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weosn,  UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Y. S WASHINGTON, D.C. 20460
LN
"y PROTE”
AUG 1 0 20U5 OFFICE OF PREVENTION,
PESTICIDES AND TOXIC
SUBSTANCES
MEMORANDUM

SUBIECT:  Secondary Scientific Review of Product Chemisiry and Acute Toxicity Studies of
Registration Application for Fungi-Phite® Containing 45.5% Mono and Di-
Potassium Salts of Phosphorous Acid (EPA Reg. Symbol 73771-R )

FROM: Chemical Hazard Evaluation Group
Toxicology and Risk Analysis Section
Life Sciences Division
Oalk Ridge National laboratory

THROUGH: Curol E. Frazer, Ph.D., Toxicologist ol
Blochemical Pesticides Branch ~
Biopesticides and Pollution Prevention Division (7511C)

TO: Tasha Gibbons, Regulatory Action Leader
Biochemical Pesticides Branch
Bicpesticides and Pollutton Prevention Division (7511C)
CONTENTS:
Product chemistry (MRID Nos. 464612-02 through -17, 464612-19 and 46480-01), acute
roxicity studies (MRID Nos. 464612-21 through-26) and waiver requests MRID Nos. 464612-18,
-20 and -27); Decision No. 353424; DP Barcode D318352).

ACTTON REQUESTED:

Oak Ridge National Laboratory reviewed product chernistfy and acute toxicity studies on
Fungi-Phite®. On February 2, 2005, James B. Messina of E ponent®, Authorized
Representative of Biagro Western Sales, Inc., submitted registration of this biochemical
fungicide, containing 45.5% mono- and di-potassium salts of phosphorous acid. To support the
registration, the registrant sent in product chemistry comprised of 880.1100-1300; acute oral
(870.1100), dermal (870.1200) and inhalation (870.1300) toxicity studies, primary eye
(870.2400) and dermal (870.2500) irritation studies, a d=rmal sensitization {870.2600) study and
assorted walver requests.
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The manutacturer provided all chemistry data for Fungi-Phite® in MRID 464612-02 througn
-17, and -19, and product chemistry waiver requests in MRID 464612-18 and -20  Acute
toxicologic studies were conducted by Product Safety Laboratories (MRIDs 464612-21 through -
26): toxicology and residue data waiver requests were specified in MRID d64612-27

CONCLUSIONS:

I, The product chemistry and mammalian toxicology studies submitted are acceplabie

2. One-year storage stability and corrosion characteristics studies are i progress, atud ihe
final results to be completed around November 2005, will need to be subnutted

3. Only the data waiver requests for the physicals/chemical attributes are approved. The
remaining data waiver requests are uracceptable. The requesting document for ilie
toxicity and residue requests merely lists the six waiver rcquests desired. but doces not
address cach ot them independently as required. One of the reasons listed 1t the wan e
request 1s based on “Mineral acids RED: Phosphorous Acid; Exemption From the
Requirement ot a Tolerance. Final rule (65 FR. 10/5/2000, pp. 59346-59350). 1hi-
regulation establishes an exemption from the requirement of a tolerance for residues o
phosphorous acid and its ammonium. sodium and potassium salts i or on all food
commodities when used as an agricultural fungicide on food crops.” This statement 1s
incorrect, as the Mineral acids RED does not include phosphorous actd. but instead
phosphoric acid. Theretore. the basis of the waiver requests previously granted the
Mineral acids RED are not valid reasons for these walver requests.,

The cited Baver mammalian and ecological toxiciiy studies listed in the data matrix mas
answer the data requirements, but merely listing in the data matrix s msufficient. More
specific information on the results of those studies submitted are required. Since this
not the same active ingredient, but one merely proposed as identical, Foli-R-Fos. withou
the product chemustry mformation for the actual active ingredient. BPPD can not inake
that justification,

Another one of the bases tor a waiver request was the fact that “Manv ot these (hydrogen
and phosphite 1ons) are considered GRAS and are of low toxicity concerns.”
Unfortunately. a review of the GRAS material included in the waiver request documeni
(MRID 464612-27) made no mention of any phosphite. There werce several phosphates.
and a mention of phosphoric acid, but no phosphites, or phosphorous acid. In order w
make sure any information of this sort. from among a list of several chemical substances
15 not missed. the registrant should be sure to highlight it in the submission. Funther.
simple statenment that a chemical is GRAS 15 not considered sufficient for unconcern
GRAS 15 oniy for the amounts and uses listed by FDAL which are not pesticide uses,
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[NOTE to RAL: The primary reviewer made several comments throughont the
physical/chemical characteristics review that are incorrect  [n many places when discussing the
submitted material, the reviewer commented that the information was not required, as the data
wasn't needed {or an EP. This product is both a TGAI and an EP, and both sets of data are
required. ]
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TOXICITY PROFILE
Acute oral toxicity v MRID 464612-21
Acute dermal toxicity AV MRID 464612-22
Acute inhalation toxicity A% MRID 464612-23
Primary eye irritation [ MRID 464612-24
Primary dermal irritation v MRID 464612-25
Dermal sensitization N MRID 464612-20

