in Tables A and s2 

3. The labeling requirements specified for manufacturing 
use products in Section IV. 

4. Administrative requirements (application forms, Conf iden
tial Statement of Formula, data compensation provisions) 
associated with reregistration. 

2 Data requirements are listed in the three Tables in 
Appendix I of this Registration Standard. The Guide to 
Tables in that Appendix explains how to read the Tables. 

Table A lists generic data requirements applicable to all 
products containing the pesticide subject to this Registra
tion Standard. Table B lists product-specific data applicable 
to manufacturing use products. The data in Tables A and B 
need not be submitted by a producer who is eligible for the 
formulator's exemption for that active ingredient. 

Table c lists product-specific data applicable to end use 
products. The Agency has decided that, in most cases, it 
will not require the submission of product-specific data for 
end use products at this time. Therefore most Registration 
Standards do not contain a Table c. 

22 




B. Manufacturinl use products containing this pesticide 

as one of multip e active ingredients are subject to: 


1. The data requirements listed in Table A. 

2. The labeling requirements specified for manufacturing 
use products in Section IV. 

c. End use products containing this pesticide as the 

sole active ingredient ara subject to: 


1. The restrictions (if any) upon use, composition, or 
packaging listed in Section IV if they pertain to the 
end use product. 

2. If eligible for the formulator's exemption3, the 
data requirements listed in Table c. 

3. If not eligible for the formulator's exemption, the 
data requirements listed in Table A and the data require
ments listed in Table c. 

4. The labeling requirements specified for end use 
products in Section IV. 

o. End use products containing this pesticide as one of 
multiple active ingredients are subject to: 

1. If not eligible for the formulator's exe~ption, 
the date requirements listed in Tables A and c. 

3 If you purchase from another producer and use as the 
source of your active ingredient only EPA-registered products, 
you are eligible for the formulator's exemption for generic 
data concerning that active ingredient {Table A) and product
specific data tor the registered manufacturing use product 
you purchase (Table B). 

Two circumstances nullify this exemption: 

l) If you change sources of active ingredient to an 
unregistered product, formulate your own active ingredient, 
or acquire your active ingredient from a firm with ownership 
in common with yours, you individually lose the exemption 
and become subject to the data requirements in Table A. 

2) If no producer subject to the generic data requirements 
in Table A agrees to submit the required data, all end use 
producers lose the exemption, and become subject to those 
data requirements. 
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2. If eligible for the formulator's exemption, the 
data requirements listed in Table c. 

3. The labeling requirements specified for end use 
products in Section IV. 

VI. REQUIREMENT FOR SUBMISSION OF GENERIC DATA 

This portion of the Registration Standard is a notice 

issued under the authority of FIFRA sec. 3(c) (2) (B). It 

refers to the data listed in Table A, which are required to 

be submitted by registrants to maintain in effect the regis

tration of products containing this active ingredient.4 


A. What are generic data? 

Generic data pertain to the properties or effects of a 

particular active ingredient. Such data are relevant to an 

evaluation of all products containing that active ingredient 

regardless of whether the product contains other ingredients 

(unless the product bears labeling that would make the data 

requirement inapplicable). 


Generic data may also be data on a "typical formulation" 
of a product. "Typical formulation" testing is often required 
for ecological effects studies and applies to all products 
having that formulation type. These are classed as generic 
data, and are contained in Table A. 

a. Who must submit generic data? 

All current registrants are responsible for submitting 
generic data in response to a data request under FIFRA sec. 
3(c)(2)(B) (DCI Notice). EPA has decided, however, not to 
require a registrant who qualifies for the formulator's 
exemption {FIFRA sec. 3(c)(2)(D) and § 152.85) to submit 
generic data in response to a DC! notice if the registrant 
who supplies the active ingredient in his product is complying 
with the data request. 

If you are granted a gener·ic data exemption, you rely on 
the efforts of other persons to provide the Agency with the 
required data. If the registrants who have committed to 
generate and submit the required data fail to take appropriate 
steps to meet the requirements or are no longer in compliance 
with this data requirements notice, the Agency will consider 

4 Registrations granted after issuance of this Standard will 
be conditioned upon submission or citation of the data listed 
in this Registration Standard. 



that both they and you are not in compliance and will normally 
initiate proceedings to·suspend the registrations of both 
your product(s) and their product(s) unless you commit to submit 
and submit the required data in the specified timeframe. In 
such cases, the Agency generally will not grant a time extension 
for submitting ,the data. 

If you are not now eligible for a formulator's exemption, 
you may qualify for one if you change your source of supply 
to a registered source that does not share ownership in 
common with your firm. If you choose to change sources of 
supply, the Confidential Statement of Formula must identify 
the new source(s) and you must submit a Formulator's Exemption 
Statement form. 

If you apply for a new registration for products containing 
this active ingredient after the issuance of this Registration 
Standard, you will be required to submit or cite generic 
data relevant to the uses of your product if, at the time 
the application is submitted, the data have been submitted 
to the Agency by current registrants. If the required data 
have not yet been submitted, any new registration will be 
conditioned upon the new registrant's submission or citation 
of the required data not later than the date upon which 
current registrants of similar products are required to provide 
such data. See FIFRA sec~ 3(c)(7)(A). If you thereafter fail 
.to comply with the condition of that registration to provide 
data, the registration may be cancelled (FIFRA sec. 6(e)). 

c. What generic data must be submitted? 

You may determine which generic data you must submit by
consulting Table A. That table lists the generic data needed 
to evaluate current uses of all products containing this 
active ingredient, the uses for which such data are required, 
and the dates by which the data must be submitted to the 
Agency. 

D. How to comply with DCI requirements. 

Within 90 days of your receipt of this Registration 
Standard, you must submit to EPA a completed copy of the form 
entitled •p1FRA Section 3(c)(2)(B) Summary Sheet" (EPA Form 
8580-1, enclosed) for each of your products. On that form 
you must state which of the ·following six methods you will 
use to comply with the DCI requirementsz 

l. You will submit the data yourself. 

2. You have entered into an agreement with one or more 
re istrants to 'ointl develo <or share in the cost of 
developing the data, cut will not be subm1tt1nq the data 
yourself. If you use this method, you must state who will 
submit the data on which you will rely. You must also provide 
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EPA with documentary evidence that an agreement· has been 
formed which allows you to rely upon the data to be submitted. 
Such evidence may be: (l) your letter offering to join in 
an agreement and the other registrant's acceptance of your 
offer, (2) a written statement by the parties that an agreement 
exists, or (3) a written statement by the person who will be 
submitting the data that you may rely upon its submission. 
The Agency will also require adequate assurance that the 
person whom you state will provide the data is taking appropriate 
steps to secure it. 1'he agreement to produce the data need 
not specify all of the terms of the final arrangement between 
the parties or a mechanism to resolve the terms. 

!£ you and other registrants together are generating or 

submitting requested data as a task force or consortium, a 

representative of the group should request a Joint Data 

Submitter Number from the Registration Support and Emergency 

Response Branch, Registration Division. The request must 

include the following information: 


a. 	 A list of the members of the consortium; 
b. 	 The name and address of the designated representative 

of the consortium, with whom EPA will correspond 
concerning the data; 

c. 	 Identity of the Registration Standard containing 
the data requirement; 

d. 	 A list of the products affected (from all members 
of the consortium); and 

e. 	 Identification of the specific data that the con
sortium will be generating or submitting. 

The Agency will assign a number to the consortium, which 
should be used on all data submissions by the consortium. 

J, 	 You have attempted to enter into an agreement to 
jointlt develop data, but no other registrant has acce~ted 
our 	o fer. You r uest that EPA not sue end our re iatration 
or non-comp ance w t e as eterm ne t at, 

as a general policy, it will not suspend the registration of 
a product when the registrant has in good faith sought and 
continuea to aeek to enter into a data development/cost 
sharinq pr09ram, but the other registrants developing the 
data have refused to accept its offer. [If your offer is 
accepted, you may qualify for Option 2 above by entering 
into an agreement to supply the data.] 

In order to qualify for this method, you must: 

1. File with EPA a completed "Certification of Attempt 
to Enter into an Agreement with other Registrants for Develop
ment of Data" (EPA Form 8580-6, enclosed). 

2. 	 Provide us with a copy of your offer to the other 
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registrant and proof of the other registrant's receipt of your 
offer (such as a certified mail receipt). Your offer must, 
at a minimum, contain the following language or its equivalent: 

[Your company name] offers to share in the burden of 
producing the data required pursuant to FIFRA sec. 
3(c)(2)(B) in the [name of active ingredient] Registration 
Standard upon terms to be agreed or failing agreement 
to be bound by binding arbitration as provided by FIFRA 
section 3(c)(2)(B)(iii). 

The remainder of your offer may not in any way attempt to 
limit this commitment. If the other registrant to whom your 
offer is made does not accept your offer, and if the other 
registrant informs us on a DCI Summary Sheet that he will 
develop and submit the data required under the DCI, then you 
may qualify for this option. In order for you to avoid 
suspension under this method, you may not later withdraw or 
limit your of fer to share in the burden of developing the 
data. 

In addition, the other registrant must fulfill its 
commitment to develop and submit the data as required by this 
Notice in a timely manner. If the other registrant fails to 
develop the data or for some other reason would be subject to 
suspension, your registration as well as that of the other 
registrant will normally be subject to initiation of suspension 
proceedings, unless you commit to submit and submit the required 
data in the specified timeframe. In such cases, the Agency 
generally will not grant a time extension for submitting the data. 

4. You re uest a waiver of the data If 
you believe t at a ata requirement oes not or s ould not) 
apply to your product or its uses, you must provide EPA with 
a statement of the reasons why you believe this is so. Your 
statement must address the specific composition or use factors 
that lead you to believe that a requirement does not apply. 
Since the Agency has carefully considered the composition and 
uses of pesticide products in determining that a data require
ment applies, EPA does not anticipate that many waivers will 
be granted. A request for waiver does not extend the time
frames for developing required data, 
request ia denied, your registration 
fail to aubmit the data. 

and 
may 

if your waiver 
be suspended if you 

EPA amend istration 

6. 
of your 

27 




E. 	 Testing Protocols, Standards for Conducting Acceptable 

Tests, Guidance on Evaluating and Reporting Data. 


All studies required under this Notice must be conducted 

in accordance with test standards outlined in the Pesticide 

Assessment Guidelines, unless other protocol or standards are 

approved for use by the Agency in writing. 


As noted herein, these EPA Guidelines, which are referenced 
in the Data Tables, are available from the National Technical 
Information Service (NTIS), Attn: Order Desk, 5285 Port Royal
Road, Springfield, VA 22161 (tel: 703-487-4650). 

Protocols approved by the Organization for Economic 
Cooperation and Development (OECD) are also acceptable if 
the CECO-recommended test standards conform to those specified 
in the Pesticide Data Requirements regulation (Part 158.70). 
Please note, however, that certain OECD standards (such as 
test duration, selection of test species, and degradate 
identification which are environmental fate requirements) are 
less restrictive than those in the EPA Assessment Guidelines 
listed above. When using the OECD protocols, they should be 
be modified as appropriate so that the data generated by the 
study will satisfy the requirements of Part 158. Normally, 
the Agency will not extend deadlines for complying with data 
requirements when the studies were not conducted in accord 
with acceptable standards. The OECD protocols are available 
from OECD, 1750 Pennsylvania Avenue, N.W., Washington, o.c. 
20006. 

F. 	 Procedures for requesting a change in testing protocol. 

If you will generate the required data and plan to use 
teat procedures which deviate from EPA's Pesticide Assessment 
Guidelines or the Reports of Expert Groups to the Chemicals 
Group, Organization for Economic Cooperation and Development 
(OECD) Chemicals Testing Programme, you must submit for EPA 
approval the protocols you propose to use. 

You should submit your protocols before beginning testing, 
because the Agency will not ordinarily accept as sufficient 
studiea uain9 unapproved protocols. A request for protocol 
approval will not extend the timeframe for submission of the 
data, nor will extensions generally be given to conduct 
studies due to submittal of inappropriate protocols. 

G. 	 Procedures for requesting extensions of time. 

If you think that you will need more time to generate 
the data than is allowed by EPA's schedule, you may submit a 
request for an extension of time. Any request for a time 
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extension which is made as an initial response to a section 
3(c)(2}{B) request notice must be submitted in writing to 
the 	Product Manager listed at the end of this section and 
must be made by the 90-day deadline for response. Once 
da~es have been committed to and EPA has accepted these 
commitments, any subsequent requests for a time extension 
must be submitted in writing to the Office of Compliance 
Monitoring at the address given in Section IX.E. 

EPA will view failure to request an extension before 

the data submission response deadline as a waiver of any 

future claim that there was insufficient time to submit the 

data. While EPA considers your request, you must strive to 

meet the deadline for submitting the data. 


The extension request should state the reasons why you 
believe that an extension is necessary and the steps you 
have taken to meet the testing deadline. Time extensions 
normally will not be granted due to problems with laboratory 
capacity or adequacy of funding, since the Agency believes 
that .with proper planning these can be overcome. 

A request for an extension does not extend the timeframe · 
for submission of the data. If EPA denies your request for 
a time extension and you do not submit the data as requested, 
EPA may begin proceedings to suspend the registrations of · 
your products. 

H. 	 PR Notice 86-5 and Any Other Requirements Referenced or 
Included Within this Notice. 

All data submitted in response to this Notice must comply 
with EPA requirements regarding the reporting of data, 
including the manner of reporting, the completeness of results, 
and the adequacy of any required supporting (or raw) data, 
including, but not limited to, requirements referenced or 
included in this Notice or contained in PR Notice 86-5 (issued 
July 29, 1986). 

I. 	 Exi•ting stocks provision upon suspension or cancellation. 

The A9ency has determined that if a registration is 
suspendef:S for failure to respond to a DCI request under 
FIFRA ..c. 3(c)(2)(B), an existing stocks provision is not 
consistent with the Act. Accordingly, the Agency does not 
anticipate granting permission to sell or distribute existin9 
stocks of suspended product except in rare circumatances. 
If you believe that your product will be suspended or cancelled 
and that an exiatinq stocks provision should be granted, you 
have the burden of clearly demonstrating to EPA that 9ranting 
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such permission would be consistent with the Act. The following 
information must be included in any request for an existing 
stocks provision: 

1. Explanation of why an existing stocks provision is 
necessary, including a statement of the quantity of 
existing stocks and your estimate of the time required 
for their sale or distribution: and 

2. Demonstration that such a provision would be consis
tent with the provisions of FIFRA. 

VII. 	 REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA 

Under its DCI authority, EPA has determined that certain 
product-specific data are required to maintain your registrations 
in effect. Product-specific data are derived from testing 
using a specific formulated product, and, unlike generic 
data, generally support only the registration of that product. 
All such data must be submitted by the dates specified in 
this Registration Standard. 

If you have a manufacturing use product, these data are 
listed in Table a. If you have an end use product, the data 
are listed in Table c. As noted earlier, the Agency has 
decided that it will not routinely require product-specific 
data for end use products at this time. Therefore, Table C 
may not be contained in this Registration Standard: if there 
is no Table C, you are not required to submit the data at 
this time. 

In order to comply with the product specific data require
ments, you must follow the same procedures as for generic data. 
See Section VI.D, E, F, and G. You should note, however, that 
product chemistry data are required for every product, and the 
only acceptable responses are options v1.o.1. (submit data) 
or VI.0.6. (cancellation of registration). 

Failure to coaply with the product-specific data require
ments far your products will result in suspension of the 
produ~·· registration. 
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VIII. REQUIREMENT FOR SUBMISSION OF REVISED LABELING 

FIFRA requires each product to be labeled with accurate, 
complete and sufficient instructions and precautions, reflecting 
the Agency's assessment of the data supporting the product 
and its uses. General labeling requirements are set out in 
40 CFR 162.10 (see Appendix II - LABELING and SUMMARY). In 
addition, labeling requirements specific to products containing 
this pesticide are specified in Section IV.D of this Registra
tion Standard. Applications submitted in response to this 
notice must include draft labeling for Agency review. 

If you fail to suomit revised laoeling as required, 
which complies with 40 CFR 162.10 and the specific instructions 
in Section IV.o., EPA may seek to cancel or suspend the 
registration of your product under FIFRA sec. 6. 

IX. INSTRUCTIONS FOR SUBMISSION 

A. 	 Manufacturing Use Products (MUPs) containing the subject 
pesticide as sole active ingredient. 

1. Within 90 days from receipt of this document, you 
must submit to the Product Manager in the Registration Division 
for each product subject to this Registration Standard: 

a. The "FIFRA Section 3(c)(2)(B) Summary Sheet" (EPA 
Form 8580-1), with appropriate attachments.5 

b. 	 Confidential Statement of Formula (EPA Form 8570-4). 

c. Formulator's Exemption Statement (EPA Form 8570-27), 
if applicable. 

d. Evidence of compliance with data compensation 
requirements of FIFRA sec. 3(c)(l)(O). Refer to 40 CFR 
152.80-152.99. 

S If on the Summary Sheet, you commit to develop the data, 
present arguments that a data requirement is not applicable 
or should be waived, or submit protocols or modified protocols 
for Agency review, you must submit a copy of the Summary 
Sheet (and any supporting information) to the Office of 
Compliance Monitorin9, which will be monitoring the data 
generated in response to this notice. Thia submission is in 
addition to responding to the Product Manager, and should be 
submitted to the Office of Compliance Monitorin9 at the 
address given at the end of this section. (Actual studies 
are not to.be submitted to the Office of Compliance Monitoring.) 

http:152.80-152.99


2. Within 9 months from receipt of this document you 

must submit to the Product Manager: 


a. Application for Pesticide Registration (EP~ 


Form 8570-1). 


b. Two copies of any required product-specific data 
(See Table B). 

c. Three copies of draft labeling, including the 
container label and any associated supplemental labeling. 
Labeling should be either typewritten text on 8-1/2 x 11 
inch paper or a mockup of the labeling suitable for 
storage in 8-1/2 x 11 files. The draft label must indicate 
the intended colors of the final lab~l, clear indication 
of the front panel of the label, and the intended type 
sizes of the text. 

d. Product Specific Data Report (EPA Form 8580-4). 

3. Within the times set forth in Table A, you must 
submit to the Registration Division all generic data, unless 
you are eligible for the formulator's exemption. If for any 
reason any test is delayed or aborted so that the schedule 
cannot be met, immediately notify the Product Manager and 
the Off ice of Compliance Monitoring of the problem, the 
reasons for the problem, and your proposed course of action. 

s. 	 Manufacturing Use Products containing the subject pesticide 
in combination with other active ingredients. 

l. Within 90 days from receipt of this document, you 
must submit to the Product Manager in the Registration Division: 

a. FIFRA sec. 3(c)(2)(B) Summary Sheet, with appropriate 
attachmentaS (EPA Form 8580-1). 

b. 	 Confidential Statement of Formula (EPA Form 8570-4) 

c. Forailator's Exemption Statement (EPA Form 8570-27), 
if applicable. 

2. Within 9 months of receipt of this document, you must 
submit to the PrOduct Manager: 

Three copies of draft labeling, including the container 
label and any associated supplemental labeling. Labeling 
should be either typewritten text on 8-1/2 x 11 inch 
paper or a mockup of the labeling suitable for storage 
in 8-1/2 x 11 files. The draft label must indicate the 
intended color• of the final label, clear indication of 
the 	front panel of the label, and the intended type 
sizes of the text. 
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3. Within the time frames set forth in Table A, you must 
submit to the Registration Division all generic data, unless 
you are eligible for the formulator's exemption. If for any 
reason any test is delayed or aborted so that the schedule 
cannot be met, immediately notify the Product Manager and 
the Office of Compliance Monitoring of the problem, the 
reasons for the problem, and your proposed course of action. 

c. End Use Products containing the subject pesticide as sole 
active ingredient. 

l. Within 90 days from receipt of this document, you 
must submit to the Product Manager in the Registration Division~ 

a. FIFRA Section 3(c)(2)(B) Summary Sheet, with 
appropriate attachmentsS (EPA Form 8580-1). 

b. 	 Confidential Statement of Formula (EPA Form 8570-4). 

c. Formulator's Exemption Statement (EPA Form 8570-27), 
if applicable. 

2. Within 9 months from receipt of this document you 
must submit to the Product Manager: 

a. Two copies of any product-specific data, if required 
by Table c. 

b. Product Specific Data Report (EPA Form 8580-4),
if Table C lists required product-specific data. 

c. Three copies of draft labeling, including the 
container label and any associated supplemental labeling. 
Labeling should be either typewritten text on 8-1/2 x 11 
inch paper or a mocKup of the labeling suitable for 
storage in 8-1/2 x 11 files. The draft labeling must 
indicate the intended colors of the final label, clear 
indication of the front panel of the label, and the 
intended type sizes of the text. End use product labeling 
must comply specifically with the instructions in Section IV 
(Regulatory Position and Rationale}. 

o. 	 End Uae Products containin the sub ect active in redient 
a• one of mult ple active ingredients 

Within 9 month• from the receipt of this document, you 
must submit to the Product Manager: 

Three copies of draft labeling, including the container 
label and any aaaociated supplemental labeling. Labeling 
should be either typewritten text on 8-1/2 x 11 inch 
paper or a mockup of the labeling suitable for storage 
in 8-1/2 x 11 files. The draft labeling must indicate 
the intended colors of the final label, clear indication 
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of the front panel of the label, and the intended type 
sizes of the text. End use product labeling.must comply 
specifically with the instructions in Section IV (Regulatory 
Position and Rationale). 

E. Addresses 

The required information must be submitted to the followin~ 
address: 

Lois Rossi 

Product ~anager 21 

Registration Division (TS-767C) 

Off ice of Pesticide Programs 

Environmental Protection Agency 

401 M St. , SW 
Washington, D.C. 20460 

The address for submissions to the Office of Compliance 
Monitoring is: 

Laboratory Data Inte~rity Program 

Office of Compliance Monitoring (EN-342) 

Environmental Protection Agency 

401 M St., SW 

Washington, D.C. 20460. 
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'l'GUIDE-l 

GUIDE TO ·TABLES 

Tables A and B contain listings of data requirements

for the pesticides covered by this Registration Standard. 


Table A contains generic data requirements that apply to 
the pesticide in all products, including data requirements 
for which a "typical formulation" is the test substance. 

Table B contains product-specific data requirements that 
apply only to a manufacturing use product. 

The.data tables are generally organized according to the 

following format: 


1. Data Requirement (Column 1). The data requirements are 
listed in the order in which they appear in 40 CFR Part 158. 
The reference numbers accompanying each test refer to the 
test protocols set out in the Pesticide Assessment Guidelines, 
which are available from the National Technical Information 
Service, 5285 Port Royal Road, Springfield, VA 22161. 

2. Test Substance (Column 2). This column lists the composition 
of the test substance required to be used for the test, as 
follows: 

TGAI =Technical grade of the active ingredient 

PAI • Pure active ingredient 

PAIRA = Pure active ingredient, radio labeled 

TEP • Typical end use for111Ulation 

MP • Manufacturin9 use product 

EP • End use product 


Any other test substances, such as metabolites, will be 
specifically named in Column 2 or in footnotes to the table. 

3. Use pattern (Column J). This column indicates the use 
patterns to which the data requirement applies. Use patterns 
are th• •ame a• those given in 40 CFR Part 158. The following 
letter designations are used for the given use patterns: 

A • Terrestrial, food 

B • Terrestrial, non-food 

C • Aquatic, food 

D • Aquatic, non-food 

E = Greenhouse, food 

F • Greenhouse, non-food 

G = Forestry 

H • Domestic outdoor 

I :s Indoor 

Any other designation• will be defined in a footnote to the table. 



-----~ 

TGUIDE-2 


4. Does EPA have data? (Column 4). This column indicates one 

of three answers: 


YES - EPA has data in its files that satisfy this data 
requirement. These data may be cited by other registrants
in accordance with data compensation requirements of 
Part 152, Subpart E. 

PARTIALLY - EPA has some data in its files, but such data 
do not fully satisfy the data requirement. In some cases, 
the Agency may possess data on one of two required species, 
or may possess data on one test substance but not all. 
The term may also indicate that the data available to 
EPA are incomplete. In this case, when the data are 
clarified, or additional details of the testing submitted 
by the original data submitter, the data may be determined 
to be acceptable. If this is the case, a footnote to 
the table will usually say so. 

NO - EPA either possesses no data which are sufficient 
to fulfill the data requirement, or the data which EPA 
does possess are f law.ed scientifically in a manner that 
cannot be remedied by clarification or additional infor~ 
mat ion. 

S. Bibliograthic citation (Column 5). If the Agency has 
acceptable da a in its files, this 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 assigned. Refer to the Bibliography 
Appendices for a complete citation of the study. 

6. Must additional data be submitted? (Column 6}. This 
column indicates whether the data must be submitted to the 
Agency. If column 3 indicates that the Agency already has 
data, this column will usually indicate NO. If column 3 
indicates that the Agency has only partial data or no data, 
this column will usually indicate YES. In some cases, even 
though the Agency does not have the data, EPA will not require 
its submission because of the unique characteristics of the 
chemical: 'becauae data on another chemical can be used to 
fulfill the data requirement: or because the data requirement 
has been waived or reserved. Any such unusual situations 
will be explained in a footnote to the table. 

7. Timefraae for submission {Column 7). If column 5 requires 
that data be submitted, this column indicates when the data 
are to be submitted, based on the issuance date of the Regis
tration Standard. The timeframes are those established either 
as a result of a previous Data Call-In letter, or standardized 
timeframes established by PR Notice 85-5 (August 22, 1985). 

a. Footnotes (at the end of each table). Self-explanatory. 
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TJ\BlE A 
GENERIC DATA RWJIREMENl'S FOR 1'USET'k'L-AL 

Data Requireinent Test 1/ Use 2/ Does EPA BibliograP,hic ~t Additional Time Franej/ 
SUbetanoe Patterns Have Data?4/ Citation4/ Data be for 

subrni t ted'l Subari.ssioo 

§1sa.120 Prcxluct ChemiaUyS/ 

Prcd.lct. Identity 

61-2 - Descriptioo Of Begirming All YE.5 00099326 NO 

Materials and Manufacblring 
Prooess 

61-3 - Discussioo of Formatial of All 00098326 ' 
IDplrities 

Ana.~sis and CertificatiCl'l of 
Pr ct lngredients 

All 00098326 0062-1 - Preliminary Analysis 

Ph~sical and Olemcal 
Qiaracteristics 

YES 00098325 00'roAl All63-2 - Color 

YE.5 00098325 00'l'GAI All63-3 - Alysic:al State 

YF.S 00098325 NO'OOl\I All63-4 - Odor 
00098325 00'rol\l All YES63-5 - Melting Point 

'rollLl All N/A63-6 - Boiling Point 
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TABLE A 
GENERIC DATA HalJIRfMENI'S FOR ~""'OSETYlr-AL 

Data Requirement Testl/ 
SUbstance 

Use 2/ 
Patterns 

lk>es EPA Bibliogra~ic 
Have Data'4/ Citation 

Must Additional 
Data be 
SUbmilted? 

Time Frare 
for3/ 

§158.120 Product Chaaillt!y (<Dltirwec))5/ 

Alysical and Olemioal Qiaracteristics 
(Caltinued) 

63-7 - Density, Bulle Density, 
Specific Gravity 

or All 00098326 

63-8 - Solubility 'I.GI\.! or PAI All YES 00098325 

63-9 - Vapor Pressure PAI All N/A 

63-10 - Dissociatia:. constant PAI All YES 00098325 NO 

63-11 - Octanol/water partiticm 
coefficient 

PAI All YES 00098325 00 

63-12 

63-13 

- pl 

- Storaqe Stability 

'ro.f\l 

TGAl 

All 

All 

YES 

YES 

00098325 

00098325 

00 

us 15 ronths 

Other Requirements: 

64- l - sut:mittal of sanples TGAI, PAI All 00098325 
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TABLE A 
GENERIC DATA REUJIRJ:MENl'S FOR IDSF!l.YI.r-AL 

1/ Carpositkn: '™ =Technical grade of the active ingredient; PAIRA =Pure active ingredient 
radiolabelled; PAI = Pure active ingredient; TEP = Typical end-use product. ' 

2/ 	'lbe use patterns are ~ u follows: A =Terrestrial, F<XXl Crq>; B = Terrestrial, Non-Fcnl; 
C = Aquatic, Food Cl:q>J D • Aquatic; Nal-F<XXl; E = Greenhouse, Food Crq>; F = Greenhcuse, Non-Fo:rl; 
G =Forestry; H =Dc;:mmstic OUtdoar; I = Irdoor. 

3/ 	Data 111St be elt:nitted within the indicated timeframes which begin upon receipt of the Guidance [):)cunent. 

4/ 	Althl:llql prodlct chemistry data my have been submitted in past, the Agency has determined that these 
11USt be resubmitted for met\ pesticide registration. Bibliographic citations listed in the tables would 
not awly to new registrations. 

5/ Altho.lcjl proWct. chemistry data may been submitted in the past, the Agency has determined that these data 
DlSt be reeli>mitted for each pesticide. New requirements have been introduced and previrusly submitted 
data DJBt be updated. Therefore bibliographic citatialS for the old data are not applicable. 
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TABLE A 
GENERIC Dl\TA REUJIRDIENI'S FOR FDSETYL-AL 

---------

Data Requirement 
Test 1/ 

SUbetance 
lbes EPA 
Have ~ta? 

Bibliographic 
Citation 

Must Additional 
Data be 
Submitted? 

Tille Fr~ 
for 2/ 

SUbmission 

§158.125 Residue Olelaist!y 

171-2 - <l\ellical Identity 00098326 

171-3 

171-4 

- Directions for tJae 

- Nature of Residue 
(Metabolisa) 

00l39527 
00148619 

171-4 

- Plants 

- Livestock 

- Residue Analytical 
Method 

PAIRA 

PAIRA 6. Plant 
Metabolites 

YES 00103249 
00103250 
00148290 

Not applicable 

- Plant residues 'OOA.l & 
Metatolites 

- Animal residues 'roAI & 
Hetatolites 

171-4 - Mlgnitude of the Residle-
Residue Studies for F..adl 
Food Use 

us 00148619 
00147569 

Not awlicable 

o Crop 1 Pineapples 

-- Crcp field trials TEP 001395273/ 
00148619
00103250 

12 tOOOths 

- Processed Food/Feed EP Not applicable 

-- Heat/Milk/ 
Po.lltry/Eggs 

~ or Plant 
Metabolites 

Not awlicable 



TABLE A 
Gf.NERIC OA.TA RE(JHREMNI'S FOR R>SET'ilr-AL 

Oat.a Requirement 
Test 1/ 

Substance 
Does EPA 
Have Data? 

Bibliographic 
Citation 

Must Additic.nal 
Data be 

Time Frqme 
for2/ 

Submitted? SUlDissicn--

§158.125 Residue <llemiatiy - OCntinued 

171-4 - ttlgnitude of the Raeictle -
Residue Studies 

o Crop 2, Citrus 

-- Cr~ Field Trials TEP 00148290V YES 12 llDllths 

- Processed Food/Feed Not applicable 

- Heat/Milk/ 
Pa.lltry/&:y:J 

'OOi&.l or Plant 
Metabolites 

Not applicable 

- Potable wat.er EP 

- Fish EP 

- Irrigated CrqlS EP 

- Food Handling EP 

171-13 - Sutaittal of Analytical PAIM NO 

Reference Standards 
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TABLE A 
Gmm!C lli'LTA RW.JIREMFNl'S FOR FOSE'I"fL-AL 

1/ 	CcDpositicn: 'roAl = Tedmical grade of the active iBJredient: PAIRA = Pure active ingredient, 
radiolabelled: TEP =Typical errl-use prcxluct; EP = En:i-use product. 

2/ 	Data llllSt be subldtted within the indicated tioeframes whidl begin U{X)fl receipt of the Guidance D:x:urent. 

3/ 'lbe Aqency is r~ting a study cn the stability of fosetyl-Al during storage. This study was not 
required far the purpose of establishing tolerances; h<Mever, the Agency wishes to confirm the stability 
of fosetyl-Al. 
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- .......r...E A 

GfNERJC lll\.TA Rt.UJIRt14WI'S FOR ~E'IYL-AL 


Data Requirement Testl/ Use2/ [))es EPA Bibliographic MJst Mditional Time Fr'ne
Substance Patterns Have Data? Citation Data be for3 

Submitted? SUbnissioo 

§158.130 Envircnnental Fate 

DO;RADM'IOO sruDIES-LNls 

161-1 - Hydrolysis 'rol\l or PAI RA B, 1'',H YES 00098370 NO 

Phot<?degradatim 

I'[)161-2 - In water '00.\.l or PAI RA B YES 00098371 

161-3 - On soil '1'G.'J or PAIRA N/A YES 00096371 IV 

161-4 - In Air 'OOAI or PAIRA N/A ~ 00098371 tu 

METAOOLI g.i Sl\JDUS-1.AB: 

YES 00106018162-1 - Aerobic Soil '1':iA.I or PAI RA B,F 
00098372 

162-2 - Anaerobic Soil 'OOAI or PAIAA N/A tJJ4/ 
00 

00147361 l'V162-3 - Anaerobic Aquatic ~or PAIRA ~/A YES 

00162-4 - Aerobic Aquatic 'IGAI or PAIRA N/A trP/ 

MJBILITV S'l\JDIES: 

YES 00098375 NO'OOl>t.I or PAIRA B,F,H163-1 - t..eadling aro 00106019 00F,H YESAdsoq>ticn/Desorptim 
00

TEP F tu163-2 - volatility (lob) 


163-3 - Volatility (Field) TEP F td:.! NO 
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--------

Th.. . A.-J 

GENm..IC DATA RtUJIR94ENJ.'S FOR FOSE:I'YL-AL 

Data Requirement Testl/ Use2/ IX>es EPA Bibliographic "'-1.st Additional Time F~ame 
Substance Patterns Have Data? Citation Data be f or3 

&IDRlilted? SUbmissicn 

§158.130 Environmental Fate - c.cmtinued 

OISSIPATIOO STUDIES-f'IBl.Da 

164-1 - Soil TEP B,li w?_r NO 

164-2 - Aquatic (Sedillll!lllt) TEP N/A m'!J 00 

164-3 - Forestry TEP N/A 1'0'5/ NO 

164-4 - Calbinati<D am TEP N/A 00 NO 


Tank Mixes 


164-5 - Soil, ~term TEP N/A t<J1_j NO 


.AOl.MJI.ATION S'I\JDIF.s: 


165-l - RotatiQ'lal Crql& PAI RA N/A ~/ 00 


(Calfined) 


'IEP N/A td3_j
165-2 - Rotational Crql& 

(Field) 


N/A t!lfi_j NO165-3 - Irrigilted crcpJ TEP 


NO

165"-4 - In Fish 'OOA.l or PAIRA B oo?J 


NO

165-5 - In Aquatic ltn-'l'arget TEP N/A w'!J 


Organi.818 
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.BLEA 
GENERIC OA.TA RfUJI~ 1'UR fiOSE:IYL-AL 

Data Requireaent Testl/ 
Substance 

Use2/ 
Pattern 

Does EPA 
Have Data? 

Bibliogr~ic 
Citatioo 

MJst Additional 
Data be 
Submitted? 

Time Fr~ 
for3/ 

Subnissioo 

jl58.140 Reentry Protect.icm 

132-1 - Foliar Dissipati~ A. YESlO/ 12 llUlths 

132-1 - Soil Disaipaticm 

133-3 - Dermal Exposure 

133-4 - Irbalation Exposure 

A 

A 

A 

ooll/ 

ooll/ 

§158.142 5pray Drift 

201-1 - Droplet Size Spectrum 'reP 00 

201-1 - Drift Field Evaluati<Il 00 
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Th. . A 

GmERIC llil\TA Rtn.JI~ I-UR ~AL 


l/ C'rwp">Bitial; ™1 =Tedmical grade of the active iBJredient; PAIRA = Pure active ingredient

radiolabelled; TEP = Typical er¥i-use product. ' 


2/ 1he use patterns are ooclad u follows: A =Terrestrial, Food Crq:>; B =Terrestrial, Non-Food; 

C = Aquatic, FcX>d Crq>1 D • Aquatic; Nal-FO'.Jd; E = Greenhouse, Food Crq>; F = Greenhoose, Non-Food; 

G = Forestry; H = Dcaestlc OUt&x>r; I = Indcx)r. 


3/ Data BlBt be subaitted within the indicated timeframes llllhich begin U(X)n receipt of the Guidance [X)curent 

4/ 'ftle anaerobic aquatic study eatiafies the anaerobic soil requirement. 

5/ Use pattern does not require this study. 


6/ Active ingredient is a mineral aalt--4JOlatility stooies not required. 


1/ Not required because of extremely short half-life. 


8/ 	The crcp use al pineawle and citrus doesn't require crcp rotation data-- pineawle and citrus not 

rotated c:rq>s. 


9/ 	Not required because of lcw octanol/water ex>efficient and soort 1/2-life. 

10/ 	A 244\oor interim re-entry interval is iaposed for farm workers and naintenance personnel until 
acceptable re-entry data are received by the Agency. The interim interval is inposed on all crq>s 
that require hand harvesting, pI'lming. and other high intensity worker oontact with treated foliage. 

11/ 	Not required if acceptable foliar dissipatial data are submitted. 
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TABLE A 
GENERIC n,r..TA Rm.JIREMENI'S f"OR Faifil"il..-AL 

Date Requirement Testl/ Use2/ l:bes EPA Bibliographic Must Additional Time Fr~ 
Substance Patterns Have Data? Citation Data be for3/ 

Submitted Submission 

§158.135 Toxicology 

M:lJl'E TF.S'l'IOO: 

004/81-1 - Aalte Oral Toxicity - Rat 'OOIU A,B,F,H 00098330 

81-2 - Acute Deraal 'lbxicity 'lG\l A,B,F,H 00098331 
- Rabbit 

81-3 - Acute Inhalati~ Toxicity ~ 00098332 NO 

- Rat 

Not applicable81-7 - Delayed 
Neurotoxicity - Hen 

A,B,P,H 0009833682-1 - 90-Day Feeding: 
- Rodent I and 

00098337 

- Nat-rodent (Dog) 


A,B,F,H 0009833882-2 - 21-Day Dermal - RalX>it 

Not awlicable82-3 - 90-Dly Dermtl - Ratbit 

Not applicable82-4 - ~ray Irilalati~: 
- Rat 

Not applicable82-5 - 90-0ay Neurotoxicity: 
- Hen 

Not applicable- MaJDDal 
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TABLE A 
Gll*lUC DATA REOOIRtMENl'S roR 1'USEI'YL-AL 

Data Requirement Testl/ use2/ IXles EPA Bibliographic Must Additional Time Fr/
Substance Patterns Have Data? Citation Data be for3 

Submitted? SUbni.ssicn 

tl58. 135 'l'oximlogy - Ccntt.m.l 

~IC 'IYSl'IOO: 

83-1 - Chrc:nic Toxicity -	 A,B,F,H 00098339 NO 
000903535/2 	species: 
00098340-	 Rodent, ard 

-	 Herl-rodent (J)Jg) 

0009833983-2 - Oncogenicity -	 'rol\l A,B,F ,H YES 
000993526/2 	species: 
00098353-	 Rat (preferred), arrl 

-	 ~se (preferred) 

A,B,F,H YES 0009834783-3 - Teratogenicity 
001140912 	species: 


- Rat 


-	 Rabbit 

A,B,F,H YES 0009834883-4 - Reprodlctiai - Rat 'roA.I 
2-qeneraticn 

KJTAGENICITY TESTIR; 

A,B,F,H YES 00098343 00 
84-2 - Gene Mutatiai (Ames Test) 1'il\I 

00098345 

TGAI A,B,F,H YES 00098343 ID 
84-2 - Structural OiroaDsomal 


Aberratic:n 

00098345
A,B,F,HOther Ger¥Jtoxic Effects84-4 
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TABLE A 
Gf.NERIC DATA RfUJI~ FOR FOSE'IYlr-AL 

Data Requirement 	 Testl/ use2/ lkies EPA Bibliographic Must Additional ·rime Frqne
Substance Pattern Have Data? Citation Data be for3/ 

Submitted? Subni.ssim 

'158-135 ToximlOCJ.Y: - Cattirua:I 

SPECIAL T&STit«:; 

85-1 - General Metabolism PAI or PAIRA A,B,F,H 	 00098358 

85-2 - Der1&l Penetratial Clloioe Not. awl icable 

86-1 - Ibnestic AnilBl Ox>ioe Not applicable 
Safety 

1/ 	 Q:mpositial: 'IGA...I = Tedmical Grade of the active ingredient: PAI = Pure active ingredient; PAIAA =Pure active 
ingredient, radiolabelled: 010ice = Oloioe of several test substances determined on a case-by-case basis. 

2/ 	 'ftle use patterns are coded as follows~ A = Terrestrial, Food Crq>; B = Terrestrial, Non-Food; c -= Aquatic, Fcx:xl 
Crq>: D == Aquatic, Nal-Food; E = Greerilouse, Food Crq>; F :::z Greenhouse, Nal-Food: G = Forestry; U = llJmestic, 
outdoor: I = Inkx>r. 

3/ 	 Data al&t be subaitted within the indicated tilm!fcames \lt'hidl begin upon receipt of the Guidance lbcurent. 

4/ 	 'ftle rabbit ()['al IJ>so is used to fulfill this requirement because it is the 11DSt sensitive species for oral 
toxicity. 

5/ 	 'ftle 90-day feeding studies requirements are superoeded by the dlrooic feeding stt.dies listsl in 83-1. 