LABELING: The Signal word is Caution from the Toxicity Rating of IH for primary eve
irritation. Precautionary labeling should include:

PRODUCT ID #: 073771-00001
PRODUCT NAME: Fungi-Phite®
PRECAUTIONARY STATEMENTS

SIGNAL WORD: CAUTION
Hazards to Humans and Domestic Animals:
Causes moderate eye irritation. Avoid contact with eyes or clothing. Wear protective eyewear. Wash
thoroughly with soap and water after handling and before eating, drinking, chewing gum, or using
tobacco. Wear: Long-sleeved shirt and long pants, Socks, Shoes, and gloves.
First Aid;
If in eyes:
-Hold eye open and rinse slowiy and gently with water for 15-20 minutes.
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.

-Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or geoing for
treatment. You may also contact 1-800-x0-xoxx for emergency medical treatment information.
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BPB’'s reviews of Fungi-Phite® data are summarized below.

Study Summaries:

PRODUCT CHEMISTRY OF Fungi-Phite®

Guideline §880.1100: Product identity and disclosure of ingredients (MRID 464840-01, CSF)

Fungi-Phite® contains 45.5% mono- and di-potassium salts of phosphorous acid and
54.5% other ingredients. This product is to be used as a systemic fungicide for the suppression
of Phytophthora, Pythium and downy mildew.

The following table suramarizes informatior: regarding the active ingredient.

Chemical Names: phosphonic acid, monopotassium salt
phosphonic acid, dipotassiurm salt
Synonyms: monopotassium salt of phosphorous acid, potassium dihydrogen

phosphite, monopotassium phosphite, monopotassium phosphonate
dipotassium salt of phosphorous acid, dipotassium hydrogen
phosphite, dipotassium phosphite, dipotassium phosphonate

CAS Registry Mos.: 13977-65-0

13492-26-7
Moiecular Formulae:  KH.PQO,

K,HPO,
Chemical Famiy: metallic salts
Source of Biochemical: manufactured
Mode of Action: fungicide

BPB’s Comment Regarding §880.1100: Data submitted on the product identity of Fungi-Phite®
satisfies the reguirements of 40 CFR 158 155, guideline §(£1B-10, 880.1100.

Guideline §881) 1200: Manufacturing process (MRIDs 464612-02 and -03)

BPB’s Comment Regarding §151B-11: Data submitted on the manufacturing process of Fungi-
Phite® satisfy the requirements of 4¢ CFR 158.160 and 40 CFR.165, guideline §151B-11,
880.12010). No additional data required.

Guideline §880).1400: Discussion on the formation of unintentiong] ingredients (MRID 464612-
04)

BPB’s Comment Regarding $880.1400: Data submutted on the formation of unintentional
ingredients of Fur.gi-Phite® satisfy the requirements of 40 CFR 158,167, guideline §151B-12,
880.1400. No additional data required.
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Guideline §880.1700: Preliminary Analysis (MRID 464612-05)

BPB’s Comment Regarding §880.1700: This satisfies requirements of 40 CFR {38170,
guideline §151B-13, 880.170¢ No additional data required.

Guideline §880.1750: Certification of ingredient limits (MRID 464612-06

BPB’s Comment Regarding §880.1750: This satisfies the requirements of 40 CFR 13§ |75,
guideline §151B-15, 880.1750 No additional data required.

Guideline §880.1800: Enforcement analvtical methods {MRID 464612-07)

BPB’s Comment Regarding $80. 1800 Data submitted on the enforcement analytical methods for
certified limits of Fungi-Phite® satisfy the requirements of 40 CFR 158.180, guideline S151B-
16, 880.1800. No additional data required.
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PRODUCT TOXICOLOGY FOR Fungi-Phite®

Guidetine 870.]1 [00: Acute cral toxicity up-and-down procedure in rats (MRID 4646 12-21)

The LD, of Fungi-Phite® is >3,000 in three female rats. Chinical symptoms included
hypoactivity and one death on the first day in a fourth rat. Weight gain and later activity normal
in surviving aninials. Necropsy finding in the deceased anirnal showed slight reddening of
intestiries, other animals normal. Classification: Acceptable; Toxicity Category IV.