6/ 	 Study was cxnlucted with phosphorous acid metabolite. 
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'L ...l A 

GtNERIC DATA REUJIRl:MENI'S ~UR FUSE'IYL-Al 


Data Requirement Test 11 Use2/ Does EPA Bibliographic Must Additional 'I'i me Pr<:\ft! 
Substanc.-e Pattern Have Data? Citation Data be for3/ 

SUbmitted? SuUnissicn 

§158.145 Wildlife and 
1tquatlc Organisms 

AVIAN AND ~ '11!Sl'DIJ 

71-1 - Aa.lte Avian Oral 'l'o1dcity 'roA.I A,B,F,H YES 00098360 

71-2 - Avian fbbelcute Dietary TGlU A,B,F,H YFS 
To:d.city 

00098362- Upland Galle Bird, and 

00098363 


- waterfa.rl 


71-3 - Wild Malmal Toxicity 'm'I A,B 00 

A,B 0071-4 - Avian Reproductiai TGAl 
- Upland Galle Bird, a.Bi 

- Waterfowl 

A,B NO71-5 - Siaulated Field Testing 
- Ma.aals, ard 

- Birds 

A,B- Actual Field Testing 

- RllMf' ls I a.rd 


- Birds 
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T~A 

GWERIC o.ea'A REX:lUIRMNJ:'S FOR FOSE'lYl.rAL 

Data Requirement 	 Testl/ Use2/ £bes EPA 
Substance Pattern Have Data? 

§158.145 Wildlife~ 
- ~tic Organiw - Cklltinued 

M:JJATIC 0~194 Tml'llll 

72-1 - Freeh.irater Fish Toxicity 	 TGAI A,B,F,H 

- Colc>later Fish Species, 

and 


- Wa.nwater Fish Species 

A,B,F,H72-2 - Acute Toxicity to TGAI 
Frest111ater Invertebrates 

72-3 - Acute Toxicity to TGAl (A,B]~ 
Estuarine and Marine 
organisms 
- Fish 

- tt:>llusk 

- Shrimp 

Not applicable72-4 - Fish F.arly Life St.age, 

and 

- Aquatic Invertebrate 


Life-Cycle 


Not awlicable72-5 - Fish - Life-Cycle 

Bibliographic 
Citation 

00119526 

00128944 

01128943 

00147360 

00147359 

00098368 

Must Additional 
Data be 
Submitted? 

NO 

Tiine Frqme 
for3/ 

Submissioo 
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TABLE A 

GlliERIC Dl\TA REXlUIRtMENI'S l<'OR .PQSEI"iL-AL 


Data Requirement Testl/ use2/ IX>es t;I>A Bibliographic Must Additional Tine Frqim 
Substance Pattern Have Data? Citation Data be f or3/ 

Submitted? Sutmissioo 

§158.145 	Wildlife and 
Aqllatic Oljiirlam - Cmtinued 

72-6 - Aquatic Organ.in TG"1, PAI OR Not applicable 
A<x>•••l.atian Degradation 

Prcnict 
- cruataoaan 

- Fish 

- Insect 	Nynpll 

- fobllusk 

72-7 - SiaulatEd Field Testing Not applicable 
- Aquatic Organism 

- Actual Field Testing 

-lqlatic Organisms 
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TABLE A 
GmERIC DATA RWJIRD1ENI'S FOR m5E:rn.-AL 

l/ Colpoeitiai: 1':iA.I '"" Technical grade of the active ingredient; PAlRA = Pure active ingredient,
radiolabelled; TEP • Typical eoo-use product. 

2/ 	The use patterns are aodalS as follows: A :: Terrestrial, F<Xld Crq>; B = Terrestrial, Non-Focd; 
C =A£p.tatic, Fbod Crop1 D • Ai:pJatic; Ncn-Food; E = Greenh:Aise, Food Crop; F = Greemouse, Non-Foxi; 
G .. Forestry; H • Dometlc OUtdoor; I "" Inckx>r. 

3/ 	Data IUSt be submitted within the indicated tiEframes which begin lJlX>ll receipt of the Guidance £b::llnent. 

4/ 'nlere is no requlr..ent slnoe the •mal ian toxicity data irdicate that the chemical will pose a lcw 
potential risk to wild animls. 

5/ 	'fttese data are not required for the uses <XJYered by the standard based on the short half-life of fosetyl-Al 
wlder aerobic a:n:litiais and the octanol/water pa.rtitioo coefficient that indicate persistence and aCOJnulation 
is not expected. 'ftlese data aay be required for additional uses. 

6/ 	Required to suftX)rt the citrus and turf uses. 
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'1.-.dLE A 

GmEJUC DM'A Ral.JlmHNI'S FOR FC6E'l'YlrAL 


Data Requirement Testl/ 0se2/ Does EPA Bibliographic t-tist Additional Time Fr/
Substance Pattern Have Data? Citation Data be forl 

Submitted? sutmi.ssioo 

§158.150 Plant Protection 

121-1 - TARGET AREA EP B 
mnt:m'.>XICI'IY 

~MG£1' MFA ffl'tlUIOXICI'l'Y 

TIER I 

122-1 - Seed Germinatioo/ B NO 

Seedling Paergence 

122-1 - Vegetative Vi<,J>r 'roAI B tD NO 

1'() YES4/ 9 l'ID!\ths
122-2 - Aquatic Plant GrOlith ~ B 	 

TIER II 

123-1 - Seed Germioatioo/ B NO 


Seedling Ellergenoe 


123-1 - Vegetative Vigor 'rol\I B NJ 	 NO 


Reservea5/

~ B w123-2 - AqUatic Plant GrDlth 


TIER III 


001'()TEP B124-1 - Terrestrial Field 

Reserved6/


TEP B w 	 124-2 - Aquatic Field 

54 




TABLE A 
cmmuc ~TA Ra;)JIREMF.Nl'S FOR FOSt.'Tnr-AL 

F<X1lWJ't::S; 

1/ Calpoeitiau 'rol\l • Tedmical grade of the active iD]redient; PAI = Pure active ingredient; 
PA.IRA == Pure active ingredimt, radiolabelled; TEP = Typical erd-use product; 
EP "" End-use proiact. r" 

2/ The use patterns are CQ(ta4 aa follows: A "" Terrestrial, FocXl Crq>: B = Terrestrial, Non-Focd; 
C =- hp.latic, Food Cl'op1 D • Aquatic; Nell-Food; E = Greenha.lse, Food Crq>: F =Greenhwse, Non-Food; 
G • Forestry; H • ~tic Outdoor; I "" Irdoor. 

3/ Data mst be sutaitted within the indicated timefra.mes which begin upon receipt of the 
Qiidance ~t. 

4/ Required due to the persistence in water (hydrolysis degradatioo less than 10% after one nr:inth). 

5/ Reserved based oo the results of Sectim 122.2-AqUatic Plant GrQtith (Tier I). 

6/ Reserved based on the results of section 123.2-Aquatic Plant Growth (Tier II). 
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TABLE A 
GmERIC DM'A IIDJJIRtMF.Nl'S FOR FQSRNL-AL 

Data Requirement Testl/ use2/ Bibliogra?lic Must Additional Time Fr~ 
Subltanoe Pattern Have Data? Citation Data be forl/ 

Sut.mitted? SUblliss icn 
,· ~... 

§158.155 Nontarget If!!!St1 . 

141-1 - Heney bee acute 
A,B,H YES 9 M:nthsamtact tad.city 

141-2 - Hcmey bee - toxicity A,B,H ReservedV 
of resi<lles al 

foliage 

141-4 - Heney bee suba01te (Reserved) 
feeding studj 

TEP A,B,H Reserved~141-5 - Field testing for 
pollinators 

lOfl'~ Il&:'Cl' TmTit«; 
MJJM'IC Wis: 

(Reserved)142-1 - Acute toxicity to 
mpltic insect.a 

(Reserved)142-1 - 1'platic insect 

life-cycle study 


(Reserved)142-3 - Siallated or actual 

field testio;J fer 

aquatic insect.a 


(Reserved)143-1 - lDft'ARZl' INSfCT 

thru 'l'ES'l'Il«i -~ 56 
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TABLE A 
GllEUC o.a.TA RWJIRDmfl'S FOR FOSEMr-AL 

1/ 	 c.o.positicn: 'OOIU ,. Technical grade of the active ingredient; TEP =Typical em-use prodlct. 

2/ 	 The use patterns are •lll;JUI folla1a: A = Terrestrial, Food Crq>; B = Terrestrial, Non-Food; c = Pquatic, 
Food Crq>; D =kpatic, ~; E =Greenhouse, Fcxld Crq;>; F =Greenhouse, Non-Food: G = Forestry; 
H ,. Dcmestic OUtdooC'1 I • lnCloor. 

3/ Data mat be 8\hlitt.ed within the indicated tieeframes whidl begin U.EXJO receipt of the Guidance Document. 

4/ Rsquir..ant ia r~ pmM.ng receipt of data fraa the awte <Xl'ltact stldy (141-1). 
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TABLE B 

PKllJCT SP~IFIC °"TA RQJIR&efl'S FDR MANlFACroRING-OSE PROl.U..'WfS <XNl'AlNlNG t-U>ETYL-AL 


Data Requirement Teatl/ uee2/ Does EPA Bibliographic Must Additional Time Frf 
Sut.tance Pattern Have Data? Citation Data be for3 

Submitted? SUbni.ssim 

fl58.120 Product~·.~ 

Product Identity: 

61-1 - Pro&lct Idantit:y and, MP All YES 00098325 ~ 
Diacloeure of 
l~ent.8 

61-2 - Deacriptlcn of Begiming Ml? All YES 00098325 

Materials and 
Manlfacturing Proaeaa 

HP All 0009832561-3 - Oi8CU88ial of Formati<m 
of I111puities 

Anal~is ar¥1 Cert ificatiat of Product 
I~ ients 

MP All YES 00098325 0062-1 - Preliminary Analysis 

YES 00098325 NOMP All62-2 - Certifioatiat of Limits 

00098327 NO
62-3 - Ma.lytical Meth:xts to Verify MP All YES 

Certified Limit 

Fhyllioal and OMmical <baracteristica 

00098325 00MP All YES63-2 - Ollar 


00098325 NJ
MP All YES63-3 - Alysioal State 
00098325 00HP All YES63-4 - Odor 

58 

http:SUbni.ss


TABLE B 

PlQXJCl' s~u-·rc ~TA REUJIREMml'S FOR MAWFACI\JRIN<HJSE ~ <llll'AINING ffiSl:."T"lL-AL 


Data Requireaent Testl/ 
Substance 

Use2/ 
Pattern 

Does EPA 
Have ~ta? 

Bibliogra(i\ic 
Citatioo 

fwl.lst Addi l iona1 
Data be 
submitted? 

Tiine Frr 
forl 

SUbnissicn 

f 158. 120 Product Chami!ffl;~tinued) 

('&aical and Q\Mdoal. a.ncteriatica 
ec...tlnued) 

63-7 - Density. Bulk O.Wity, 
Specific Gravity 

oc 14> All YES 00098325 

63-12 - pt MP All YES 00098325 00 

63-14 - Oxidizi119 or Rer:llcing 
Action 

HP All YFS 00098325 00 

63-15 - Flamrehility HP All YFS 00098328 NO 

63-16 

63-17 

- Explodability 

- Storage Stability 

MP 

MP 

All 

All 

YFS 

YES 

00098328 

00098325 

00 

YES 6 nvnths 

63-18 - Visa:>eity MP All Not ag>licable 

63-19 - Miscibility 

63-20 - Corrosion O\aracteristics 

MP 

MP 

All 

All 

Not awlicable 

YES 00098325 00 

Other ~ir.-ntss 

64- l - sumittal of aaq>les MP All 00098325 
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TA&E B 

PRDJCT SP~IFIC OM'A RE(JJIHfMFNl'S FOR MANUFAC'I\JRING-USE PRJllJCI'S <XNl'AINIOO FOSETYL-AL 


l/ 	Calp.)eitioo: 'rol\I :a TeduU.cal grade of the active ingredient; TEP = Typical end-use product. 
MP = Manufacturing~ ~· 

2/ 	 The use patterns are ocdld u follows: A = Terrestri'al, Food Crcp; B = Terrestrial, Non-Focn; c "" Aquatic, 
Food Crop: D • Aquatic. Nal-Pood; E =GreerilDwle, Food Crq>; F =GreenhaJSe, Nan-Focn: G "" Porestry; 
H =ix..tic Outdoor; I • Indoor. · 

3/ 	 Data met be BlDitted within the indicated timeframes which begin upon receipt of the Guidanc~ l)Jcument. 
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TABLE B 
PIOXJCT SP~IFIC [l.l\TA IUUJIREMENI'S FUR MANUFACI'URING-USE PR>DlCTS aNI'AINING ffiSl'..TilrAL 

oata Requirement Testl/ Use2/ Does EPA Bibliographic Must Additi<Xlal Time Frye 
Substance Pattern Have ~ta? Citatioo Data be for3 

Submitted? Suanissioo 

§158.135 Toxicology 
KUl'E Tml'IYJ 

81-1 - Acute Oral To:d.clty - Rat MP A,B,F,H YES 00098330 00 

81-2 - AcUte Derml Toxicity MP A,8,F,H YES 00098331 NO 

- Rabbit 

0009833281-3 - Acute Inhalation Toxicity MP A,8,F,H 
- Rat 

A,B,F,H YES 0009833381-4 - Primary Eye HP 
Irritation - Ratbit 

HP A,B,F,H 	 00098334 NO81-5 - Primary Derual 
Irritation - Rati>it 

MP A,B,F,H YES 0009833581--b - oerel Sensitization 
Guinea Pig 

1/ 	 caipoaitian: 'lQI = Technical grade of the active ingredient; TEP = 'fypical end-use product. 

HP = Manufacturing-use product. 

2/ 	 'ftle use patterns are coded as follows: A =Terrestrial, Food Crq>: B = Terrestrial, Non-Food; c = Aquatic, FocxJ Crcp; 

D = Jtq.&atic, Ncn-Food; E "" Greerilouse, Fcx:>d Crq>; F = GreenhalSe, Ncn-Food: G = Forestry; H = lbmestic outdoor; 


I • 	 Irdoor· 

3/ 	 Data Dl8t be submitted within the indicated timeframes Which begin upon receipt of the Guidance [):)curent. 
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TABLE C 
PKD.L'T SPfrlFIC CV\.TA REU.11~ EUR END-l5E PlQJ.Cl'S CXNl'AINING 1'USE'IYL-AL 

Data Requirement Testl/ 
SUbetance 

use2/ 
Pattem 

I:bes EPA 
Have Data? 

Bibliographic 
Citatit'rl 

~st Additional 
Data be 
Submitted? 

Time Fr/
for3 

sutmissim 

§158.120 Product Chemi11t!y 

Prodlct ldentit~: 

61-l - Pr<nlct Identity and 
Disclosure of 
Ingredients 

61-2 - Deacripticn of Beginning 
Materials and 
Manufacturing Prooese 

61-3 - Diecuseiat of Formation 
of Iquritiee 

EP 

All 

All 

All 

Partially 

NJ 

Reg.Jacket 
(359-706) 

YES4/
-

YESS/ 

YFSf>/-

6 lll)(lths 

6 aonths 

6 11a1.ths 

Anal~sis and Certification of Product 
Ingredients 

62-1 - Preliminary Analysis 

62-2 - Certificatioo of Lim.its 

62-3 - Analytical Methods to Verify 
Certified Lilli t 

EP 

EP 

EP 

All 

All 

All 

007/ 

'illi8/-
YF.S9/ 

-

12 uonths 

12 HDnths 

!!1,yaical and Cllemical Characteristics 

63-2 - Color 

63-3 - Physical State 

63-4 - Odor 

EP 

EP 

EP 

All 

All 

All 

YES 

YES 

YES 

00098325 

00098325 

00099325 

t.¥J 

00 

t.¥J 
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Tl\bJ..t: C 

Pkn.JCT SP'f£IFIC DATA REOOIRfMtNl'S FOR END-USE PR:>U.CI'S mm'AININ3 EUSE:T'iL-AL 


------------ 
Data Requirement Testl/ 

Substance 
Use2/ 
Pattern 

lbes EPA 
Have Data? 

Bibliographic 
Citation 

Must Additional 
Data be 
Submitted? 

Time Fr/
for3 

Submissi01 

'158. 120 Product <llesaistcy ( Qx\tinued) 

Physical and Olemioal Q\aracteriatics 
remtirued) 

63-7 - Density, Bulle Density. or 
~ific Gravity 

63-12 - Pi 

63-14 - Oxidizing or Rec)Jcing 
Act.ioo 

63-15 - Fla.omebility 

63-16 - Explodability 

63-17 - Storage Stability 

63-18 - VisCXlSity 

63-19 - Miscibility 

63-20 - Corrosion O\aracterietics 

63-21 - Dielectric Breakdown Voltage 

EP 

EP 

EP 

EP 

EP 

t:.P 

EP 

EP 

EP 

EP 

All 

All 

All 

All 

All 

All 

All 

All 

All 

All 

Partially 

NJ 

NJ 

tD 

tD 

tD 

tD 

tD 

tD 

00098325 

00098325 

00098325 

YESlO/ 11/
- -

wlO/ 12/ 
- --

YtSlO/ 13/
- -

mslO/ 14/ 
-- -

YESlO/ 

YESlO/ 15/ 
- _..... 

nslO/ 16/ 
- -

n:slO/ 

YESlO/ 17/
- -

6 ronths 

6 non.ths 

6 ROnths 

15 nonths 

6 nonths 

6 nonths 

15 IJVl'lths 

6 nvnths 

Other Requirements: 

64- 1 - sw.ittal of eaJIPles EP All Not AWlicable NO 
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Tl ... 
PR:lOU....'T SPB:IJ.o,IC IY\TA REXl.JI~ FOk ~USE~ CX>NI'AINING FOSt.TYL-AL 

l/ EP =EJld-uae Prodact 
2/ '11le use patte~ are a:>ded as follGls: A =Terrestrial, Food Crop; B =Terrestrial, Noo-Food; c = Aquatic, F()()j 

Crop; D .: Aquatic, tbl-Food; E = Greemouse, Food Crop; F "" Greenhaise, Non-Food: G :..::. Forestry; H = l:bmestic 
Out&:lor; I = Indoor. 

3/ De.ta ll.IBt be submitted within the indicated timefranes whim begin upon receipt of the Guidance CX:lcuuant. 
4/ '111e. dlemical ~· nail.Dill ocmcentratial, Cllemi~l ~tract~ Service (CAS) Reqistry Number, and purpJSe of the 

act.1 ve ingrechent and eadl intentionally added rnert ingredient uust be provided. For the active ingredient, 
the follcwing 11.lSt alao be provided: the product nane, trade name, and aJllll1IXl name; the aolerular, structural, 
and eq>irical fcraulaa; the 110lecular weight or weitjlt rarw:je; and any experirental or internally assignm 
cx:>apany oode n..llltlers. 

5/ 	Calplete infonBticn DlSt be provided regarding the nature of the process (batch or oontinurus), the relative 

a.10.mts of beginning mtertals and the order in whim they are added, a statement of whether the process for 

procilcing the prodJct. inwlws intended chemical reactions, equipment used to proouce the final product, 

pirificatia\ proaedJres, an! quality CO'ltrol measures. In additioo, the name and address of the manufacturer 

producer, or supplier of each beginning material lll.18t be provided, alcnJ with informatioo regarding the 

properties of eadl beginning material used to manufacture each product. 


6/ 	A detailed di8Cl.188iai of all i111pJrities that are or may be present at >0.1%, based oo kn<Mledge of the 

beginning materials, dlemical reactions (interded and side), if any, in the manufacturing prOCEss, and arr/ 

aJntaminatioo d.tring and after prcdlctioo D.lSt be submitted. 


7/ 	Five or n:>re representative sanples D.lSt be analyzed for the arount of active ingredient and each inpurity 

for which a certified lilllit is required. Cbaplete validatic:v data (accuracy, precision) nust be submitted 

for eadl analytical method used. A preliminary analysis of end-use proc1ucts 111.Jst produced by an integrated 

forrulatioo system are required oo a case-by-case msis cnly. 


8/ 	Upper and lower limits for the active ingredient and eadl intentionally added inert, and upper limits for each 
ilplll'ity pcesent at >0.1' (w/w) and eadl "toxicologically si<_J'lificant" illpUI'ity present at <0.1% (w/w) nust be 
provided and oertifiid. A statement regarding the aocurac.y and precisioo of the stated limits should also be 
provided. IJ.mits for iapurities not associated with the active ingredient need be provided only if they are 
considered to be of toxiCX>logicalSI"gnificance, reqardless of the coocentration at which they are present. 
CertificatiCWl& a.1st be submitted en EPA Form 8570-4 (Rev. 2-85).