Guideline §70.1200: Acute dermal toxicity study 1n rats - Limit test (MRID 464612-22)

A single limit dose of Fungi-Phite® tested in male and female rats (S/sex). The LDy, > 5,000
mg/kg. No deaths, overt toxicity or dermal irritation observed. Weight gain and all animal
necropsies normal. Classification: Acceptable; Toxicity Category IV

.Guideline 870. 1 300: Acute inhalation toxicity study in rats - Limit test (MRID 464012-23)

No deaths observed at the maximum achievable LC,, of this product for rats (5/sex} of >2.10
mg/L, MMAD 2.0 uM, maximum GSD of 1 .90, and 52.1 % of particles below 3.3 uM.. Minor
clinical signs during exposure included hunched posture and/or hypoactivity, ocular and nasal
discharge. Necropsy and weight gain in animals normal. Classification: Acceptable; Toxicity
Category IV

Guideline 870 2400: Primary eve irritation study in rabbits (MRID 464612-24)

Sigle (0.1 mi) dose of Fungi-Phite® applied to 3 rabbits” (IM, 2F) right eyes. This substance
Is a minor irritant to rabbit eyes, causing grade 3 hyperemia and grade 1 chemosis and discharge
in all rabbits at the first reading, with grade 3 hyperemia in one animal and grade 2 in the
rematning 2 at 2+ hours (no chemosis). By 48 hours. only two rabbits still had grade 2 hyperemia
and the other grace 1, and all were down to 0 by 72 hours. Classification: Acceptable; Toxicity
Category 1L

Guideline 870.2300: Primary skin irritation study in rabbits (MRID 464612-25)

Single (0.5 ml} dose of Fungi-Phite'® applied to skin of 3 male rabbits. This substance is
minorly irritating. demonstrating grade 1 erythema in all rabbits at the first reading, bur reduced
to only 2/3 at 24 tours. By 72 hours. all were free of dermal irritation. Classification:
Acceptable; Toxicity Category IV.

Guideline 871).2600: Dermal sensitization study in guinea pies (Buehler method) (MRTD
464612 26}
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Twenty female guinea pigs were treated with Fungi-Phite@ (0.4 ml}y and tested for
sensitization. Results were compared to 10 female control animals. A positive controi
(hexylcinnamaldehyde) had been performed in the past six months in the laboratory (¢ vahidaic
the study. All animals survived, weight gain normal and no clinical signs of toxicity noted. A
slight erythematic response was noted in 8 of 20 test amimals at challenge, and in 3 of 10 controi
animals. Classification: Acceptable; Toxicity Category Non-sensitizer.

BPB’s Comment: Data submitted on the product toxicology of Fungi-Phite® satisiies the
requirements of 40 CFR 158.690).
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: ACUTE ORAL TOXICITY - RAT (870.1100)
MRID 46461221

Prepared for
Biopesticides and Pollution Prevention Division
Orfice of Pesticide Programs
1J.S. Environmental Protection Agency
180[ Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 05-022

Primary Reviewe::

Susan Chang, M.5. Signature:
Date:

Secondary Reviewers:

H. Tim Borges, M.T.(A.S.C.P.), Ph.D.,D.AB.T. Signature:
Date:

Robert H. Ross, M.S., Group Leader Signature:
Date:

Quality Assurance

Eric Lewis, M.S. Signature:
Date:

Disclaimer

This review mav nave been altered subsequent to the contractor’s signatures above.,

Oak Ridge National l.aboratory managed and operated by UT-Battelle, LLC . for the U.S. Department ot Energy under
Contract No. DF -A{T 03-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

STUDY TYPE:
MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL.:

PROJECT NO:
SPONSOR:
TESTING FACILITY:

TITLE OF REPORT:
AUTHOR:
STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Acute Oral Toxicity - Rats (OPPTS $70.1 100}
46461221

DP316330

Not reported

353424

Fungi-Phite Fungicide (EPA Reg No. 73771-R:
@ ./ monopotassium phosphite and (P«
dipotasstum phosphite, a.1.)

15952

Biagro Western Sales, Inc., Visalia, CA

Product Safety Laboratories, Dayton. NI

Acute Oral Toxicity Up and Down Procedure in Rats
Dantel J. Merkel. B.S.

December 6, 2004

GLP Compliant

The oral LD, for female rats was greater than 5000

mg'kg.

ACCEPTABLE -- TOXICITY CATEGORY IV

1. STUDY DESIGN:

Test material: Fungi-Phite Fungicide, Lot M0O8130402, containing 45.5% mono- and d1-

potassium salts of phosphorus acid. a.i.

[

Test animals: Four female Sprague-Dawley rats were received from Ace Animals. inc..
Bovertown, PA. and weighed 173-230 g on the day of dosing. The younyg aduit animals, 9-1 !

weeks old, were housed individually in suspended stainless steel cages with mesh floors. The
animals were fed Purina Rodent Chow No. 5012 Filtered tap water was available ad libium.
The environmental conditions of the animal room were as follows: temperature. 19-25°C and

I ETN
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photoperiod, 12 hour light/dark cycle. Relative humidity and air changes per hour were not
reported.

3. Methods: Rats were ear-tagged: Nos. 7005, 7038, 7039, and 7075. The rats were acclimated
for 8-21 days and fasted overnight prior to dosing. The test material (5000 mg/kg body
weight) was dosed by gavage (Table 1). Body weight was recorded prior to dosing, and on
days 7 amd 1. The test animals were observed for clinical signs of toxicity during the first
several hours post-dosing and at least daily for 14 days. All animals were necropsied.

. RESULTS:

. Mortality: <)ne animal died on day 1. All other rats survived the study.

TABLE 1. Deses, mortality/animals treated

Dose (mg/kg} Males Females J Combined

5000 . L4 |
Data taker from p. 3. MRID 46461221,

2. Body Weight: All surviving animals gained weight during the study.

3. Clinical observations: Two animals were hypoactive three hours post dosing. One animal
recovered by 4 hours, but one animal died. Another surviving animal had reduced fecal
volume on ¢ays | and 2 with recovery by day 3. The fourth animal and the recovered animals
were active «nd healthy through the end of the study.

4. Gross necropsy: The decedent showed shghtly red intestines. No gross abnormalities were
notzd from the survivors.

HL. DISCUSSION: The oral LDy, for female rats was greater than 5000 mg/kg. This places
Fungi-Phite “ungicide in TOXICITY CATEGORY IV, The packet classification is
ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: ACUTE DERMAL TOXICITY - RAT (870.1200)
MRID 46461222

Prepared tor
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
;.S Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 03-022

Primary Reviewer

Susan Chang, M.5. Signature: e
Date:

Secondary Reviewers:

H. Tim Borges. M.T.(A.S.C.P.). Ph.D.,. D AB.T. Signature: }
Date:

Robert H, Ross, M.S., Group 1.eader Nignature: -
Date:

Quality Assurance

Eric Lewis, ML.S. Signature: —
Date: ——

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory managed and operated by UT-Battelle, L.LC., for the LLS. Department ot £nergy undes
Contract No. DE-AC03-000R2272<
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

STUDY TYPE: Acute Dermal Toxicity - Rats (OPPTS 870.1200)
MRID NO: 46461222
DP BARCODE NO: DP316330
CASE NO: Not reported
DECISION NO: 353424
TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R;

@/ moropotassium phosphite and (P ww

dipotassium phosphite, a.i.)

LSS LIV FORMATT oM l‘s NOT Inaty pss

PROJECT NO: 15953
SPONSOR: Biagro Western Sales, Inc., Visalia, CA
TESTING FACILITY: Product Safety Laboratories, Dayton, NJ
TITLE OF REPORT: Acute Dermal Toxicity Study in Rats - Limit Test
AUTHOR: Daniel I. Merkel, B.S.

STUDY COMPLETED: December 6, 2004

GOOD LABORATORY GLP Compliant
3 PRACTICE:
- ‘ CONCLUSION: The dermal LD, for males, females, and combined was

greater than 5000 mg/kg.

CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY IV

I. STUDY DESIGN:

1. Test materiai: Fungi-Phite Fungicide, Lot M08130402, containing 45.5% mono- and di-
potassium salts of phosphorus acid, a.i.

IV T uNINL‘:l

2. Test animals: Five male and five female Sprague-Dawley rats were received from Ace
Animals, inc., Boyertown, PA, were assigned, and weighed 282-325 g (males) and 193-204 g
(females) on (ne day of treatment. The young adult animals, 9-10 weeks old, were housed
individually in suspended stainless steel cages with mesh floors. The animals were red
Purina Rodent Chow No. 5012 and filtered tap water was available «d libitum. The
cnv-ronment:i conditions of the unimal room were as follows: temperature, 19-22°C and

-13-
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photoperiod, |2 hour ight/dark cycle. The relative humidity and air changes per hour were
not reported.

3. Methods: Rats were ear-tagged: Male - Nos. 7402 to 7406; Female - Nos. 7407 tn 7411
The rats were acchmated for 13 days. The test matenial (5000 mg/kyg body weight) was
applied evenly over a 2 inch x 3 inch area (approximatety 10% of the body surface) of the
dorsal trunk and covered with a gauze pad. The gauze pad and entire trunk were wrapped
with Durapore tape. The coverings were removed after 24 hours and excess test material
removed. The test animals were observed during the first several hours after treatment for
mortality, signs of gross toxicity, and behavior changes and daily thereafter for 14 days. 'he
rats were weighed prior to treatment and on days 7 and 14. The rats were euthanized on «av
14 and necropsied.

II. RESULTS:

i. Mortality: All rats survived the studv

b
N

Clinical observations: All animals werce active and healthy throughout the study

3. Body weights: All animals had normal body weight gains.

4. Gross necropsy: No gross abnormalities were noted.

IH. DISCUSSION: The dermal [.D., for males, females, and combined was greater than 3006
mg/kg. This places Fungi-Phite Fungicide in TOXICITY CATEGORY [V, The packe:
classificatton 1s ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: ACUTE INHALATION TOXICITY - RAT (870.1300}
MRID 46461223

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 05-022

Primary Reviewer
Susan Chang, NS, Signature:

Date:

Secondary Reviewers:
H. Tim Borges, M. T.(A.S.C.P.), Ph.D.. D.AB.T. Signature:

Date:
Robert H. Ross, M.S., Group Leader Signature:
Date:
Quality Assurance’
Eric Lewis, M.S Signarure:
Date:
Disclaimer

This review piav have been altered subsequent to the contractor’s signatures above.