9/ Analytical -t:hode llUSt be provided to determine the active ingredient, toxicologically significant. iapurity, 

or intentiana.lly a&led inert for which oertified limits are required. Each metho:l rust be acconpamed by 

validaticn studies irdicating its accuracy and precisicn. These methods DlBt be suitable for enforcement 

of 	oertified limits. . 

10/ 	Physioochemical dlaracteristics (oolor, fhYsical state, odor, specif~c 'F~v~ty, pi, ox~dizing or r~uc~BJ 
action, flammability, explodability, storage stability, visoosity, ansc1b1l1ty, a::>rros1cn.char~cter1st1cs, 
and dielectric break<him voltage) as required in 40 Q"R Part 158.120 and mre fully described w the 
Pesticide Assessment ~idelines, Subdivisia\ D DUSt be submitted. 
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TA&.......:. C 
PRXXX.'T SPB:;IFIC Jl.f\TA REUJIREMFNI'S fUR END-USE ProCX..CrS OONl'AINIOO FOSE'IYI..-AL 

11/ 	Required if the test substance is dispersible with water. 
12/ 	Required if the prodlct <X»l.tains an oxidizing or reducing agent. 
13/ 	Required if the prodlct cxntains cnrtustible liquids. 
14/ 	Required if the pr<dJct ie potentially explosive. 
15/ 	Required if the pEab:t i• a liquid. 
16/ 	Required if the prc::xilC:t la a liquid and is to be diluted with petroleum solvents. 
17/ 	Required if the pralJct la a nai-<Xlnductant liquid and is intended for use in or arumd 

electrical equipmalt. 
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TAa... 

PR.:XX.JCI' SPB::IFIC DATA RiXJJIRE.MENrS FOR f.NIHJSE Pk>ttJC"l'S <llll'AINIOO 1'USE'IYL-AL 


Data Rsquirenent Testl/ 
Su~tanoe 

use2/ 
Pattern 

Does EPA 
Have Data? 

Bibliographic 
Citation 

l't.Jst Additional 
Data be 

Time Fr'ue 
for3 

SUbmitted? Subinissicn 

§158.135 Toxicology 
ACl1l'E 'l"tS'tlt«; 

81-1 - Acute Oral Toxicity - Rat EP All YES 00122781 NO 

81-2 - Acute Derml ToKicity EP All YE5 00122782 NO 

- Rati>it 

81-3 - Acute Inhalation Toxicity EP All YES 00122783 
- Rat 

81-4 - Pr h:ary Eye All YES 40131101 NO 

Irritation - Ratbit 

81-5 - Primry Oertel 
Irritation - Ratbit 

EP All 00122785 

Bl-6 - Dermal Sensitizaticn - fP All YES 6 ll'Ollths 

Q.linea Pig 

1/ Ccwp18itiau fP = End-use product. 

2/ 1'le use patterns are cx>ded as follows: A ... Terrestrial, Food Crq>; B ; Terrestrial, Non-Fcx:rl; C = Piqua.tic, Fcx:rl 
Crop: D == .1>&flatic, Mal-Food; E = Greelilouse, Food Crop; F = Greenhcuse, Non-Food: G = f'orestry; H = I:bmestic 

Outd:x>r; I ... Indoor". 

3/ Data aiat be subaitted within the indicated timeframes whim begin up:>n receipt of the Glrlance ~nt. 
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SUMMARY~! 

LABEL CONTENTS 

40 CPR 162.10 requires that certair. specific labeling 

atatemer.ts appear at certain locat1or.a or. the label. This 

is referred to as format labelinf • Specific label items listed 

below are keyed to the table at he end of this Appendix. 


Item l. PRODUCT NAME - The name, brand or trademark is 

required to be located on the front panel, preferably cer.tered 

ir. the upper part of the panel. The name or a product will 

not be accepted if it 1s false or misleading. 


Item 2. COMPANY NAME AND ADDRESS - The name and address 

or the registrant or distributor ia required on the label. 

The name and address should preferably be located at the 

bottom of the front panel or at the end or the label text. 


Item 3. NE? CONTENTS - A r.et contents statement is 

required or. all labels or on the container or the pesticide.

The preferred location is the bottom of the front panel 

immediately above the company name and address, or at the er.d 

ot the label text. The net contents must be expressej 1n the 

la~gest suitable unit, e.g., "l pound 10 ounces" rathe~ thar. 

"26 ounces." Ir. addition to English units, net conter.ts may 

be exp~essed in metric units. [~O CPR 162.lO(d)] 


Item 4. EPA REGISTRATION NUMBER - The registration 
numbe~ assigned to the pesticide product must appear on the 
label, preceded by the phrase "EPA Registration No.," or "EPA 
Reg. No." The registration numbe~ must be set in type or a 
size ana style similar to other print on that part or the 
labe~ on which it appears and must run parallel to it. The 
registration number and the required identifying phrase must 
not appea~ ir. such a manner as to suggest or imply recommer.datior. 
or er.dorsemer.t ot the product by the Agency. 
(~O CPR 162.lO(e)] 

Item 5. EPA ESTABLISHMENT NUMBER - The EPA establishment 
number, p~eceded by the phrase "!PA Est." ia the tina~ estab
lishment at which th• product waa produced, and may appear 
1n any suitable location on the label or immediate containe~. 
It must also appear on the wrapper or outside container or 
the package it the !PA establishment number on the immediate 
contain•~ car.not be clearly read through such wrapper or contair.er. 
(40 CFR 162.lO(t)) 

Item 6A. INGREDIENTS STATEMENT - Ar. ingredients statement 
is required or. .the front panel. The ingredients statement must 
contain the name and percentage by weight or each active tngredier.t
and the total percentage bJ weight or all inert 1ngred1enta. 
The preferred locatior. ia immediately below the product name. 
The ir.gredier.ta atatemer.t must run parallel with, and be clea~ly 
d1atingu1ahed trom, other text on the panel. It muat not be 
place~ ir. the bod7 ot other text. (40 CPR 162.lO(g)] 

~ 
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SUMMAR!-2 


Item 6B. POUNDS PER GALLON SiArEMENT - For liquid ag~1cul

tural tormulatior.s, the pounds per gallon or active 1ngred1er.t 

must be 1r.d1cated on the label. 


Item 7. FRONr LABEL PRECAUrIONARY STAl'EMENTS - Fror.t panel

precautior.ary atatemer.ts must be grouped together, preferably 

w1thir. a block outline. The table below shows the minimum type

size requirements tor various size labels. 


Size or Label Signal Word "Keep Out of Reach 
or. F.ror:t Panel Minimum Type Size or Children" 
ir. Squaroe Inches All Capitals Minimum Type Size 

5 and under 6 point 6 point
e&bove 5 to 10 10 point . 6 point
above 10 to 15 12 point 8 point
above 15 to 30 11' point 10 point 
over 30 18 point 12 point 

Item 7A. CHILD HAZARD WARNING STATEMENT - The statement 
"Keep Out of Reach of Children" must be located on the front 
par.el above the signal worod except where cor.tact with children 
du~1r.g dist~ibutior. o~ use is unlikely. (40 CPR 162.10(h)(l)(11)) 

Item 7B. SIGNAL WORD - The signal word (DANGER, WARNING, 

or CAUTION) is required on.the front panel 1mmed1atel1 below 

the child hazard wa~r.ir.g statement. [~O CPR 162.10 (h)(l)(i)] 


Item 7C. SKULL & CROSSBONES AND WORD "POISON" - On products

assigned a toxicity Category I on the baaia or oral, deMDal, 

o~ inhalation toxicity, the word "Po1sor." ahall appear on the 


·1abel 1r. red on a background or distinctly contrasting color and 
the skull and crossbones shall appear in immediate proximity to 
the word POISON. (•O CPR 162.lO(h)(l)(i)] 

Item 70. STAl'EMENl' OP PRACTICAL'TllEA'l'MENT - A statement 

ot practical treatment (tirat aid or other) ahall appear on 

the label or pesticide products in toxic1t7 Categories I, 

II. and III. [•O CPR 162.10(h)(l)(111)J 

Item 7!. --RDERJUL STATEMENT - The statement "See Side 

(or uack) Panel tor Additional P~ecautionar1 Statements" 1a 

required on the tront panel tor all products, unless all 

requ1red.precautionar1 •tatementa appear on the rront panel. 

(40 CPR 162.10(h)(l)(111)] 


Item 8. SIDE/BACK PANEL PRECAUTIONARY LABELING - The 

p~ecauttonar1 atatementa liated below must appear together 

or. the label under the heading •pft£CAU1'IONARY STAl'EMENl'S." 

The preferred location 11 at the top or the aide or back 

panel preceding the directions tor use. and it ta preterred

that these statements be surrounded by a block outline. Each 

or the three hazard wa~r.ing statements must be headed bJ the 

appropriate hazard title. (qo CPR 162.lO(h)(2)]. 


I 
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SUMMARY-3 
-

Item 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Whe~e a 

haza~d exists to humane or domestic animals, precautionary 

statements are required indicating the particular hazard, the 

~oute(s) of exposure and the p~ecautions to be taken to avoid 

accident, ir.jury or damage. [~O CPR 162.10(h)(2)(i)) 


Item 88. EHVIRONMEN!AL HAZARD - Where a hazard exists to 

nor.-target organisms excluding humans and domestic animals, 

precautionary statements are required stating the nature of 

the hazard and the appropriate precautions to avoid poter.tial

accident, injury, or damage. (~O CPR 162.lO(h)(2)(11)) 


Item Sc. PHYSICAL OR CHEMICAL HAZARD - PLAMMABILI?Y 
Precautionary statements relating to flammability or a product 
are required to appear on the label if it meets the criteria 
in the PHYS/CHEM Labeling Appendix. The requirement is 
based on the results of the flashpoint determinations and 
flame extension teats required to be submitted to~ all products.
These statements are to be located in the aide/back panel 
precaut1or.a~y statements section, preceded by the heading 
"Physical/Chemical Hazards." Note that no signal word is 
used in cor.junct1or. with the flammability statements. 

Item 9A. RESTRICTED USE CLASSIFICATION - FIFRA sec. 3(d) 
~equ~res that all pesticide formulations/uses be classified 
tor either ger.eral or restricted use. Products classified 
for rest~icted use may be limited to use by certified applicators 
or persona under their direct supervieior. (o~_may be subject 
to other restrictions that may be imposed by regulation). 

In the Registration Standard, the Agency has (1) indicated 
certain formulat1ona/ueea are to be restricted (Sectior. IV 
indicates why the product has beer. claaaitied ror rest~tctej 
use); or (2} reserved ar.y elaaa1ticatior. decision until 
appropriate data are aubmitted. 

The Regulatory Position and Rationale states whether 
products containing this active ingredient are classified 
for restricted use. Ir they are restricted the dratt label(s) 
submitted to the Agenc1 as part or your application must 
reflect this deteMD1natton (•••below). 

It JOU do not believe that your product should be claas1f1ed 
for rest~1cted uae, JOU must aubmit any intormation ar.d 
rationale with 1our application tor reregiatratior.. Ourtr.g 
the Agenc1'• review or 1our application, your proposed clasa1
r1cation deteMD1nat1on will be evaluated in accordance with 
the provisions ot ~O CPR 162.ll(c). You will be not1t1ed or 
the Ager.cy's claasiricatior. decision. 

I 
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SUMMARY~4 

Claaa1ricat1on Label1r.g Regu1remer.ts 

If your p~oduct has been classified tor restricted use,

the following label requirements apply: 


1. All uses restricted. 

a. The statement "Restricted Use Pesticide" must 
appear at the top or the front panel of the label. The 
statement must be set in type or the same minimum size 
as require~ tor human hazard signal word (see table in 40 
CPR 162.lO(h)(l)(iv) 

b. Directly below this statement on the ·rront panel, 
a summa~y statement of the terms or restriction must 
appea~ (including the reasons ror restr1ct1on 1r specified
in Sectior. I). If use is reetrict~d to certified applicators,
the following statement is required: "Por retail sale 
to and use only by Certified Applicators or persons
under their direct supervision ar.d only ror those uses 
covered by the Certified Appl1cato~'e Cert1f1cat1or.." 

2. Some but not all usee restricted. It the Regulatory
Position and Rationale states that aome uaes are claes1f1ed 
for restricted use, and some are unclassified, several courses 
of action are available: 

a. You may label· the product tor Restricted use. 
If you do so, you may include on the label uses that 
are unrestricted, but you may not distinguish them 
or. the label as being unrestricted. 

b. You may delete all restricted uses from your 
label ar.d submit draft labeling bear1n& only unrestricted 
uses. 

c. You may •apl1t" your reatstration, 1.e., register 
two separate products with identical rormulat1ona, or.e 
bea~1r.g or.ly ur.reat~icted uses, and the other bearing
restricted u1e1. To do 10, submit two appl1cat1ona tor 
rerea1atrat1on, each containing all torm• and neceaaary
labele. Both applications should be submitted aimul
taneou1l1. Hote that the products will be assigned 
sepa~ate registration numbers. 

Item 98. MISUSE STA?EMENl' - All products must bear the 
misuse statement, ~rt 1a a violation or Pederal law to use 
this prodUct in a mar.ner 1nconaiatent with its labeling.•
Thia statemer.t appears at the beginning ot the d1rect1one 
tor use. directly beneath the heading of that aectior.. 

I 

7 1 

http:Regu1remer.ts


SUMMARY-5 

Item lOA. REENrRY STATEMENT - If a reer.t~y interval 

has beer. established by the Agency, 1t must be included or. 

the label. Additional wo~ker protection statements may be 

required 1n accor~ance with PR Notice 83-2, March 29, 1983. 


Item lOB. STORAGE AND DISPOSAL BLOCK - All labels a~e 
requ1~ed to bear storage and disposal statements. These 
statements are developed for specific containers, aizea, and 
chemical content. These 1natruct1ona must be grouped and 
appea~ under the heading "Sto~age and D1apoaal" in the d1~ect1or.s 
for use. This heading must be aet 1n the same type sizes as 
required for the child hazard warr.ir.g. Refer to Appendix II, 
STOR, PEST/DIS, and CONT/DIS to determine the storage and 
disposal 1natruct1ona appropriate tor 1our products. 

Item lOC. DIRECTIONS FOR USE - Directions tor uae must 
be stated in te?"l!ls which can be easily read and understood by 
the average person likely to use or to supervise the use of 
the pesticide. When followed, directions must be adequate to 
protect the public from fraud and from personal inJu~y an~ to 
prevent unreasor.able adverse ettects on the environment. 
(~O CFR 162.10] 

COLLATERAL LABELING 

Bulletir.s, leaflets, circulars, brochures, data sheets, 
flye~s. o~ other writter. or graphic printed matter which is 
referred to on the label or which is to accompany the product 
are termed collateral labeling. Such labeling may not bear 
claims or represer.tat1ons that differ in substance r~om those 
accepted in connection with registration of the product. It 
should be made part or the response to this notice and submitted 
for review. · 

I 
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SlMlARY-7 
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SlttlARY-8 
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to use this product 1n a 1MJ111er 
inconeietent w1th its labeltng.u 
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guiehable rran f ran other d1rect10ll8 
for use. 
Refer to Appendix II guides S"OOR. 
eotn'/DIS. and PFSI'/DIS for fUC"ther 
information and l'equired statements. 
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§ 16%.JO Labellnc requittmenta. 

<a> G.!1ural-<U Con.ten.u of ~ 
labd. Every pesticide products shall 
bear & label contatntn1 the tntorma
tion apeclfied b7 the Act and the recu
latJom ln this Put. The content.a ot & 
label mun ahow clearll' and promJ
nent.b' the tollo'W'iDr. 
. l't1 'Rle name. brand. or trademark 

under wb1ch the product 1s sold u pre- . 
scnbed 1D parqraph cb> ot tbJa sec· 
Uon; 

<1U The name and address o! the 
producer. recistr&nt. or penon for 
whom produced as prescribed 1D pan.. 
craph <c> of this aectton: 

<W> The net contenta as prescribed 
ln paracrapb <d> of this section: 

<Iv> The product rectstration 
number u prescribed ln parqraph <e> 
of th.la section: 

76 




Environmental Protection A9eftcy 

cv> The produc;tnl' establishment. 
number as prescribed In pangraph en 
ol t.his section: 

<vi> An ingredient statement as pre· · 
scribed in paracraPh <r> of this sec· 
tion; · 

<viO Wa.rnjng or precautionary state· 
ment.s a.s prescribed in P&r3'T'&Ph <h> 
of thi.s section; 

cviH> The directions tor use as pre· 
.scribed ln paragraph <1> of th.Ls sectJon: 
and 

<i.Jc> The use classiflcatton<a> u pre
scribed ln para.graph <J> o! thJs sectton. 

<2> Promin.en.ce and ~t.t11. <U All 
words, statem.ent.s., craphlc represent&· 
tJons. desians or other intormatlon re-
quJred on the libettnc by t.be Act or 
the refU)at.ioa.s 1n th.Lt pa.rt m1.11t be 
clearly lecible to a per'IOD wtth normal 
vtstoa. and must be placed with auch 
consptcuowmesa <u compared with 
other words. st.atements, d•cm. or 
irraphJe matter on the labellnr> and 
expreseci 1n mcb terma u to render it 
likely to be read &ad understood by 
the ord..Lll&ry lndlridual under cuatom
ary conditions of pu.rchue and use. 

<11> All required label text must: 
<A> Se set 1D 6-potnt or larser type; 
CB> Appear on a clear contrutlng 

background: and 
<C> Not. be obscured or crowded. 
(3) La.ngvag~ ta ~ wat. All required 

label or l&bellng text 1b&ll appear ln 
the Endlsh la.nauace. However, the 
~ency may require or the appUcant 
may propose additional ten 1D other 
Ja.nguaces u 11 considered nee ry to 
protect the public. When lddlUonal 
text tn another 1ancuace 11 necHJCf'1'. 
a.ll ~l!.!1c ~u.L~tl wtl1 be 1.1>
l'lled equally to both tbe •:no..,, and 
other-1&1:1.&'Uace •entoal of UM label· 
in.. 

(4) p~ of L46d <l> GeuraZ. 
The l&bel lb&ll ..-rOD or be wur.e
11 att.adled to tile !mmec't•r. coat.eJn. 
er of the pesticide product. Pw par. 
poses of t!WI Seotllm. aad Ula mll
i>rand.IDs pl'O'ft.tdoal of tile .Adi. "• 
cure.b' ~.. lball 11*11 t.ba& • 
label can ret90Dt~ be e'JQ)elUd to 
remain &ttlzed clul1Ds tbe t•••nble 
coadftiom and pertoct of a.. U Ule Im· 
mecll1te coatalaer II eacla1ed wW:dD a 
wn.pper or outlide container tb.roUlh 
which the label cannot be cle&l'IY resd. 
the label must also be MCUnlr at· 

_ 
Act. a pesticide or a device declared 
subJect to the Act pursuant to 
t 182.1~. Js m.bbranded 1f lu l&beUnc ts 
false or m.t.sleedlq 1n any pa.rt!cul&r 
1DclucUns both pestfcidal and non·pes
ttcidal c>alm• Examples of atatement.s 
or representations tn the labeHns 
wb.lcb. comtatuie adaan.nafnr mctude: 

<1> A falle or mJaleadtnr ltatement 
c:oncem1nc ttte cnmpocttton of the 
~•i>due"~ 

<II> A f&lale or mlllMdJnc atat.ement 
coDCel'DJ.Da the eUectlTenesa of the 
product u a~ or cS.mce; 

<W> A t&lle or miaJeadtn1 statanent 
about the n.Jue of tile product for 
purpo1e1 otb.er U:a&D u a pestidde or 
derice; 

<IY) A fU. or mWeecHnc com.paNoa 
wtt.b otb.• p e.addel or~ 

(Y) A:/J:I -~ dlncClJ or lndi<
rect.17 lmDlJ1Dc Ula& the p llCk'lde or 
*9'.lce II reoammmded or eadOned b7 
au acenc7 of tbe Peden! Govern
ment.: 

cvo The name of a pest.tdde •tuch 
eonta.ln.t two or more principal acttve 

§ 162.10 

ta.ched to such outside wrapper or con
tainer, fl it l.s & part Of the Dackqe &s 
customarily di.strtbuted or sold. 

<m T4nk can cznd oth4r buJJC con
tainen-<A> Tran.iJ'C)rtction. While a 
pesticide product 1s fn transit. the ap
propriate provisions of "9 CFR Parts 
170-189. concemJnc the tra.n.sPortatlon 
ol hazardous i:nateJ1aJ.s. and $pecitical· 
ly those provtsfons concerning the la· 
bel.lng, ma.r1Wlg and placard.Ing o! haz.. 
ardous materials and the vehicles ca.r
ryUig them. define the baste Pederal 
requirement.&. In &ddJtlon. when any 
recistered pesticide product ls trans
ported lD a tank car, tank truck or 
other mobile or p0rt&ble bulk conta.t.n. 
er, a copy of the accepted tabel mu.st : 
be attached to the ahipplnc papers. 
and left with the comtcnee at the time 
Of dellVe?'1. 

CB> Stonl.4& Wben pesticide prod
uct.i are stored In bulk ccnta.mers.. 
wbether mobile or stationary, whJcb 
rem&Jn in the ~ ot the user. a 
cop1 of the label of labeHnr, lncludlng 
all appropriate dlrectlom tor use.. &h&ll 
be aecure17 attached to the ccnta.mer 
1n the lmmedlate vtcin1t7 ol the db
charge control VI.Ive. 

(5) Fallie OT mulea.ding I~ 
Punu&Dt to section 2Cq><l><A> ot the 
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ingredients if .the name sugsest.s one 
or more but not aJI such principal 
active ingredjent.s even though the 
names of t.he other ingredient.s a.re 
sta~ elsewhere in the labeling; 

<vii> A true staternent used in such a 
way as to give a !a.Jse or misleading im· 
pression to the purcha.ser: 

cviii> Label disclaJmers whjch negate 
or detract Crom labeling statements re· 
Quired under the Act and these regula.· 
tions: 

<ix> Claims a.s to the sa.lety ot the 
pesticide or its ingredjents. including 
statements such as "sale." ..nonpolson· 
ous.•• ..noninJurious." "harmless.. or 
"nontoxic to humans and pets" With 
or without such a Quali!no. phrase as 
"when used as dJrected": and 

<x> Non-numerical and/or compara
tive statements on the sa.tety of the 
product. lncludi.nc but not Umited to: 

<A> "Cont.aim all natural in&'redl· 
ents": 

<B> "Amons the least toxic chem.t
eals known" 

<C> "Pollution approved" 
(6>Fi1Ull prl.nted. labeling. CJ> Except 

as provided In parqn.ph <a><8>C11> of 
this section. !fnal printed labelipa' 
mu.st be aubmttted and ac:cepted prior 
to rectstratlon.. However, !lnal prt.n~ 
labelinc' need not be submitted until 
dratt label text.! have been provtston· 
ally accepted by the ~ency. 

<tU Clearly lesible rei>roductlom or 
photo reductJons will be accepted for 
unusual labels such u tbOle silk· 
screened d1rect17 oato rJ&m or metal 
cont&l.aen or l&rp a.. or dnam l1bela 
Such reproduc:ttoDI mu.rt. l)e ot mJero. 
tllm reproduction quaUt1. 

~?l> N:z::r.c. ~;un.d. or~ <l> 
The name. br&Dd. or ~ UDdel' 
whlcb the · OE11t>wte rnodllle& ii .aJd 
ah&ll aooeu an &be trans DUe1 ot tile
l&be1. . 

<2> No n.... 1nDd. or tndm&&rk 
ID&1' appear Gil tbe label Wldcb: 

<1> z. false or -W-'"nc. ar 
<W Bu not bem aDD1a1ed bt' the 

Adm.IDllCntor tbroalll ~ or 
mpplanmtal ~ u an addl
uana1 mme DUnUaD& to f laACll><•>. 

(C) Name and addr• ol i*WllDNr. 
&ePttaant.. or penaa tor Wllam. pro
duced. An unquallfted aame and acf.. 
dnm liven on the label lball be con
sJdered u the name and &ddte.11 of the 
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producer. If the registrant's narne ap
pears on the label and the registrant is 
not the producer. or i! the name of the 
person for whom the pesticide was 
produced appears on the JabeJ, it must 
be Qualified by appropriate wording 
such a.s "Packed for • • •." "Distribut
ed by • • •." or "Sold by • • ... to show 
that the name is not that o! the pro
ducer. 

(d> Net weight or me<.t$ure of con· 
tents. <1> The net we!~ht or measure 
ot content shall be exclusive ot wra.p. 
pers or other matenaJs and sh&ll be 
the averace content unless explicitly 
stated as a minimum quantity. 

<2> U the pestlclde ls a liquid. the 
net content statement shall be In 
terms ot UquJd measure at 68. F c2o·c>. 
and shall be expressed ln conventional 
American unJts ot tluJd ounces. pints. 
quarts. &nd p.Uom. 

<3> U the pestlclde Is solid or semt
solld. viscous or p~ or l.s a 
mixture o! UquJd and solid. the net 
content statement ah.all be Jn terms ot 
wef.cht expnssed u avolrdupob
pounds and ounces. 

C 4 >In all cue.!. net content shall be 
stated ln terms of the largest suitable 
units. Le....1 pound 10 ounces,. rather 
tha.n .. 28 ounces." 

<5> In addJUon to the required unJts 
spect,fled. net content may be ex
presaed Jn metric units. 

<6> Vanatfon abo<re minimum con
tent or around an averqe b perm.Jasi
ble onlJ to the exient that It repre
sents deviadon unavoidable In Sood 
mmutacturtnc practice. Varta.t.lon 
below .. stated minimum .. not permit
ted. ID no cue ab&ll..t.be averace con
tent ot tile PIChca Ii a lhlpment tall 
below tbe ltated averace content. 

<e> Prodwd NO'Lltnltfol& •tanber. 
The ~ a•nnher entCl"f'd to 
tbe l*dclde product at tbe tame of 
~ ab&l1 9"*r OD tbe Jabe1. 
Oleoeded bJ' tbe pbrw ...:P.A ~ 
trUaon Ho.." or tbe pbnm .._.A Rec. 
Mo. .. Tiie ~ namtw mall be
• mtne of a.._ and_.. etmnv to 
oelMlr pdDt - Ula& put of tile label 
OD wldcll It IOPMn and lball nm pa' 
&Uel to It. The ~ DUIDher 
and the required fdeatlf,... pbrue 
ab.all not appeu la ludl a manner u 
to sunest or lmplf recommendatJon 
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or endorsement· of the product by the 
Agency.

( n Producing csla.blishmen.ts rcgi.s. 
tra.Uon number. The producing estab
lishment. regist.rat.ion number preced
ed by the .phrase ··EPA Est.'', o( the 
final establishment at which the prod· 
uct was produced may appear in any 
suitable location on the IabeJ or imme· 
diate container. It must appear on the 
wrapper or out.side container of the 
package if the EPA establishment reg
istration number on the Jmmedfa.te 
container cannot be clearly read 
through such wrapper or contaJner. 

<g> /ngred.Um.t .staUm4nt-<1> Gen..c· 
aL The label o! each pesticide product 
must bear a steement whtch cont&tnt 
the name and percent.ace by weltht of 
ea.ch actf ve tngredjent, the total per
centa&'e by weight o! all Inert fn8red1· 
ents; and U the pesticide contains &r· 

sen1c in any form. a statement ot the 
percentages ot total and water-soluble 
arsenic calculated as elemental ar
senic. The active ingredients must be 
desisnated by the term "active 1ngredl· 
ent&.. and the inert in&Tedients by the 
term ..Inert JnaTed,ient.s." or the singu
lar !orms of these terms when appro
priate. Both tenns shall be ln the .. 
same type stu, be alianed to the same 
m&rl1n and be equally prominent. The 
statement "Inert Ingredient.s, none" ls 
not required for pesttddes which con
tain 100. percent active lngredfents. 
Unles.5 the invredient st&tement 11 a 
complete analyals ot the pesticide. the 
term ''analysis'• shall not be UMd u a 
headtnr tor the tnaredJent itatement. 

<2> PNiffon o/'lngndMnt '~ 
<U The tncrecUent =t.en"eot II nor· 
m.&111 requJred on the front s-neJ. ot 
the l&beL U there II an outlldl con
t.&1ner or wrapper tb.roach wbleb tile 
1Dcredfent 1tnat-..s1&> oumot be ~ 
.read. the lncredlw& pt-mmt mut 
also appear on .m ou&llde caautner 
or wrapper. U the • or form ot tbe 
paetqe mues It lmprac:Clmble to 
place the tacredlmt 8C4"W'& - tbe 
front panel Of t.be label. ......... 
mar be cnnted for tbe IDoedlm& 
statement to '"'9r .-wtMre. 

<U> The tat ot t.be IDa'edlent .eue
ment must nm PU'l.llel wttll oUter 
t.!xt on the panel on wb.tcb It appean. 
and must be clearly dlst.1ncu.1sh1Jle 
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from and mmt not ~ placed in the 
body o( other text. 

(J) Nam.es t.o b~ u.t~d in ingredunt 
sta.lern..enL The name used for ea.ch in
gredient shaJI be the accepted 
common name. if there is one. fol
lowed by the chemical name. The 
common name may be used alone only 
if it is well known. IC no common name 
has been established, the chemical 
na.me alone shall be used. In no ca.se 
will the u&e of.a trademark or proprie· 
tary name be permit~ unles.s such 
name has been accepted u a common 
name by the Administrator under the 
authority o! Section 25<c><6>. 

<<l> StaUmenu of paeenta.gu. The 
percent.aces of inaredients sh.&11 be. 
stated tn terms of wetcht-to-weicht. 
The sum of percent.aces of the active 
and the inert lnaredlent& sh.all be 100. 
Percentace:s .shall not be expressed by 
a r&n8'f! ot values such as "22-253." I! 
the mes of the pesticide product a.re 
expressed as weight of active tnsredl· 
ent per unit area. a .statement of the 
wetcht of active ~edJent per unit 
volume of the pesticide formulation 
shall also appear ln the tnsredient 
statement. 

<S> ACCU1'CZC1/ O/ lt.a.Ud pcemta.gu. 
The percenta&'es &'iven shall be as pre
cise as pautble renectt~r rood manu
tacturtnc practice. U there may be un· 
avoidable va.riatton between manu!ac· 
tw'inc batches. the value .stated tor 
each a.ct1ve ingredient shall be the 
lowest percentage whlcb m.a.1 be 
present. 

<6> D!t..~~!:::.. ~est1ddes which 
ch&nle in chemical composition si1
nitte&DCU must meet the followtns l&· 
~~!.inc .requJ.rementa: 

cu In cues where lf Ii determined 
that a pesticlde form.ul&t1011 chaqes 
chemfcaJ compmft1011 s1cn1flcantlY, 
the product mu.st bear the foDow1Dc 
lt&temmt. ID a promtrwnt position on 
the label: --Not for sale or use alter 
Cd.Itel." 

<U> The product malt meet. all label 
d•fme UD to the ~ tSme Ind!· 
ea&ed - t.ba label. 

(1) IJWJ"t ~ Tbe Admln"
tntor mu require Cbe name of aD7 
Inert lnlredlea&U> to be UICed ID tile 
lneredlent ltatement U be determJna 
that such lDCredleDUI) ID&)' pole & 
hazard to man or the environment. 

http:pcemta.gu
http:paeenta.gu
http:Jmmedfa.te
http:csla.blishmen.ts
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<h> Wamin9'1 and. precav.tion.4rv type size. and Prominence are ctven 
$la~ts.. Re(lulr~ waminp and below. 
precautJon&l'Y .statements concerning ( l >&quired front 1'4n.d ata.Unum.U. 
the general areas ol toxfc:oJoctcal With the exception o! the child . 
hazard fnclud.lna' hua.rd to chJldren. hazard wa.rnJnc statement. the text re. ,· 
environmental ha:r.&rd, ·and physical or quJred on the front panel of the label ·~ 
chemJcal haza.rd !all fnto two rroups; is determined by the Toxicity Catel'I> : 
those required on the tront ganel ol ry ol the pesticide. The category is a.s
the JabeUng and those whJch may siened on the basis of the highest 
appear elsewhere. Specific require haza.rd shown by any of the indicators 
ments concerning content. placement.. in the table below: 

Toiddty caaegan. 
~ ...... - I I 	 N• 

Upto .......... 50 	 """' 50 .... 500 "'0"'0- "°"' 500 "'"' eooo """ are..- WW\ 5000 ,,.,. 
°"" l.O.. 	 ........ .,. 
.,,,......... 	 Fl'Olll 2. ..., • ....,_ ....... 20 ,,.,...•
........... .z
,.,..,_. FfOftt .z ""' z~- "'""""'" 
o.niwlD-- I.JP••---.- ,.,.,. 200..., ~- Frain 2,000 ..., •.OOO- ar...--.20.000. 

No ......._
e,.~- Cor..-.:~ 	 Ciamli9 OClldV HoClllM9~"""""' 	 ,...... .-.1 .,.....,.. ........
.............. 

~1-.. 	 ~ ftlllltln wiS*t7 .... 

...... tar 7 .,.. 
Sll*t ~ ~ 	 ............ 12 
 Yadm•.,.......•72 .........~ ..
~ 

NuL flan. 	 ntan. 

that wch labeU121 II neeessal'J' to pre
vent umeuoD&ble &dvene eUecta on 
man or the envtronment. In no cue 
ah&ll more than one human hazard 
stcnaJ. word &Ope&I' on the t.ront panel 
ot a label. 

(ll) Child haza.nt uHim~ng. E\'ery pea.. 
t1cide product 1&bel ahall bear on tbe 
t.ront panel the statement "keep out. of 
reach of children." ~ ID cues 
wb.ere the 11.tellbood of contact with 
c.b.lldren durtD&' cU.ltrfbqUoa. m&l'Ut
1.Ds. ltorace or UM Is demoaatrated b7 
the ac>oltcant to be a:tnme17 remote. 
or f! tb• na~ ot tile puUclda 11 IUCb. 
tbat It II &ODl'Ond fer-1118 GD tnfp1g 
or llUl1 d1fJdrm. _.,. t.be Actmtnt.,. 
tor watft w. reqWremmt.. 

<111> 	 ~ en.tSta..., of 
....t-<A.> 2'aacCC. ~ ·L A. 
iltatMn'r* ol precHeel t:nl.&meat <tint 
&kl or OCIMll'> ab&D. IOP"f • t.be t:raaC 
OID8I ot tbe label of all Jrtd.... faD. 
tas Imo Turddlit ClttJ !WI I m t.be 
...at cnl. "'"''tloe... eel toa
lal&F. TBe ID&7•.••••••Al·,,,
pmaa r 111 •wNe ftdataam tD tbe 
p1.,,....,t ot tm ttat•wat; ol llftdil
eal tr.bMa& ........... mdl 
u .,,_ st•temeat of pnd:lcal a..t 
ment OD '** c-nel.. t.OPel I'll OD the 
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front panel near the word "Potson·· ...... 
and the skull and crossbones. Size°' .... tr~ l*W il'I ~ ~. ""1<.. out<B> Olhn' toricil'V caUQIOriu. ·The i'ICftlll ..,.. . 

ol teedl'olwons. ..statement ol practJcal treatment ls not c::niro-en·
aQllalS

required on the front p&neJ except as 
s unmr ______~described fn parqn.ph Ch><l><IU><A> of 6 

thls section. The applicant may. how ~5'° 10. 10 '6 
~ 10'° 15 -- 12ever. include such a front panel state 10•~IS'°~ 14 

ment at his option. Statements o! O#fl 30 12 

practical treatment are. however. re
quired elsewhere on the label 1n <2> 0th.et' reqv.ired uia.rning~ and preaccord with paragraph <hX2> of this cauttot&4r;r ata.tem.entz. The warnings
sect.Jon l! they do not appear on the· and precautionary statements as re

. tront paneL quired below ah&ll appear together on 
· <JvJ Placement a.nd promin.encL All the label under the pnenJ hea.c:t.J.ng
the require front panel wamJnc state "Precautionary Statements•• and 
menu sball Bl grouped to•et.her on under appropriate subheadings ol 
the label. and sb&ll appear with 1uf!i· ..Hazard to Humans and Domestic AnJ
cfent prominence relative to other m.als." "Enriromneot&l Hazard.. and · 
front panel text and sraphfc material "Physical or Chemical Ha.zard.'" 
to make them unllkely to be over <tl Haza.rd to h.uman.s and tlomatk 
looked under customary cond1t1on.s of Cln'tmaLs. <A> Wbere a hazard e.xlsts to 

hnm•nt or domestic ar>lm•ls. PreCaU· purcha.se and use. The !ollowtnc table 
tiOD&1'7 at.atemenu are required lndishoW3 the minimum type stze requtre
catinr the particular hazard. thement.s tor the front ·panel w&minl' route<s> of exposure and the precaustatements on various s~ ot l&bels: tfom to be ta.ten to avold ac:ctdent. 
lnJury or damace. The precautionary 
Par&IT&Ph shall be immediately pre
ceded by the appropriate huard sign.a.I 
word. . 

CB> The following table depicts typl· 
cal precautionary statements. These 
statements must be modJ.lled or ex
panded to reflect sped.fie hazards. 

Pl I Cl •a ., ........ °'....~ 

cat.egory 
T~ ............ ..._
Cira 111.1 I I '- or dmrmlf 1D*i1r 

I F... CP1' 1 aoeat 1 r dr •• ~ • 1111.., ~--.,..,.lillift ..... tar ... 
~ llllN. De ............. ,... ..., ~a. .................... 

.-J. DI nr. .. !!'! ,,_, ::: ~ • Oft dlft'll ..............,,-=~--,_.. 

u- ......................... ..._....,.......,.HlillM•tllllll1 da-.

--.i. . 

U$;L...... 11111 IL_.-· ...-.J.......... • ::d DNMif • _t '-'... c....,. c... lllllftJ ~ °' - .........
• ........... I c:d. ~
0. ............ ,... .................... 

......... 0. .................. Pl'lllllllWI .. ... I I •.......-J 

.........U• 11 , , e.r., ,. =·• .....-.J. 


......... I JOillmllf••111* ......... ,..., ........... .,.. ...... .,.cme.,
• ...., a .....,..........,.,..... ... k ...... ,.. • ..,..i. 
~ -.Gii ................. ~
...........-.......... 


........ 1r1n•1U 
 ........,
Pi ENIPI I ., --~, oe.111 I ., 
<U> 8a~~ WbeN a haard Ulld &be aoproprt&&e prec&U• 

b&r&rd "'1W to DGll ............. uom to aftkl PGtmU&I .-..a&.. 
excludl.nc b•pn•m Uld chm rd1c ant· la.fur7 or dam•se. Dramples of tile 
maJs. precauti0n&r71tatement1 are re bm.rd statemeata and tbe elrcum
quJred stattna the natun of the 
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stances under which they are required 
follow: 

<A> I! a pesticide Intended !or out· 
door use contains an active ingredient 
with a mammalian a.cute oral LO.. of 
100 or less. the statement "This Pesti· 
cide is Toxic to Wildli!e .. is required. 

<B> IC a pestJcide intended tor out
door use contains an active ingredient 
with a. fish acute LC.. of 1 ppm or less. 
the statement ..This Pesticide i.s Toxic 
to Ff.sh .. is reauired. 

CC> If a pestJcide Jntended tor out· 
door use contains an active ingredient 
with an &Vi.an acute oral LD.. ot 100 
me/kg or less. or a aubacute dietary 
LC- ot 500 ppm or less. the statement 
"Th.ls Pesticide ts Toxic to Wlldllfe" ls 
required. ...,... 

<DJ U eJther accident history or field 
studies demonstrate that use of the· 

F1un ..,,,,. Id fl/.,.,. ztr F: ii ..... ..~ 

40 CfR Ch. I ( 7-1-85 Edition) 

pesticide may re:sult. in fataJltY to 
birds. rtsh or mammals. the statement 
"This pesticide Ls extremely toxic to 
wildUfe <fish J" ls required.

<E> For uses involving foliar applica
tion to agTicuJtural crops, !orest.s, or 
shade trees. or for mosquito abate
ment treatments, pesticides toxic to 
poJlinating insects mu.st bear appropri
a.te label cautions. 

<F> For all outdoor uses other than 
aquatic appllcatfons the label mu.st 
bear the caution "Keep out o! lakes. 
ponds or streams. Do not contammate 
water by cleaning or equipment or dis· 
posal ot wastes." 

<111> Ph11maJ or chemical ha.za.rd..f. 
WamJng statements on the fiammatiu
fty or explotfve eha.ra.cterlsttes ol the 
pesticide are required as tollows: 

~ ...,,..., ear... ...... ,,,....,.. ic..., ....,. '""" .,.,, ........... n, ...,.._ and ,....., an.cm. Co noc P""C*ft or lnciu•,.• 

ClltUins. ~ ta ..,,..,....• .OOW. 130" F 1NY c... 
~ 

Run POi'C ..,._ 20" F ard l'GC ,,._, IO" F or I fW ~ eor...... ll'ldll' ,..._,.. ICMO ...,, frDm hMl. 
l'&llM • lliaft •men Win 1• ii~• 1 dimnce ...-, IM"d ~,..,._Do nae pwan 01 R*wll• c:auilnel'. 
ot I 9' tram 1W ...... E.-.. la ....,_.... eaowe 130" F nwy ca.. 1M111n1J. 

AM oaw ~~-------4 eot.... ll'ldll' sir-an. Do nae.- or.,.,..., l'INI 01 °'*' 
Alme. 0o nae cua.n ot n:irw1IW C011111i1•. ~ ., 
..,.,_...... ~ 130" F m1Y cm.-e tu1lli1g. 

Al 01 billow 2'r F---------~ EltrWftllfy ~. IC.. .-, Iran ........ ltld ,..._,
...... 