Oak Ridge Nationa Laboratory managed and operated by U'T-Batielle, LLC.. ror the U S, Department of Energy under
Contract No. DF -AC03-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

STUDY TYPE:
MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL.:

PROJECT NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORT:
AUTHOR:

STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Acute Inhalation Toxicity - Rats (OPPTS 870.1300,
46461223 .
DP316330

Not reported

353424

Fungi-Phite Fungicide (EPA Reg No. "3771-R:

@/ monopotassium phosphite and (-

dipotasstum phosphite, a.1.)

15954

Biagro Western Sales, Inc., Visalia, CA

Product Safety Laboratories, Dayton, NJ

Acute Inhalation Toxicity Study in Rats - Limit Test
Damet J. Merkel. B.S

December 6, 2004

GLP Compliant

The inhalation LCy, for males, temales. and combinec
was > 2.10 mg/L..

ACCEPTABLE -- TOXICITY CATEGORY Vv

I. STUDY DESIGN:

A. Test material: Fungi-Phite Fungicide, Lot M08130402, containing 43.5%, mono- and di-
potassium salts of phosphorus acid. a.1.

2. Test animals: Five male and five female Sprague-Dawley rats were received from Ace
Animals, Inc., Boyertown, PA, were assigned, and weighed 330-363 ¢ (males) and 208-243
g (females) on the day of treatment. The young adult animals, 10-11 weeks old. were
housed individually in suspended stainless steel cages with mesh floors. The animals were
fed Purina Rodent Chow No. 5012, Tap water was available ud libitum. The environmentat

-{o-
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cond:tions of the animal room were as follows: temperature, 21-23°C and photopetiod, 12
hour light/dark cycle. The relative humidity and air changes per hour were not reported.

3. Methods: Ras were ear-tagged: Male - Nos. 7324 to 7328; Female — Nos. 7329 to 7333.
The rats were acclimated for 21 days prior to exposure.  The animals were exposed under
the concentralion shown in Table 1. The rats were exposed whole body in a Plexiglas
dynamic flow inhalation chamber for four hours and 15 minutes. They were observed at
least every 39 minutes during exposure, upon removal from the chamber, and at least once
daily thereatier for 14 days. They were weighed prior to test material exposure and on days
7 and 14. All rats were sacrificed and necropsied on day 14.

TABLE 1. Concentrations, exposure conditions, moertality/animals treated |
\ . . Mortality
Némm“' o Mgm GSD P”g‘c]]e Temp | Humidit ’
onc. -ouc. (m) Ny = C) v (%) Mal Femal Combine
mgL) | (mgl) | (um) pm (%) « . . d
45.80 R 3.0 1 87- ~78 21-22 53-90 (3 (8] 10
1,90

Data taken from Tables 4-6, pp. 9, [, and 16-18, MRID 46461223

Generation of the test atmosphere and description of the chamber: The exposure
atmosphere was generated using a 1/4 inch JCO atomizer, FC4 fluid cap and AC1502 air
cap (Spraving Systems Inc.). The test material was metered to the atomization nozzle
through Tyygon tubing using a pump. Filtered air was supplied by an air compressor
connected to the spray atomization nozzle. Additional diluent air was supplied directly to
the exposure chamber from conditioned room air. The average total airflow was 45.5-45.9
literssmin and the whole body exposure chamber volume was 150 L. Time to equilibrium
wag approxirnately 15 min.

Test atmosphere concentration - During exposure, gravimetric samples were collected
from the breathing zone of the animals six times, using zlass fiber filters. Filter papers were
weighed betore and after collection to determine the mass collected. The value was divided
by the total valume of air sampled to determine the charmber concentration. The average
results are 111 '[able 1 above.

Particle size determination - Particle size for each exposure concentration was determined
twice using an eight-stage Andersen cascade tmpactor. The fest material concentration
collected at vich stage was determined gravimetrically. The mass median aerodynamic
diameter and geometric standard deviation were determined graphically using two-cyele
logarithmic probit axes. Results are in Table 1 above.

II. RESULTS:

1. Mortality: All rats survived the study.
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2. Clinical observations: During exposure, the animals were hypoactive and had ocula
discharge, nasal discharge, and hunched posture. All animals recovered upon removal from
the chamber and were active and healthy throughout the remainder of the observation
period.

3. Body weight: All animals had normal body weight gains.

4. Gross necropsy: No gross abnormalities were noted.

1. DISCUSSION: The inhalation L.C, for males, temales, and combined was = 2.1 mg/L..
This places Fungi-Phite Fungicide in TOXICITY CATEGORY IV, The packet classification 1s
ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: PRIMARY EYE IRRITATION - RABBIT (870.2400)
MRID 46461224

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Lite Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No, 03-022

Primary Review e
Susan Chane. M.S5, Signature;
o
Date:

Secondary Revicwers:
H. Tim Borges, M. T.(A.S.C.P.), Ph.ID., D.A.B.T. Signature:

Date:
Robert H. Ross, M.S.. Group [ eader Signature:
Date:
Quality Assurance:
Eric Lewis. M.S Signature:
Date:

Disclaimer

This review mav have been altered subsequent to the contractor’s signatures above.

Oak Ridge Natin;r‘mi | aboratory managed anc operated by UT-Batelle, LEC. forthe U.S. Departinent of Energy under
Contract No DF-A¢CN3.000R22725,
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

‘31 STUDY TYPE: Acute Eve Irmtation - Rabbits (OPPTS 870.2400
< MRID NO: 46461224
g DP BARCODE NO: DP316330
2
=] CASE NO: Not reported
-
g DECISION NO: 353424
‘_‘/_l’ TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R.
5 @/ monopotassium phosphite and (I~
dipotassium phosphite, a.i.)
? PROJECT NO: 15955
é SPONSOR: Biagro Western Sales, [nc., Visalia, C'A
:i;“ TESTING FACILITY: Product Safety Laboratories, Dayton, N1
N TITLE OF REPORT: Primary Eye Irritation Study 1n Rabbits
g AUTHOR: Dantel J. Merkel, B.S.
9 STUDY COMPLETED: December 6, 2004
~ GOOD LABORATORY GLP Comphant
g PRACTICE:
CONCLUSION: No corneal opacity or ritis were noted on any rabbit.
3 Positive conjunctival irritation {score 2 or 3) was noted
§ on all rabbits one hour after test material instillation
' with resolution on one rabbit by 48 hours and on two
3 rabbits by 72 hours. The maximum average score was
- 10.0 at one hour after test material instillation. Fungi-
z Phite Fungicide was nunimally irmitating.

CLASSIFICATION: ACCEPTABLE - TOXICITY CATEGORY 111

1. STUDY DESIGN:

1. Test material: Fungi-Phitc Fungicide, Lot MO8130402, containing 45.5"% mono- and di-
potassium salts of phosphorus acid. a.
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2. Test animals: One male and two female young adult New Zealand White rabbits were
received from Robinson Services, Inc., Clemmons, NC. The animals were housed
individually in suspended stainless steel cages with mesh floors. The animals were fed
Pelleted Purina Chow No. 5326. Filtered tap water was available ad libitum. The
environmental conditions of the animal room were as follows: temperature, 19-22°C and
photoperiod. 12 hour light/dark cycle. The relative humidity and air changes per hour were
not reported

3. Methods: Rabbits were ear-tagged: Nos. 12650 (male) and 12649 and 12651 (females).
The rabbits were acclimated for 5 days. The test material (0.1 mL/eye/animal) was applied
in the conjunctival sac of the right eye, and the eye held closed for approximately one
second. The left eve served as control. The eyes were examined and scored 1, 24, 48 and 72
hours after rcst material instillation.

[I. RESULTS:

1. Mortality: All animals survived the study.

2. Ocular Lesions: No corneal opacity ot iritis were noted on any rabbit. Positive conjunctival
irritation {score 2 or 3) was noted on all rabbits one hour after test material instillation with

resotution on one rabbit by 4% hours and on two rabbits by 72 hours (Table 1). The
maximum average score was 10.0 at one hour after test matenal instillation (Table 2).

TABLE 1. Summary of Eve Irritation Scores with Time: Conjunctiva and Iris

| Score Conditions 1 hour 24 hours 48 hours I 72 hours
Conjunctiva
Erythema 3 2ol fo 2 {1
Chemosis 1 t} ‘ 1 {0
Discharge L 0} 0 {.
Iris () 0 1) (

[rritation score 18 based on Draize Method

Scale for Scoring Ocular Lestons

Cornea

A. Opacity-degree of density (area most dense taken for reading)
No Opacity . . .......... ..... o e e oo 0
Scattered or diftuse area, details of 1ris clearly visible .. ... e e AU
Eastly discernible wranslucent areas, details of iris slightly obscured .. ... ... ... ... ..., L. 2%
Opalescent areas no details of iris visibie, size of pupt! barely discernible .. ... ... .. .. Rt
Opaque, s invisible .. ... e e e I i

B. Ares of cornea involved
One guarter (o1 lessybutnotzero . .. ... N e e
Greater than one quarter, but less than half ... . .. . ... . o0 oo
Greater than halt bur less than three quarters . . .. e
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(rreater than theee quarters, up to whole area o
Score=AxBx?>5 Total Maximum Score = 80

ILris
A. Values
Normal

Folds above normal, congestion, sweiling, circumcorneal injection (any or all of these o1 combination

of any thereof). s still reacting to light (sluggish reaction 1s positive). :
No reaction to light, hemorrhage, gross destruction {any or all of these).. .. .. 2
Score=Ax 5 Total Maximum Score — 10
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Conjunctive
A. Redness (ret’er\' 1o palpebral and bulbar conjunctive excluding cornea and iris)
Vessels normal o
Vessels definiiely injected above normai .......................... .. . .
Mare diffuse, deeper crimson red, individual vessels not easily discernible. . ... ..., .. ... .. .. A

Diffuse beefvred ..o o L L 3k
B. Chemosis

Noswellimg .. oL e .0

Any swelling above normal (includes rictitating membrane) .. ... . ... . ..o oL o1

Obvicus swelling with partial eversionof ids . ... . ... ... .. e Coo 2*

Swelling with hds about half closed .. ... ... e e R

Swelling with hds about half closed to completely L!osed ............................. A &
. Discharge

No discharge ..