NJINe 2V F Ind not t#'tW IO" F·-------f flmrsplllL1e ICellP .._ flarlt hell Ind CIC*! ...._ 
NJINe IO" F Md ftOll l/lllW 150" F Do ftOI _. 01 a:n ,_. hell OI OI*' llml. 

<O Direction.I /or Uu-<1> Gn"1Gl 
requin:mr.-~!} ~~ and dll.r
uv of cUrec~ D~ for ue 
must be ltated 1D Cartlll 1'ldab oan be 
e.uta re&d &Dd UDMntood .., ~ .... 
erace penoa UIDllr co a. or to ._... 
rile Ule ue ot tile pM'1r'de WbeD tol· 
lowed. dlnM~•-- be adequate CO 
protect the pgMe .flam 1nad and 
trom. penoaal 111"87 &ad to .......& 
u.nnuoaable ad.,.. .Utatil oa. t.be 
en'1rcM>meaL 
<W~O/~/OrU& 

Dlrectloal 111U IPP'U' OD Ul1' porUGll
of tbe label prcmded iba& ~ an 
compteuom eaouch co be eulb' r9d 
by t.be UMr of t.be PN"lc:IM product.
Direction.. tor use may appe.ar oa 

pr1nted or ll'&Pblc matter which &e· 
compan«u the pestfdde pl'O'ftded tbat: 

CA> U required bJ the Aaenc7. such 
printed or craobic matter la seeurely 
attacb.ed to elCb. paet•re of the pest(. 
dde. or placed with.ID the outade 
1l"l"&ODel' or blc

<B> The J&bel ban a reterence to 
the cll.recdom tor u. ID accompen~ 
le&aecl or cln:uJ&n. N:ll u --see di· 
rectlam Ill tbe encloeed ~ and 

<C> 'Ale ~ cletenl'&SDea 
tbai It ti not Wl•IZJ' for mob. d!No
tiom to ..-roa tile l&beL 
<W>~to~Jor 
~ Jar ..........U> DeU.lled cllrec
Uam for uae ma' be om1tud from la· 
hellna of pestlddea •hlch are lilt.ended 
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tor use only by me.nufacturers of prod
ucts other than pesticide producu tn 
thejr rerutar manu!act~ processes. 
provided that: 

<1>The label clearly shows that the 
product l.s ·intended !or use only in 
manufacturing processes and specifles 
the type<s> o! products involved. 

<2> Adequate information such a.s 
technical data sheets or bulletins. l.s 
available t() the trade spect!ylna' the 
type ot product involved and its 
proper use in manufacturiag' process
es: 

(J) The product wUl not come into 
the hand,, of the .rener&l public except 
a.tur tncorpora.UonJnto t~hed prod· 
uct.s: and 

(4> The Adm.1nlstrator determlnes 
that such directions a.re not Decess&r1' 
to prevent unreasonable &dvense ef
fect.a on man or the environment. 

<B> Detailed d.Jre<:tiom tor use may 
be omitted from the l&bellns of pestt. 
ctde product.s tor whfch s&le Ls limited 
to phystctans. veterina.rt.&m., or drug
~ts. provided that: 

<l >The label clearly states that the 
product Ls for u.se only by phntcta.m 
or veterinari&m: 

(2) The Admtnt.strator determines 
that such directions are not necessary 
to prevent unreasonable adverse et· 
tee~ on man or the environment; and 

<3) The product ·is also & druc and 
recul&ted under the i>rovtstons ot the 
Federal ~ Orua a.nd Cosmetic Act.. 

<C> Detailed dl.rect1ons tor use ID&f 
be omitted from tbe l1tJe1tn1 of patt. 
cide produc:t.s whJcb an Intended for 
use only by formula.tors In PNPU'IDa 
pesttddes for sale to the public. :»:-.:· 
vided tb&t: 

(J) There II mtonn•ttoa zwdDJ 
an.Uable to tbe forma••ton cm tile 
composition. tml+dl\t, !!Wh0d8 of Ule. 
appllcable reacn-.. or HmttaUona. 
and ettecClftmll of Use sarocmct for 
pesUdde PUl"POI 11; 

<Z> The label c:le&rl7 ltatel tllat tbe 
product II IDC.ded for w oa1' ID 
manutad:artn& form.11Jettnc, ......... 
or J'eP"Zln1 for w u a DJC1el«le and 
ll)edO. tbe tJ"De<•> of perHnHe prod
uc:ta mtolffd: 

<J> The product u flD&UJ' manufac
tured. formulated. mixed. or repack· 
aced is reciatered: and 

§ 162.10 

<4> The AdmJnlstrat.or determines 

that such dJrectlons are not necessary 

to prevent unreasonable adverse ef

fects on man or the environment. 


<2) Contents of Direction.$ for U$& 
The directions for use shall include 

the !ollowtng. under the headlngs ··ot

rectlons tor Use··= 


<f> The statement o! use cla.ssttlca

tion a.s prescribed in 162.lO<J> Jmmed!

&telY under the heading "Directions 

for Use." ·· 


on Immediately below the state

ment of use clas.ntlcatfon. the state

ment "It ts a '1olat1on of Federal law 

to wse this product In & manner lncon

ststent wtth lta l&bel.lng."• • 


<W> The aite<s> of appllcatlon. aa for· 

eXJLmPle the crops. antma•s. areas. or 

objects to be treated. 


<tv> The target pesUs> usociated 

with ea.ch site. 


<v> The dosace rate usodated 'ff'it.h 
each site and pest.. 

<vt> The method ot ac>Dllcatlon. tn
cludina lmtructtom for dllutlon. Ure. 
quired. and tn>e<s> of &pplicat.ton &P
paratu.s or equipment requJ.red.

<vil> The frequency and tfmtnc o! ap. 
pllcattons necessary to obtain effective 
results without causing unreasonable 
adverse e!fect.s on the environment. 

<vW> Specific limitations on. reentry 
to areas where the pesticide h&s been 
applied. meetUtg the requ.trement.s 
concem.lnc reentr)' provtded by 40 
CFR Part 170. 

<lx> Specific directions concemin.g
the storace and dJspos&1 of the pesti 
cide and tta container. meettna the re
qulrementl ot 40 CPR Part 185. piese _ 
!mtruetfom sb&ll be crauoed !.Dd 
appear under the heM•n1 ..Storace 
and OfapaaL" TtUI beM'"I must be 
let in tne Of tile W mlnfmum, m.. 
U requtred tor the cb.Od baard WVD• 
ma. <See Table ID I 112.lO<bXlXIY)) 

(lt) AJ:u ltmitltfonl or reltrtctfODI OD 
UM reQUlred to lftftllt unra.IOD&ble 
adtet• ettecta. IVCb u: . 

w Required IDtaw.11 betweeo ~ 
pllmtioll and barreA of food or feed 
~ 

<B> RoYt.lonal etOP l'eltridlam. 
<C> warnmo .. requ1red ao•ac w 

on cert.am c:roc:-. an•m•J• obJed;a. or 
1n or adjacent to certain ueu. 

CD> CRese"edJ 
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<E) For restricted use~ Pest!cideS. & 

sta.tement that the P4!3ticJde may be 
applied under the direct supervi.tion of 
a certified appUcator who is not phys· 
icaJJy present at the site of applJcatJon 
but nonetheless available to the 
pe~n applyirur the Pest.!cide. unJ~ 
the Agency has determined that the 
pestkide may only be applied under 
the direct superv~ion ot a certified ap· 
plicator who is physically present. 

CF> Other pertinent inlonnation 
which the AdminJstrator determines 
to be necessary tor the protection o! 
man and the environment. 

<J> Sta.tement of Use C'l4uVlca.tun2. 
By October 22. 1976, all pesticide prod
ucts must bear on their labels a state· 
ment of use cliss1flcatlon a.s described 
in paraaraphs <J> <U and <2> of tbJ.s 
secttoc. Any pesticide ·product for 
which .some uses are classi!led for ren
er&l use &nd others tor restricted use 
shall be separately labeled a.ccordins 
to the labe~ standa.rds set forth ln 
this subsection. &nd shall be marketed 
as separate products . wtth dlf!e.ren. 
regtstnLtlon numben. one bearlna' di· 
rectJon.s only tor general uae<s> and 
the other bearing directions tor re
stricted u.se<s> except that. U a product 
ha.s both restricted we<s> and reneral 
use<s>. both of these uses may appear 
on a product labeled for restricted uae. 
Such products shall be subject to the 
provtsion.s ot t 162.10<J)(2>. 

Cl) ~Us~ C'Za.s.tVie4tion. Patl

cide products bearin& direct.tons !or 

use<s> claa,,llfed reneral shall be la

beled with the exact worda ..General 

Classiflcatlon" 1mmedl.ate17 below the 

headln8' "Dl.rectiom tor Use." And rel· 

erence t.o i.l.le ceneral cl1llitlcatloa 

th!!t ~JC'sesta or lmpUa tb&t the pn


·eral utWt:r of the Pf:ltidde ateDda 
beyond those PUl'POI• and uw COD
ta.tned In the DfrecUaal for t7• w01 be 
comidered a falle or mtaJMdfn• ltate
ment UDder tbe .catucor, ddnfUoaa 
of mLlbrand•ns 

<2> Ba~ U• ~ 
Pestldde proclaaflm beutns clreeUoa. 
tor u.MU> e••..ttled nlCrkUd lball 
bear ltatementa of Nltztcted w ctu
siflcatlon on t.be frallt s-Del u cle
acrtbed below: 

<l> hofU _,.., ~ of ratrict· 
tt1. u.r• ~ CA> At the too of 
the front panel of the label. set In type 

oC the same minJmum sizes a.s required 
Cor human ha:r.ard signal words <see 
table In I 162.lO<h><U<lv». and ai>s:>e&r· 
ing with sufflc•ent prominence relative 
to other text and graphic material on 
the front pa.neJ to make ft unllkely to 
be overlooked under customary condi· 
tlons or purchase a.nd use. the state
ment ..Restricted Use Pesticide.. shall 
appear. 

<B> Directly below this statement on 
the front panel. a summary statement 
or the terms ot restriction Imposed as 
a precondition to registration ah&ll 
appear. U use ls restricted to certt11ed 
applica.torc. the follo~ sta.tement ls 
required: ..For retail A.le to and use 
only by Certf!led Applicators or per
sons under their direct supervision arid 
only !or those uses covered by the Cer· 
tt!led Applicator's certtflcatJon." u. 
however. other regulatory restrlctfons 
are lmpased. the Admtntstrator will 
define the appropriate wordlni' tor the 
terms of restriction by resutatton. 

Ck> Advertising. CReservedl 

C40 FR 28288. July 3. 1915; 40 PR 32329, 
Aue. 1. 1915; 40 FR 385'71. Aue. 21. 1975. as 
amended at 43 FR 5'788 • .Peb. 9, 19181 
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PHYS/CHEM-l 


PHYSICAL/CHEMICAL HAZARDS 


Criteria 	 Required Label· Stetemer.t 

I. 	 Pressurize~ Cor.tainers 

A. Flashpoir.t at or below Extremely flammable. 
20°F; o~ 1f there is a 
flashback at ar.y valve 
oper.1r.g. 

8. 	 Flashpoint above 20°F 
and not ove~ 80°P; or 
1f the flame exter.aior. 
is more than 18 inches 
lor.g at a distance of 
6 inches from the 
valve oper.ing. 

C. 	 All Other Pressurized 
Cor.tainers 

II. Nor.-Pressurized Cor.taine~s 

A. 	 Flashpoir.t at or below 
20°F. 

B. 	 Plaahpoint above 20°P 
and not ove~ 80°P. 

C. 	 Flashpoint over 80°P 
and not over 150°P. 

o. 	 Plaahpoir.t above
iso•r. 

85 

Contents unaer pressure. 
Keep away from fire. sparks,
and heated surfaces. Do r.ot 
puncture or incinerate 
container. Exposure to 
temperatures above l30°F 
may cause bursting. 

Plammable. Contents ur.aer 
pressure. Keep away from . 
heat, sparks, and flame. Do 
not puncture or incinerate 
container. Exposure to 
temperatures above 130°F 
may cause bursting. 

Cor.ter.ts under pressure.
Do not use or store near 
heat or open flame. Do r.ot 
puncture or incinerate 
container. Exposu~e to 
temperatu~ea above 130°? 
may cause burstir.g. 

Extremely flammable. Keep 
away rrom f1~e. sparks, ar.~ 
heated surfaces. 

Flammable. Keep away from 
heat and open flame. 

Do not use or atore r.ea~ 
heat and open tlame. 

None required. 
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STOR-1 

STORAGE INSTRUCTIONS FOR PESTICIDES 

Heading: 

All 	products are required to bear specific label instructions 
about sto~age ar.d disposal. Storage and disposal 1nstruct1or.s 
must be grouped together ir. the directions for use port1or. of 
the 	label under the heading STORAGE AND DISPOSAL. Products 
intended solely for domestic use need not include the heading
"STORAGE AND DISPOSAL." 

Storage Ir.structior.s: 

All product labels are required to have appropriate storage

ir.structions. Specific storage instructions are not prescribed.

Each registrant must develop his own storage instructions, 

considering, wher. applicable, the following factors: 


l. 	 Cor.ditions of storage that might alter the composition or 

usefulness or the pesticide. Examples could be tempe~ature 

extremes, excessive moisture or humidity, heat, sunlight, 

friction, or contaminating substances or media. 


2. 	 Physical requirements or storage which might adversely
affect the container of the product and its ability to 
cor.tir.ue to function properly. Requirements might include 
posit1or.1r.g or the contair.er 1n storage. storage or damage
due to stacking, penetration or moisture, and ability to 
withstand shock or friction. 

3. 	 Specifications ror handling the pesticide container, 
including movement or container within the storage area, 
proper opening and closing procedures (particularly for 
opened cor.tainers), and measures to minimize exposure 
while opening or closing container. 

4. 	 Instructions on what to do it the contain•~ is damaged in 
any way, or it the pesticide ia leaking or haa beer. 
spilled, and precautions to minimize exposure 1r damage occurs. 

5. 	 General precautions concerning locked storage, storage in 
or1a1nal container onl1, and separation or peaticidee
durln& atoraae to prevent croaa-cor.tamination or other 
peet1c1dee, tert111zer, rood, and reed. 

6. 	 General atorage 1r.atruct1one ror household products should 
emphasize storage in original container and placement ir. 
locked storage areaa. 

I 
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PESl'!DIS-1 

PESl'ICllE DISPOOAL INSTRUCl'IONS 

D'.le label or all products, except those 1nter.ded solely for danestic 

use, must bear explicit instructions about pesticide disposal.. lbe 

statements listed below contain the !!!.:! wording that mu.st appea.... or. 

the label of these products : 


l. 'Ihe labels of all products, except danestic uae, mJSt contain the 
statement, "l:Q not cootaminate water, food, or feed by ato:-age or dis~al." 

2. Except those p:'Oducts intended solely for claDest1c use, the labels 
or all pl"'Oducts that conta.ir. active ingred.ier.ts that are Acute HazardoUs 
Wastes or are aasigned to Toxicity C&tegory I an t.be buia of oral or 
dennal toxicity, or Toxicity C&tego!"Y I or II on the basis or acute 
1nha.lat1on toxicity lllJSt bea.... the following pesticide diapoeal statement: 

"Pesticide wastes are acutely hazardous. Improper disposal ot 
excess pesticide, ap!"ay mixture, or rin.sate is a v1olat1or. or l'ederal 
I.aw. It these wastes cannot be disposed of by uee according to 
label instructions, CCl"lt.act your St.ate Pesticide or- Fnvira'mental 
~trol Agency, o:- the Haza."'dous Waste representative at the nearest 
EPA Regional Office for guidar.ce." 

3. i·,• labels of all prcducta, except those intended for tkmeet1c uee, 
cor.t.a1n1ng active or- inert 1ngred1enta that are 'I'ox1c Hazardous Wastes 
or meet ar.y or the c:-1.ter-1& in 40 CPR 261, Subpart c tor a haza...~s 
waste must bear the following pesticide diapoeal statemer.t :. 

"Pesticide wastes &."'e toxic. Impropee d1apoaal ot excess pesticide, 
spray mixture, or- M.naate 1s a violation of Federal Law. Ir these 
wastes carr.ot be d.1apoaed of by wse acco~ to label 1natructior.s, 
contact your State Pesticide or Ehvi..""Omlental c.cintrol Agency, or the 
Hazat'dou.s Wute rep.reeer.tat1ve at the nearest EPA Regional orr1ce 
for guidance." 

4. Labels ror all other producta, except thoae intended tor daDestic 
uae, must bell' the following pesticide d1.apoa&l. eta~t: 

"Wastes reaul.t1ng rrom the use or this pt'OdUct -.y be diapoeed or or. 
site or at an approved waste d.1.apoe&l. facility." 

5. Producta 1r.tended tor dc:met1c ~e only must bee..r the following 
d.1apocsal 8tatamnt: •Securel,y wrap original. ccntainer 1n eeveral. layers 
or newapapai- Ind d1acaZ'd 1n trash." 

, 
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.'.../ 

CONT/DIS-1 

CONTAINER DISPOSAL INSTRUCTIONS 

The label of each product must bea~ conta1r.er disposal 
1r.struct1or.s approp~1ate to the type ot container. 

1. Domestic use products must bear one or the followir.g
cor.tair.er disposal statements: · 

Cor.ta1r.er T e Statemer.t 
on-ae~oso products .c-euse a:- • 

car.a ars)
products 

2. All other products must bear container disposal instructior.s, 
based on cor.tainer type, listed below: 

Cor.ta1r.er T e 	 Statement 
eta r p e r nse or equ va en er 

cor.ta1r.e:"s for recycl1r.g or recond1t1or.1r:g, or puncture 
(r.on-ae~osol) ar.d dispose or in a aar.itary landfill, or by 

other procedures approved by state and local 
authorities. 

ast c cor.ta ners r p e r nse or equ va en • en o er 
for recycling or reconditioning, or puncture 
ar.d dispose or in a sanitary landfill, or 
incineration, or, it allowed by state ar.d 
local authorities, by burn1r.g. If burned, 
sta out of smoke. 

ass cor:ta_ne:-s • er. d spose 
ot in a sanitary landfill or by other 

roved state and local rocedures. 
er drums omp e e y emp 1 ner y a a ng an 

with liners 	 tapping aides and bottom to loosen elir.gir.g 

particles. Empty residue into application 

equipment. Then diapoae of liner in a 

sanitary landfill or bJ 1nc1nerat1or. 1r 

allowed by state and local authorities. 

It drum ia contaminated and cannot be 

reuaedl dis oae or 1r. the aame mar.ner. 


aper an 	 omp e e y emp 1 ag n o app cat on 
plastic bage 	 equipment. Then diapoae or empty bag in 


a sanitary landfill or by 1nc1r.erat1on, 

or, tr allowed by State and local 

authorities, by burning. It burned, stay 

out ot smoke. 


ompressed gas eturr. emp 1 c1 or reuae or 

c linders aimilar wordin ) 


l/ 	Mar.utacture~ may replace this phrase with one indicatir.g 

whethe~ and how t1ber drum may be reused. 


, 
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APPENDIX III 


USE INDEX 


' 
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EPA IrXSex to Pesticide °'anicals 

-"23301 AL.UMIN lJlt TRIS ( 0-E'llffi. PRJSJ?fl:NA t'E) * 

TYPE: PESTICIDE: fUngicide 

roRMUI.ATICIJS: 

Tech (95') 

WP (80') 


GENERAL ~I~ AND UMI'IATICNS: W:>rkers should wear full protective 
clothing (long pants, long sleeve shirt and water resistant gloves) 
when applyirg thfs pt""ocilct or during the mixing and loading operations. 
D:> not apply this produ:t in such a manner as to direcUy or throuoh drift 
expose "IOrkers or other persons. 'lhe area being treated nust be vacated 
t1j unprotected persons. DJ mt enter treated areas withoJt protective 
clothinQ until spc-ay is dried. 
DJ not mix with any sticker, exteooer or wettill1 agent. 
D:lsage rates are given in active i~redient. 

Definition of Te?:n&: 
N.F. - Non-food use. 

Site ard Pest ~es ard Tolerance, t.Jae, Linlitations 
Fo ation(a) 

'1URESTRIAL f'COO Ck)P 

(AQricultural Crop!) 

/02000AA 
/020000a\ 

Citrus (~bearirlil)
(fOr trees that will not pc'Cdlee 
marketable fruit for 12 mcntha 

N. P. 
May be ua«i in all areas except 
califomia. 

after the laat application) tb not ac..S 4 applications per 
year and 100 ;&!lone per ere per 
appl ic:ation. 
Do not al low livestock to orue in 
treated citrus grawtS. 

FICEPCN 
FICBPCN 

Phytclphthora fcot rot 
Phytqlhtbora root rot 

4.0 lb/ 
100 gal 

(80. WP) 

Pbliar treatment. Apply u a 
spray to r:un-off at •ch leaf 
fl.uah. 1'.lrHcy t.r99S, resets, 
ani new planti1'91 should be 
treat.S at time of planting. 