Any amount different from nermal (does not include small amounts observed in inner canthus of’

normal ARalS) .. e e e o1
Discharge with moistening of the lids and hairs just adjacent to ds ... ... ... ... . L2
Discharge with moistening of the lids and hais, and considerable area around the eye . ... .. .. .3

Score =(A FH - )x2 Total Maximum Score = 20

* represents a positive response

| TABLE 2. Summary of Total” and Primary Eye Irritation Scores with Time I
[ Amma ¥ r lh 24 h 48 h 72h
174640 10 6 4 0
i 1 4 4 0
[ s 16 4 2 ¢
"Total (0.0 4.7 33 0.0

"Formula: Total Irmitwhion Score = 1+ [1+ IHI, where,

I = Comneasl Score = {Density (A) x Area (B)] ¢ 3

Il = Ins Score = Seversy X 5

I = Comunctival Scare = [Erythema (A) + Chemosis {B) + Discharge (C)] » 2
Pormary lrritation - sum of Total Irrtation Scores - 3

[11. DISCUSSION: No comeal opacity or ritis were noted on any rabbit. Positive conjunctival
irrtitation (score 2 or 3) was noted on all rabbits one hour after test material instillation with
resoiution on one rabbit by 48 hours and on twao rabbits by 72 hours. The maximum
average score was 10.0 at one hour after test material instillation. Fungi-Phite Fungicide
was mimmally irritating and 1s in TOXICITY CATEGORY III. The packet classification is
ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: PRIMARY DERMAL IRRITATION - RABBIT (870.2500}
MRID 46461225

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
LS. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Ouak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 05-022

Primary Reviewer:

Susan Chang, M.S. Signature:
Date: -

Secondary Reviewers:

H. Tim Borges, M.T.(A.S.C.P.), Ph.D., D.A.B.T. Signature: .
Date: —

Robert H. Ross, M.S., Group Leader Signature:
Date:

Quality Assurance:

Eric Lewis, M.S. Signature:  _
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory managed and operated by UT -Battelle, LLC., forthe U5, Department ot Eneryy unde:
Contract No, DE-AC05-000R22725
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ATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

TRORG PROCESS TNFORMATION IS NOT INCLUDED

STUDY TYPE: Primary Dermal Irritation - Rabbits (OPPTS 870.2500)
MRID NO: 46461225
DP BARCODE NO: DP316330
CASE NO: Not reported
DECISION NO: 353424

TEST VIATERIAL:

PROJECT NO:
SPONSOR:
TESTING FACILITY:

TITLE OF REPORT:
AUTHOR:
STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Fungi-Phite Fungicide (EPA Reg No. 73771-R;
@ /-~ monopotassium phosphite and (P w/w
dipotassium phosphite, a.i.}

15956

Biagro Western Sales, Inc., Visalia, CA

Product Safety Laboratories, Davton, NJ
Primarv Skin Immitation Study in Rabbits
Daniet J. Merkel, B.S.

December 6, 2004

GLP Compliant

Very slight erythema was noted on 3/3 rabbits one hour
after patch removal with clearance on one rabbit by 24
hours, but persisted on two rabbits through 24 hours
with clearance by 48 hours. The primary irritation
index was 0.4. Fungi-Phite Fungicide was essentially
nonirritating.

ACCEPTABLE -- TOXICITY CATEGORY 1V

Test material: Fungi-Phite Fungicide, Lot M08130402. containing 45.5% mono- and di-
potassium szlts of phosphorus acid, a.i.

. Test animals: Three male young adult New Zealand White rabbits were received {rom

Robinson Services, Inc., Clemmons, NC. The animals were housed individually in
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina
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Chow No. 5326. Filtered tap water was avatlable ad libinum. The environmental conditions
of the animal room were as follows: temperature, 19-22°C and photoperiod. 12 how
light/dark cycle. The refative humidity and air changes per hour were not reported

3. Methods: Rabbits were ear-tagged: Nos. 12599 to 12601. The rabbits were acclimated ror
13 days. The fur on the dorsal trunk of each rabbit was chipped on the day prior to treatment.
The rabbits were given 0.5 mL of test material applied on a 6 cm’ clipped intact dosc sitc.
and the site covered with a gauze pad. The pad and entire trunk were wrapped wiih a semi-
occlusive Microspore tape, Elizabethan collars were placed on the rabbits. The covering
and the collar were removed 4 hours later and the site cleansed to remove any residual test
material. The animals were observed at least once daily for gross toxicity and behavior
changes during the study. Dermal examination was recorded at 1. 24, 48, and 72 hours after
removal of the patch.