Issued: 03-14-86 II-123501-1 

Proviaialal Updatez 10-15-86 
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/02000AA 

FIC~ 
FICBPCN 

/06013AA 
/060130\ 

. .£BIPJN 

EPA Iooex to Pesticide 0\8'fticals 


ALUMINlJo1 TRIS (0-ETHYL Pt«:>S~E) 


Site and Pest D::lsages and Tolerances, Use, Lirniu.:J.2!!!. 
Formu.lation(s) 

Citrus (continued) 

Citrus 

Phytophth::>ra foot rot 4.o lb/ 

Phytq;>hthora root rot 100 oal 


(80t WP} 


Pineaa>le 

Heart rot 2.0 lb/ 
CPhytophthora 100 gal/Al 
parasitica) (80\ WP) 

l.O lb/ 
100 gal 

(80• WP) 

0.1 ppn. 

Do not apply within 90 days of 

harvest. 

Do not exceed 4 applications per 

year and 1500 gallons per acre 

per application. 

Do not allow livestock to graze in 

treated citrus groves. 


EOliar treat'JT\ent. 1tpply as a 
spray to run-off at each leaf 
flush (i.e., March, May, July 
ard Septmi>er) • 

0.1 ppn for pineapple 
0.1 ppn for pineapple foO:Ser 
0.1 ppn for pineapple forage 
Ck> not apply w1 thin 9 11¥)nths of 
ha~t. 

Dip treatment. llpply as a pr:e
plant~dip to pineapple sl ipe 
(eeed-pier:es) innediately prior 
to planting. · 

fbliar treatment. Use up to 300 
gal.lone per acre. A maximun of 
4 spr:ays per year may be appli«! 
at 3 mcnth intervals. 1'j>ply to 
establi9h«! plants, W\en aggravat
ing envirormental conditions (i.e.
excessive rainfall) oco.ir or are 
anticipated. 

l 100 gallons i• intended t:D treat the J'Ullber of alis- requir~ to 
plant one cr:e. 

Issued: 03-14-86 II-123301-2 

Provisional Update: 10-15-86 
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/33007AA 


/33008AA 


/34022AA 
/340220.\ 
/34031AA 
/34031Jli\ 
/34078AA 
/34078DI\ 
/34080AA 
/3408°°" 
/35073AA 
/3S073Di\ 
/35196AA 
/35196Di\ 
/34113AA 
/34113Di\ 
/31175M 
/31175Di\ 
/34118AA 
/341180!\ 

fl>A Ir.dex to Pesticide O'>.Emicals 

AJ..UMINlM TRIS (0-Enm. ~S~TE) 

Site and Pest 	 Cbsages and Tolerances, Use, Limitations 
Formulation(s) 

(Lawns and turf ( includioo ground cover)> 

Golf Course_TUrf (golf fairways, 
greens and tees) 

OrNl'nental Turf (sod fam) 

Pythiun blight 3.2-6.4 az/ 
1,000 sq ft 

(80. WP) 

Ct> not graze animals on treated 
turf. Ct> not feed clippiNJS fran 
treated turf to livestock or 
poultry. Ct> not mow am/or water 
areas until foliage is canpletely 
dey. Maintain aoitation dlri~ 
spray operation. 

Pbliar application. Apply as a 
foliar spray , usirg 1 to S gal
lons of wter per 1000 aquar9 
feet. '1he lower rate ia applied 
usi~ a 14 day interval between 
applications and the hi~er rate 
usi~ a 21 day interval. Baqin
pt"eYentive application W.n con
ditions first favor dilMMl&e deYel
oplS>t. 

(Ornanental Plants and Forat Trees) 

Azalea (Rhodcx!midron 8PP• ) 

~ (lik.IXUS !!!!p!rYiAnll) 

Japan!!! Anc1raned& (Pieri• jsxx:ica) 

Japaree Holly <ll!! crwta),. 

Junipc (Juniper!!! BPP•) 

~t!rey Pine ( P1n.m radiata) 

Schefflera (Sc:heffl_.a spp. ) 

lhxSodendron (~«dron llPP•) 

Iss~: 03-14-86 II-123301-3 

Provisional Up:Sates 10-ls-86 
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EPA Index to Pesticide O\cicals 

NwUMI.Nll" TRIS (0-ETHYL~S~E) 

Site aro Pest Cbsages and Tolerances, Use, Limitations 
Formulation(s) 

(Drn.snenta.l Plants and Forest Trees) (continued) 

FICBPCN 

/31014.AA 
/34022AA 
/34030AA 
/3403lAA 
/34069AA 
/35073AA 
/39010AA 
/34113AA 
/34116AA 
/34118AA 

Phytq>hth)ra .:-oot rot 5.2-10.4 oz/ 
(Phyt.Ophtho"f!. sp. ) ~3 

(80\ WP) 

o.a-1.6 lb/ 
1000 sq ft 

(80t WP) 

Agl~ (~laonana •PP•}

Azlilea (~drcn app.)

!?uQ!invillea (8ougainvillea spp. J 

~ CEklxua saupervlrw)

~Hi~.b"""isc:ua........ (Hibi8C'US llPP•) 

Juniper (Jun!~ spp.) 
Utatherleaf ferntkllchra .S..intifomia)
Pittosporun (Pittc!p?F,l.!D app.) 
Potfiii(Pct:hce sRl.> 
iiiided.nfui'i ( Jhldodendron ~· ) 

Phytcphthora (di_.. 2.()-4 • 0 lb/ 
100 galCClllPl•> 

Fythim (di.-. (80\ WP) 
caaplex) 

Soil incorp:>ration. Incorpor
ate into the potti~ mixture 
as it is bein;;i prepared. 
Under severe disease condi t 
ion.s the higher rate shcW.d 
be used. 

Drench application. Apply in 
62.S to 187.S gallons per 1000 
square feet (0.5 to 1.5 pints 
per square foot) • May be used 
in conjunction with aoil inoor
p:>ration. Begin application at . 
[X>ttin;;i or pc-ior to anticipated 
disease developMnt. O:>ntirue 
application (monthly) as lo~ 
as conditions are favorable 
for disease developnent.
Urljer severe disease oonditions 
the higher rate ahould be used. 

May be used in all areas 
ncept C&lifornia. 

Foliar application. Begin 
application at potti~ or prior 
to anticipated diaeue develop
ment. Spc'ay foliage and plant 
part.a until wet. o:>ntizua at 
monthly interval& u lo~ as 
conditions are fworlbl• for 
diseue deYelcpmnt.
Under severe disease c:onditions, 
the hi~ rate •hould be used. 

Iaauech 03-14-86 II-123301-4 

Provisional Update: 10-ls-86 
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/31014CA 
/34022CA 
/34030CA 
/34031CA 
/34069CA 
/34078CA 
/34080CA 
/35073CA 
/39010CA 
/35l96CA 
/34ll3CA 
/34ll6CA 
/34ll8CA 
/31175CA 

EPA Index to Pesticide O\anical.s 

ALUMINlM nus {0-E'l'lfiL ffDSJillUtATE) 

Site ard Pest 	 C:OSages and Tolerances, Use, Limitations 
Formulation(s) 

(Ornamental Plants and Forest Trees) (continued) 

Aglaonena (Aglaonana spp.) 
Azalea (RhockxSerxkon spp.) 

Bc?ugainv1llea (Bougainvillea spp.) 

Ek>xwood (&Jxus ssnpervirens) 

Hibiscus (Hibiscus spp.) 

Japanese Wraneda (Pieris japonica) 

Ja~ese Holly (~ crenata)

Jun per (Juniperus spp.) 

leatherleaf fern (~a adaintifoanis) 

Monterey Pine ( Pinus radiata) 

Pi tt:2(run (Pittp:rrun spp. > 

Pot.hos Pothos aw. 

Rlododenjron ( Rhcdoderdron SR>• )

Schefflera (sChefflera sw.) 


Refer to: 
TERRESTRIAL NCN-PCXD eta» (Ornamental Plants 
~ Forest Trees) , fOr orncental plant anj 
forest tree pest, use and limitation infor
mation. 

Issued: 03-14-86 II-123301-S 

Provisional Update: 10-15-86 
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EPA Index to Pesticide Chanicals 

ALUMINt.M TRIS ( 0-E:I'HYL PfDSPtDt\TE) 

Listirg of Registered Pesticide Products by FotmUlation 

&095.0001 95% technical chemical 
all.l1limm tris (o-ethyl phosphonate) 

000359-00705 
(123301) 

&080.0006 sot wettable powder 
alurninun tris (o-ethyl phosphonate) 

000359-00706 
(123301) 

Issued: 03-14-86 II-123301- 6 
Provisiaial Updatei 10-15-86 
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fl>A Index to Pesticide Olanicals ~. 
(. 

-ALUMINt.M TRIS (~ETHYL PHOSPtl)NAI'E)~. 

Auxiliary Docunentation 

.$LS [24 (c) J r~istration t FL85000300 is currently on the books 
as a valid wspecial local need• registration for the state of 
Florida. A review of this registration jacket indicates that its 
use pattern has been superceded by the May 13, 1985 µpdate of the 
parent product, t000359--00706, a regular section 3 rt11istration. 
Consequently there was 00 need to address this s~ reoistration 
in this index entry. 

... --· 
Signed: 

J. Dean Hansen 
Plant Path:>lcqist 
08 Apeil 1~86 
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BIBGUIDE-1 

GUIDE TO USE OF THIS BIBLIOGRAPHY 

1. 	 CONTENT OF BIBLIOGRAPHY. This bibliography contains 
citations of all studies considered relevant by EPA in 
arriving at the positions and conclusions stated elsewhere 
in the Standard. Primary sources for studies in this 
bibliography 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 
published literature, in those instances where they have 
been considered, will be included. 

2. 	 UNITS OF ENTRY. The unit of entry in this bibliography 

is called a "study." In the case of published materials, 

this corresponds closely to an article. In the case of 

unpublished materials submitted to the Agency, the Agency 

has sought to identify documents at a level parallel to 

the published article from within the typically larger 

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 bibliographic 

citation. The Agency has attempted also to unite basic 

documents and commentaries upon them, treating them as a 

single study. 


3. 	 IDENTIFICATION OF ENTRIES. The entries in this bibliography 
are sorted numerically by "Master Record Identifier," or 
MRID, number. This number is unique to the citation, and 
should be used at any time specific reference is required. 
It is not related to the six-digit "Accession Number" 
which has been used to identify volumes of submitted 
studies; see paragraph 4(d)(4) below for a further explana
tion. In a few cases, entries added to the bibliography 
late in the review may be preceded by a nine-character 
temporary identifier. These entries are listed after 
all MRID entries. Thia temporary identifier number is 
also to be used whenever specific reference is needed. 

4. 	 FORM OP ENTRY. In addition to the Master Record Identifier 
(MRID), each entry consists of a citation containing 
standard elements followed, in the case of material 
submitted to EPA, by a description of the earliest known 
submission. Bibliographic conventions used reflect the 
standards of the American National Standards Institute 
(ANSI), expanded to provide for certain special needs. 
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BIBGUIDE-2 


a. 	 Author. Whenever the Agency could confidently identify 

one, 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 author. As a last resort, the Agency has shown 

the first submitter as author. 


b. 	 Document Date. When the date appears as four digits 
with no question marks, the Agency took it directly 
from the document. When a four-digit date is followed 
by a question mark, the bibliographer deduced the 
date from evidence in the document. When the date 
appears as (19??), the Agency was unable to determine 
or estimate the date of the document. 

c. 	 Title. In Bome cases, it has been necessary for 
Agency bibliographers to create or enhance a document 
title. Any such editorial insertions are contained 
between square brackets. 

d. 	 Trailing Parentheses. For studies submitted to the 
Agency in the past, the trailing parentheses include 
(in addition to any self-explanatory text) the fol
lowing elements describing the earliest known submission: 

(l) 	 Submission Date. The date of the earliest known 
submission 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 administrative 
number associated with the earliest known submission. 

(3} 	 Submitter. The third element is the submitter, 
following the phrase .. submitted by." When 
authorship is defaulted to the submitter, this 
element 1• omitted. 

(4) 	 Volume Identification (Accession Numbers). The 
final element in the trailing 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 "COL," standing for "Company Data 
Library." This accession number is in turn 
followed by an alphabetic suffix which shows the 
relative position of the study within the volume. 
For example, within accession number 123456, the 
first study would be 123456-A: the second, 123456
B: the 26th, 123456-Z: and the 27th, 123456-AA. 

99 




APmIDIX IV 

Reqistraticn Standards Case 0646: Foeetyl-Al 

BI.BLIOGRAAfi' OF S'ruDIES CXlNSIDERED L~ SUPPORI' OF REXiISTRATION UNDER 'IliE ~ 

All studies in this bibliography are usable cnly with the permission of their 
submitter--~-Poulenc~under the provisions of FIFRA §3(c}(l)(D)(i), for the 
ten-year period beginning with the date of first product registration under t.,is 
standard. 

MRID CITATION 

00098325 Rhcne-Poulenc Chemical Corrpany (1981) Product Chemistry: 
[Fosetyl-Al]. I~ludes :nethod LS 74.783 dated Jul 7, 
1980, method dated May 7, 1981 and undated method RE
18-81. (Coupilation; unpublished study received Apr 5, 
1982 under 359-705: CDL:247159-A) 

00098326 Bertrand, A. (1981) Fosetyl-Al: Con:poeition of the Technical 
Grade Irrlustrial Product (Analysis of 5 Typical Batdi.es): 
Ref: AG/CfU..D/An AB/SV 164. Includes methcd P-286--06-80 
aoo methOO P. 306. 03. 81. (Unpublished study received 
Apr 5, 1982 under 359-705: prepared by Rhcne-Pclulenc 
Agrochimie, France, submitted by Rha1e-Poulenc Olemical. 
eo., ~th Junction, N.J. ~ CDL:247159-B) 

00098327 Fhale-Poulenc Agrcx:himie (1990) Fosetyl-Al or ca (<>-ethyl 
Phosph31ate Salts of Aluminium or calciwnr I.odometric 
Determination in the Technical ooq::am::is a.rd fornulations. 
Method P-286-()6-80 Dated Jul 17, 1980. (Translation; 
unpublished study received Apr 5, 1982 UD3er 359-705; 
Submitted by Rhcrle-Poulenc Chemical Co., Mcnmouth Junction, 
N.J.; CI:L:247159-C) 

00098328 Rhcrle-Pa.llenc: Agroc:himie (19??) Foaetyl-Al Technical 
Stability to Heat, Inflamahility Elrploeivity: AG/RD/~IRE 
SRPH JD/te/177. (Unp.lblished study received Apr S, 1982 
under 359-705; sul:lllitted 'c1f ~cne-Poulenc Oiemical Co., 
r-bmDJth Junc:t.iai, N.J.; COL: 247159-0) 

00098330 Paaquet, J.: Mazuret, A.; Maratrat, ?; et al. (1977) LS 74
783 (Almdnium Ethyl l?txlsphite~ 32 545 R.P., Aluminium 
Salth Acute toxicity in the Rat and Ral:lbi t: R. P. /R. D. /C. N. G. 
No. 19 143-E. (Translaticn; unpublished study reoeived 
Apr S, 1982 urder 359-105: prepared by :Rhale-Poulenc, 
France, submitted by Rhooe-Poulenc Olemical co., Ma'molth 
Junctiai, N.J.: COL: 247160-B) 

00098331 Pasquat, J.; Mazuret, A.; Kalifat, R.: et al. (1901) Fosetyl
Al (32 545 R.P., Aluminium Salt): Ao.lte PerOJtanaous 
Toxicity in the Ral:Jbit: Reference C.R. Vitry/C.N.G. No. 
21 162-E. (Translatiai; unp.lblished study received Apr 
5, 1982 under 359-705; prepared by Rha1e-Pa.1l.enc Industries, 
France, submitted by Rhale-~lenc Olemical co., l'bulolth 
Juncticn, N.J.: CDL:247160-C) 
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MRID 

00098332 

00098333 


00098334 

00098335 

00098336 

00098337 

00098338 


CITATION 

c.ooat:is, D.W.: Clark, G.C. (1977) Acute Inhalation Toxicity 
in :Rats: Foor Hour Exposure to the Dust of LS 74.783 
(Technical): RNP 79/77546. (Unpublished study received 
Apr 5, 1982 under 359-705: prepared by Huntingdon Research 
Centre, England, submitted by Rhone-Poulenc Ci.emical Co., 
~th Junction, N.J.; COL:247160-0) 

Pasquet, J.: Mazuret, A.: Maratrat, ?: et al. (1981) Fosetyl-Al 
(32 545 R.P., Aluminium salt): Primary Eye Irritation in 
the Rabbit: Reference C.R. Vitry/C.N.G. No. 21 163-E. 
(Translation; unp.lblished study received Apr 5, 1982 
under 359-705; prepared by Rhone-Poulenc Irrlustries, 
France, submitted by ro-ione-Poulenc Olemical Co., M:lnmc:uth 
Junction, N.J.; CDL:247160-E) 

Pasquet, J.: Mazuret, A.: Maratrat, ?: et al (1981} Foeetyl-Al 
( 32 545 R. P. , Aluminium Salt) : PrilIBI'J' Skin I rri tat ion in 
the Rabbit: reference C.R. Vitry/C.N.G. No. 21 164-E. 
(Translation; unp.lblished study received Apr 5, 1982 
und.er 359-705: prepared by Rhone-Pallenc Industries, 
France, submitted by Rhcxle-Pciulenc Chemical Co., ~th 
Junction, N.J.; CDt.: 247160-F) 

Elliott, P.H.; Seaber, J .A. (1979) Screening Test for Delayed 
Caltact Ifypersensitivity with Fosetyl-Al (lS 74-783) in 
the Albino Guinea Pig: 794430/RNP/168. (Unpublished 
study received Apr 5, 1982 Wlder 359-705~ prepared bf 
Huntinc:P:n Research Centre, Englard, subnitted by 
F&lale-Poulenc Chemical eo. I ~th Junctioo, N.J. ; COL: 
247160-G) 

Ccquet, B.: Guyot, O.; Gallarrl, L.: et al. (1977) lS 74783: 
3 Mcnth Oral Toxicity Study in the Rat: IFREB R 770359. 
(Tn.n.elatioo: unpublished study received Apr 5, 1982 
under 359-705: prepared by Institut Francais de Recherches 
et F.saais Biologiques, France, sul:lni.tted by Rhale-Pallenc 
Olemical Co., r-t:rull:xlth Junctioo, N.J.; CID: 247161-A) 

Ccquet, 8.: Clair, M. (1977) LS 74783 (Aluminium Ethylprosphite): 
.3 Mcnth Oral Toxicity Study in the Dog: IFREB-R 712110. 
A tranlllatioo of: LS 74783 (Ethylphcephite D'Aluminium): 
Taxi.cite a Terme (3 rois) Par Voie orale Olez le Otlen: 
IFRm-R 709235. (Unpublished study reoeived Apr 5, 1982 
under 359-705: prepared 'oy Institut Franca.is de ~erches 
et F.lleais Biologiques, France, sul:mitted by Rhale-Pallenc 
Olemiasl Co., ~th Junctioo, N.J.: ~:247161-B) 

Kyroc:h, S.R.; Lloyd, G.K.; Mallard, J.R.; et al. (1979) The 
Effect of Repeated ApplicatiCllS of LS 74783 Ted:uti.cal to 
the Skin of Rabbits for Twenty-aie Daya: RNP/123/79314. 
(Unplblished study received Apr S, 1982 under 359-705: 
prepared by HLmtingdon Researd'l Centre, England, sutmitted 
by ~-Poulenc Olemical Co., MalllDJth, N.J.: CDL: 247161-C) 
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MRlD 

00098339 

00098340 

00098343 

00098345 

00098347 

00098348 

00098352 

CITATIOO 

Spicer, E.J.F.; Trumbull, R.R.; Blancnard, G.L.; et al. (1981) 

<llronic Toxicity (2 Year) and carcinogenicity Study in Rats: 

IROC Study No. 347-016. (Unpublished study received Apr 5, 

1982 under 359-705: prepared by International Research aro 

Development Corp., submitted by Rhone-Pa.llenc Clemical Co., 

~th Jtmction, N.J.; CDL:247162-66) 


Spicer, E.J.F.; Phillips, L.M.; Richter, W.R.; et al. (1981) 
'l\t.o-year Dietary Toxicity Study in !):)gs: IRIX:: Study ~o. 
347-023. (Unpublished study received Apr 5, 1982 under 
359-705; prepared by Internatiooal Research and Developirent 
Corp., submitted by Rhone-Pallenc Olemical Co., Mclrurnlth 
Junction, N.J.: CDI..:247167-A) 

Bo.la.nchaud, D.H.; Cartier, J.R.; Vessieres, ? (1981) Foeetyl-al 
(32 545 R.P., Aluminum Salt): Supplementary Studies of 
Mutagenesis in Microorganism: C.R. Vitry/C.N.G. No. 21 
212. {Unpublished study received Apr 5, 1982 under 359-_705~ 
prepared by Rhale-Pallenc Industries, France, submitted 
by Rhale-Poulenc Chemical Co., Mcr\m:Juth JW1cticn, N.J.; 
COL: 247173-8) 

Cordier, A.; Foornier, E.; Viziere, ? (1981) Foeetyl-al (32 
Sys R.P., aluminium Salt): Micrai.ucleus Test in the 
r-bJse by the Oral Ro.J.te: Reference C.R. Vitry/C.N.G. No. 
21 186-E. (Translatiai, unp.lblished study rec::eived Apr 
5, 1982 under 359-705; prepared by Rhcrle-Poulenc I~tries, 
France, submitted by Rhooe-Poulenc Chemical Co., twk::r'ulo.lth 
Juncticn, N.J.; COL: 247173-D) 

Pasquet, J.; Le Bail, R.,; Cegeral, ? (1976) Coq;>O.Jni LS 
74-783; Oral Teratogenicity Study in the Rabbit: Report 
R.P./R.D./C.N.G. No. 18917-F. (Translatial; unp.iblished 
study received Apr 5, 1982 under 359-705: prepared bf 
~Poulenc, Franoe, submitted by Rhale-Poulenc Olemical 
eo. I ft:l'Ullouth Junction, N.J. ; ClL: 247174-A) 

Pa.lmr, A.K.: Bottomley, A.M.; Ba.rt.en, s.J.; et al. (1981) 
Effct of LS 74-783 on Reproductive FUnctial of Multiple 
Gmm:atims in the Rat: RNP/89/80745. (Unpublished study 
recmiv9d Apr 5, 1982 uroer 359-705: prepared by Huntirqkn 
Rm·rdl Centre, England, submitted by Rhale-Poulenc 
OWJ:d.c:al. Co., ~th Junctial, N.J.; ClL:247174--<:) 

Spicer, !!.J.F.: Phillipe, L.M.; Ridlter, W.R.; et al. (1981) 
Life-tim Olrall.c Toxicity and carcinoqeni.city Study in 
P.ataz 110: Study No. 347~22. (~liahed study received 
~r 5, 1982 under 359-705 prepared by Internatiooal Resea.rd\ 
and Development Corp., Sublitted by Rhcne-Pculenc Olemical 
ca. I f.b'ulD.lth Junction, N.J.: CIL: 247176-82) 
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MR.ID CITATICN 


00098353 

00098358 

00098360 

00098362 

00098363 

00098368 

00098370 

Spicer, E.J.F.; Phillips, L.M.; Richter, W.R.; et al. (1981) 
24-month Carcinogenicity Study in Mice: IRIX: Study No. 347-021. 
(Unpublished study received Apr 5, 1982 under 359-705; 
prepared 'r::f International Research and Developnent Corp., 
submitted 'r::f Rhone-Poolenc Chemical Co., Mor'Ull:luth Junction, 
N.J.; CDL:247168-71) 

Caillard, C.G.; Deregnaucourt, J.; Garret, C,; et al. (1980) 
Monoethylphosphonic Acid, Aluminium Salt (LS 74 783 ::: 32 
545 R.P., Aluminium Salt): Effects in a N\mt>er of Pharmaco
logical Tests: R.P./R.D./C.N.G. No. 20 680-E. (Translation; 
unpublished study received Apr 5, 1982 un:ler 359-705; 
prepared by Rhone-Pa.Ilene, France, submitted by Rhone-Pa.Ilene 
01emica.l Co. , Mcnrouth Junction, N.J. : CDL: 24 7183-E) 

Roberts, N.L.; Phillips, C.N.K. (1981) 'nle Ao.lte Oral Toxicity 
(LD50) of LS 74. 783 to the Botwhite OJail: RNP 189 
WL/81148. Final report. (Unpublished study received Apr 5, 
1982 under 359-705; prepared by Huntirl9bi Research 
Centre, England., submitted by Rhcne-Pculenc Chemical Co., 
~th Junction, N.J.: CDL: 247184-B) 

Roberts, N.L.; Phillips, C.N.K.: Al..acrd, R.H. (1982) The 
SUb:lcute Dietary Toxicity (Leso> of LS 74.783 to the Bobwhite 

.. 	 Quail: RNP 190 WL/81699. Final report. (Unp.lblished study 
received Apr 5, 1982 under 359-705: prepared by Huntingdon 
Research Centre, Englani, submitted by Rhaie-Paulenc 
Olemical co., Mcnmouth Junction, N.J.: COL: 247184-0) 

Roberts, N.L. j Phillipe, C.N.K.; Al..acrd, R.H. (1981) The 
Sul:acute Dietary Toxicity (LC50) of LS 74.783 to the 
Mallard D.ldc: RNP 191 WL/81716. Final report. (Unpub
lished study received Apr 5, 1982 under 359-705: prepared bf 
Hunti~ Reeearch Centre, England, sutmitted by Rhale
Poolenc Olemical co., Mcnmouth Junction, N.J.: COL:247184-E) 

Rhoderidc, J .c.; Spare, w.c.: Hutc:hinsal, c. (1981) The 
Acute Toxicity of Alumi.num-ethyl-phoaphooate to Grass 
Shri.JI>, Palae1a1etes ~: Project No. 381-2. (Unpublished 
study received Apr 5,1982 under 359-705: prepared by 
Biospwrics, Inc. , sul:mi t ted by Rhale-Po.llenc O\emica.l CO. , 
M::nDcuth Junction, N.J.: CDL:247184-V) 

aiya, M.; Bertrand,; Giraud, J .p. (1981) Foaetyl-a.l (Aluminium 
Tris-o-ethyl~te) Hydrolysis Study: Ref. NJ/CRID/'An/ · 
AB/MB/JPG/CB/613.81. (Unpublished study reoeived Apr 5, 
1982 under 359-705: prepared by Rhone-Poulenc Agroc:hemie 
S.A., France, submitted by Rhooe-Po.llenc O\emical co., 
Mcrull:Juth Junction, N.J.: C!L: 247185-B) 
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MRID CITATION 


00098371 

00098372 

00098375 

00103249 

00103250 

00106018 

00106019 

Bertraro, A. (1981) Fosetyl-al: fN Al:sorption Characteristics: 

Ref. No. AG/CRW/IVl/AB/DB/324/81. (Unpublished study 

received Apr 5. 1982 under 3~9-705: prepared by Rhone

Poolenc· Agrochimie; France~ submitted 1:11" Rhone-Poolenc 

Oiemical Co., ~uth Junction, N.J.; COL: 247185~) 


Hasa:>et, M.: Janet, P. (1978} Aluminium Ethylphosphite 
Degradation in the Soil. (Translaticn; France, Ministere 
de l'Agriculture, Institut National de la Recherche 
Agronomique, Latx>ratoire de Phytopharmacie: unpublished 
study; received Apr 5, 1982 under 359-705; submitted by 
Rhone-Poulenc Chemical Co. , l'b1Dcuth Junction, N.J. , 
CDL:247185-D} 

Buys, M.; Giraud, J.P. (1982) Fosetyl-al (AlumiruJJD Tris-o-ethyl
phosphalate) Soil Leaching Studies: Ref. N;,/CPJ.D/'An/AB/'t:AB/JPG/ 
CB/025.82. (Unp.lblished study received Apr 5, 1982 under 359
705; prepared by Rhone-Poulenc Agrod:'limi.e, France, submitted 
by Rhcne-Poulenc Olemical Co., Mau!DJth Jl.mction, N.J.; 
aL:247l85--0) 

Brockels'l::'J', c.: Catchpole, A.: Cra.ich, R. (1977) FUngicides: Alu
minum Ethyl Phoephite (LS 74. 783 or Aliette): Studies with the 
14c-Labelled Coq>cund in Vines: AR/1257. (Unpublished study re
ceived Jun 8, 1982 im:ier 359-706; prepared by May & Baker Ltd., 
Eng., submitted by Rh.one-~lenc, Inc., Mam:Juth Junction, N.J.: 
CDL:247647-B) 

Iaurent, M.: O\abusol, Y. (1982) Foaetyl-Al (32 545 R. P., Alumin
ium Salt): Pineapple Metab:>lism Study: Report C.R. Vitry/01G-An 
No. 4412-E. (Translaticn; unpublished study received Jun 8, 
1982 under 359-706: submitted by Rhale-Poulenc, Inc., Mauoouth 
Junctim, N.J.; CIL:247647~) 

Buys, M.: Giraud, J.: Alix, M.: et al. (1982) Foaetyl-Al (Aluminum 
Tria-o-ethyl~te): Soil Metabolism Study: Refl '!G/CFW/
AN/262.82. (Unpublished study received Jul 13, 1982 under 359
705; prepared by Rhooe-Poulenc Agrodrlm.ie S.A., Fr., submitted 
by Rhcne-Pculenc, Inc., ~th, N.J.; CIL:247820-A) 

Bertram, A.: Buys, M. (1982) Foeetyl-Al-SOil Sor:ptiat Studies: 
Ref. NJ/CRUJ/'NJ/163.82. {Urplblished study received Jul 13, 
1982 under 359-705; prepared by Rhale-Patlenc Aqrochimie S.A., 
Fr. , sutn:i. t ted by Rhcne-Poulenc, Inc. , M::l'mo.lth Junct. icn, N. J. : 
CCL:247820-B) 
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MRlD 

00114091 

00119526 

00122781 

00122782 

00122783 

00122785 

00128944 


CITATION 

Palmer, A.K., James, R.W. (1977) Effect of LS74-783 oo Pregnancy 
of the Rat: RNP/33/76939. (Unpublished study received Apr 5, 
1982 under 359-705: prepared by Huntingdon Research Centre, 
England; submitted by Rhone-Poolenc Chemical Co., Mcrutouth 
Junction, N.J.: COL:247174-B) 

Biospherics, Inc. (1982) The Acute Toxicity of Fosetyl-Al 
to the Bluegill SUnfish (Lepomis iracrochirus): Project 
No. 82-E-380-B. (Unpublished study received Oct 29, 1982 
under 359-705: submitted by Rhone-Poulenc Olemical c.o., 
I-b'urouth Junction, N.J.: CDL:248674-A) 

Pasquet, J.; Mazuret, A.; Gaildrat, P.; et al. (1981) Fosetyl
Al (32 545 R.P., Aluminium Salt); Aliette WP 80% (wettable 
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OMS At>0ro11•I No 200().0468 ffJ(pirn 12 31 e3J 
El'A R!.CilSTRATION NO 

FIFHA SECTION 3(C)(2)(B) SUMMARY SHEET 

PRODUCT NAME 

APPLICANT'S NAME 	 DATE GUIDANCE DOCUMENT ISSl.IEO 

W'rth ,_eet to dlt rtQUittmll'lt to 111bmlt "flM'lc" dlta impotld by tM FIFRA .ctiOl'I 3(C)(2)(8) notlu contlinld in tt11 rtfwenc.td 

Guidance Document, I em 111Pondiftf ill d'lt followint manner. 


0 	1. I Mii 111bmit elm in 1 tinily fftlMtr UI lltidy 1t11 followiftt rte1uinm1nu. If 1tl1111t procedure I will 1111 dni11:1 trvm lor ••not 
1Pteifild inl tht R19imltlon Guldelinel or 1he Pnltocoll conUlilllcl in the RIPOnl of ilJtft Groups U1 tt1t Chtmic111 GtO\lp, OECD 
Clltfnicalt Tlltiftl "°"'"'mt. I IMI• the pnrtDColl thlt I will ut1: 

.. 

0 2. I hlvt tnttrtd into'" ...,n111t with 0111 ar mon otlllr r19ist11nt1 undlr FIFRA mction ~Cll2>11Hiil ta 11tidy tht fallowing cl1t1 
rtQuirtmenu. Tiit t1m, and any rte1uirtd protocols, will bt submined to EPA by: 

.. 
NAME OF OTHER REGISTRANT 

0 3. I tnet• 1 campllttd MCanific:ltion of Ammpt to Enw IMO 1n Agnement with Other Rlgiltrlnts for Dwllopment of Dm" wi111 
fWPtCt tO thl followint W rtqUitlmlftU: 

0 4. 	 I nlQUllt M you lftltftd my ,....... rt ...... foll"""9 .. (dlia OPdOtl .. ll01 ....... to IPl)liunts fOt ntw productl); 


0 5. 	 I rtqU11t 'IDlunury CM ellllm of a. f11i1tr1tion of tNI product. (Thia option ii ll01 Millblt • •iclfta few ,... PfodUC'll.) 

, DATEIUGlrn.ANT"I AUTHOfUZlD ..~HINTATIVI llQH,t.TV"I 

-


http:rtfwenc.td


OM/I A-1No. 2<XJo.()468 fExpirw: 12·31·83! 
CERTU1 1CATION OF ATT!MPT TO ENTER 


INTO AN AGREEMENT WITH OTHER REGISTRANTS 

(To ow_Hfy. tMT/ly Ail 'bur ltsm.J FOR DEVELOPMENT OF DATA 

OUIDANC:I OOC:UMINT OATI 
1. I em duly au1horized 10 rtpr11ent 1he following firm{1) who 1r1 aibjec:t 10 1he rtQUire

mtnu of• Notice under FIFRA Section 3(cll2ltll cont1ined in• Guidene& Oocwnent 
to IUbmit dlu concerning tl'wt ICtive ingredient: ACTIVI INOllllOllNT 

NAMI OF FIRM lrA CC:..ANY NUl.91 A 

(This firm or arouD of firm1 is referred to below 11 "my firm'".) 

2. My firm ii willing to develop end eubmlt int dltl • required by thlt Notice, if ~- How9¥9r, my firm would D111ftr to enter 
into an ....,,,.,,t with one or mart other regi1tr1nu to develop jointly. or to lhlre in iht coct of developina. the followjng required 
item• or dlta: 

3. My h Ille lffWld In writiftl ti lftllt iltto .0 lft ..NM. eo,itl of 1111 ofhn ft......._ T1lml tfflr W 
 inlu I t'I lfMI Ntdld lft otftt to be 
IOllftd ~ en ertNntioft dsilion ui1r F&F RA s.n.. 3Cc)(2)(1)(1ii) I flMI ..,...._, lft.....uuld 91t _, ~ o1hlnrria Tllil afflf ,_ med• 
ti ......... fiml(U ........... 411t1W: 

NMllOf .... OATIOf~flR 

. none of tnm. firmM mv ntt.. 
•. My firm ,....,_. 1Nt EPA not ~ the l'tliftrliion(t) of my fitm't producn(ll. N ,..,, of 1ht fltml ftlfNd in ~ 131 tbOvt 

h9" "'* UI 1Ubmit Che dltl litt9d In••• (2) lbow in N»t"deta ~ 1ht Notiat. I undtrltlnd EPA will promptly inform 
me whettw l'ftV firm ""* IUbmit dlUI to lllOid .,...Ilion of ltl ~Ca).....,. FIFRA Section 3(c)t2)l8). (Thi& Ntltnent 
doll not 1PP'v to IPPlicanU f0t new productl.) I giwt EPA s-miaion to dildole 1tlil RllllMM upon 1'1QU911. 

# 

OATITY"ID NAMI ISIGNATU"I 

' ' .........c,.., 




.'I 

' 

~1' SP&:IPIC Di\TA REPOR? 

EPA Reg. No •.___________ rate 
~---------~~~~-~ 

Guidar.ce J:bcumer.t for
~------~---------------~-~---------

a not 
required I am complying With 
for my 
product 
11.ated 

data rements b 
t-

Jblber or ting 

Registratior. 
~deline No. Name ct Test 

above 
(check 
below) 

EPA Acceaaioo tat.a . (For EPA Use Chly) 
lllllbe.r (At-· · Accession tlJn)er-s 

tached) Aas d 

I 
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---

•. 
'· • I ,. 

J:est noe 
req\W'ed I am eanply:tng With 
tot" my dat.a reQU1rementa by 
product lil.tlng l'U1.W sutml.t
lated M.Jmber Ot' ting 
above EPA Acceaa1on Dlta (For EPA Use <:r.ly) 

Reg1st:-at1on (check ~r (At- Accession Plnbers 
Guideline No. Name ot Test below) tached) Aaaimed 

03-13 .:;-.;an-.1 'lty 

03-l'f 
 I -~l'I, 17,w.:.J'redUcing 

reaction 
r 1 .t~I·- ., .. 

,,_ ·---.1..vtahot 'l,:y) 

toreae e •al'"'1 'f_'l".V-
l r1.acceltY-

0 - .9 Jll!l.8C1b111tY 

(: -N corroe1on 


character-istics 

03-21 1J1electr1c break

dowr. voltage 

U,Cl.135 

nDCICOLOOY 


OJ.-l Acute Ot"&l 

toxicity. rat 


Ol-2 Acute csermaJ. 

tox1c1tJ. rabbit 


cu.-3 Acut.e 1nnal4t1or., 

tox1c1tY'. rat 


Cll-4 r~ eye

1rr1tat1cr.. rabbit 


ICll-5 ••-J --- 
1rt"1tat1cr. 

:...-.__:. ...itiza~ 


tier. 


I 
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()fB App!'OVal No. 2070-0057 
Expi!"at1or. Dl!l.te ll/30/89 

GENE11IC OArA EXEMfl'ION Sl'AI'EMENl' 

EPA P:-oduct Registration PUnbe~: ------ 
Reg1str-ar.t'.s Name a.nJ Address: 

As an author"1.zej repreeerltat1ve ot the registrant or the p~ct 1dent1t1ed 

above, I certify that : 


(1) 	 I have read and am familiar With the t.erma or the Notice tran EPA dated 
coneerr~ a requirement ror autmt.aaioo or "geneM.c" data en the 

-ac"""£-1-ve-irii_re__.;11ent 	 ~~r PIPRA· Secticln 3(9)(2)(8). 

(2) My f1m r-equests that EPA not suspend tbe regiatratior. ot our product, 

despite ow- lack of intent to autmit the generic data 1n question, cn the g.'"'OUnds 

that the product cor.tains the active ingredient eolelJ aa the reeult ot the 

.1.r.corporatior. into the pt"Oduet of another product which containe tl'at active 

1r.gredier.t, which 1s registered under PIPRA Section 3, am which 1a purchaae.:1 by 

us frm another produce!". 


(3) Ar: accurate Cor.f1der.tal Statement of Formula(CSP) for the abov~1dent1tied 
product is attached to this statement. '!bat formula statement indicates, bJ · · 
canpany name, reg1atrat1or. runber, and product name, the aourc. or the l\lbJeet 
active 1.ngred.1ent in my finn'a product, or 

'lhe CSP dated on tile With EPA 1a ccmplet.e; currer.t and accurate and 

cor.tains the ilifornatlor. requested on the current CSP Ponn No. 8570-4. 1he 

regiate!'"ed SOW"Ce(.s) Of the above named active 1ngl"edient 1n my prodUct(S) is/L"'e


----------and .t.he1.:- registration nunber(s) 1a/are ----- 

My tim will apply ro~ an ~t to the reg1.strat1on prto!" to ~ 

the source of the active 1ngredient 1n OW" prodUct. 


(4) I understand, and agree en beh&lt ot 1111 tina, that 1t at q time ar.y 
portion or thia Statement 1a no lCl'We!' true, or 1t 1lt/ t1tm tails to oaaplJ with 
the W'X1e~ made 1r. th1t St.at.mnt, 'llJ1 tinD'• pro2.lct'• Ngiatration 11111 be 
suapended unde!" PIPftA Section 3(c)(2)(S). 

(5) I t'Urther \.l'ldetstm:S t.hat 1t my t'1tm u grwlt.ed a g-.ric data exmpt1or. 
tor the J)t'O(b:t, 111 t1nll reU.ea en tbe ett'orta ot other perecn1 to provi.dl the 
AgflnCy With the requ1Nd gmenc data. Ir the registrant(•) ~ bavw cClllll:f.tted 
to generate Sid autmtt the r.qutNd data tail to taJm appiopri&te atepe to met 
requirementa o~ are no larger in cmpliance With t:h1.a tbt1ce 11 data requi!._.Tta, 
the AgerY:y will consider that both they and 1111 t1nD are not 1n ~lianee and 
will nonnally initiate proceed1np to 1uapend the l"eg18trat1Clnl ot 8" t1rm'a 
product Ca) and their product(a). \W.eaa 1111 tinD cam:lta to 1utn1t anS 1ubllita 
the required data 1n the epec1t1ed tim ttwDe. I~ t.hat, 1n euch cues, 
the AJt,ency gene1'8lly will not arent a ttam exterwian tor au.tllittilW the data. 

Regiatrar.t'a autho~zed repreaentative: -------------- cs!iiifW'li> 

, 
('l)Ped} 

EPA Po~ 8570-27 

http:provi.dl
http:grwlt.ed
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