Il. RESULTS:

1. Mortality: All rabbits survived the study.

2. Dermal responses: Very slight erythema was noted on 3/3 rabbits one hour after patch
removal with clearance on one rabbit by 24 hours, but persisted on two rabbits through 24

hours with clearance by 48 hours. The primary irritation mdex was 0.4

Irritation scores:

I TABLE 1. Summary of individual rabbit’s dermal irritation scores with time

| Hours

Anmmmal No. | o4 15 i

125909 T IR tiy et

12600 10 IRt (o : e

12601 10 i) it ity

Data taken from Table L, p. 12, MRID 46461225
*Erythema/Edema

Description of rating method:

Evaluation of skin reaction: Beore
Erythema formation:

No erythema ... . o
Very slight erythema {barely perceptible)

Well-defined erythema . . .. . o h
Moderate to severe ervthema S :
Severe erythema (beet redness) to shight eschar formation {mjunes m depthy ... 1

Edema formation:
No edema . ..
Very slight edema (barely perceptible)
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Slight edema {edges of area well-defined by definnte raising} . ... .. ... ... ...
Moderaie edema (raised approximately 1 mm) ... .. .. o L Ll L .
Severe edema (raised by more than 1 mm extendmsz beyond the area of exposure) . .............. ..

111. DISCUSSION: Very slight erythema was noted on 3/3 rabbits one hour after patch
removal with clearance on one rabbit by 24 hours, but persisted on two rabbits through 24 hours
with clearance bv 48 hours. The primary irritation index was 0.4. Fungi-Phite Fungicide was
essentially nonurritating and is in TOXICITY CATEGORY IV. The packet classification is
ACCEPTABLEF.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
{(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: SKIN SENSITIZATION - GUINEA PIG (870.2600)
MRID 46461226

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
..S. Environmental Protection Agency
1801 Bell Streel
Arhington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
(Oak Ridge, TN 37831
Task Order No. (}5-022

-Primary Reviewer:

Susan Chang. M.S. Signature:
Date:

Secondary Reviewers:

H. Tim Borges, M.T.(A.S.C.P.) Ph.D., D.AB.T. Signature:
Date:

Robert H. Ross. M.S., Group Leader Signature:
Date: — -

Quality Assurance

Eric Lewis, M.S. Signature.
Date:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory managed and operated by UT-Battelie, LLC . for the U.S. Department of Lnergy unde
Contract No. DE-AC05-000R22725
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

STUDY TYPE: Skin Sensitization - Guinea Pigs (OPPTS 870.2600)
MRID NO: 46461226
DP BARCODE NO: DP316330 L
CASE NO: Not reported ? g
DECISION NO: 353424 ? :

Fungi-Phite Fungicide (EPA Reg No. 73771-R;

@/ moropotassium phosphite and (v~

dipotassium phosphite, a.1.}

TEST MATERIAL:

PROJECT NO: 15957
SPONSOR: Biagro Western Sales, Inc., Visalia, CA

TESTING FACILITY:
TITLE OF REPORT:

Product Safety Laboratories, Dayton. NJ

Dermal Sensitization Study in Guinea Pigs (Buchler

A3 ﬂm !Zm N NO[LVE’{‘T( YINT QTN N .

) Method)
AUTHOR: Daniel I. Merkel, B.S.
STUDY COMPLETED: December 6, 2004
GOOD LLABORATORY GLP Compliant
PRACTICE:

CONCILUSION: After three consecutive inductions, the test animels
showed no positive signs of reactivity 24 and 48 hours
after challenge. Fungi-Phite Fungicide was not a dermal
sensitizer.

CLASSIFICATION: ACCEPTABLE
I. STUDY DESIGN:
1. Test material: Fungi-Phite Fungicide, Lot M08130402. containing 45.5% mono- and di-
potassium salis of phosphorus acid, .1
2. Test animals: Thirty female Hartley guinea pigs from Elm Hifl Breeding I.abs, Chelmsford,

MA were assigned to groups and weighed 354-415 g at experiment start. The young adult
animals were housed individuallv in suspended stainless steel cages with mesh floors or
plastic perforuted bottoms. The animals were fed pelleted Purina Guinea Pig Chow No.
5025. Filtered 1ap water was avatlable ad libiturm. The environmental conditions of the
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animal room were as follows: temperature, 18-23°C and photoperiod, 12 hour light/dark
cycle. Relative humidity and air changes per hour were not reported.

3. Methods: Female guinea pigs were ear-tagged and grouped: Test — Nos. 20727 10 20746;
Naive Control - Nos. 20747 to 20756. The guinea pigs were acclimated for 13-52 davs
The animals were induced and chalienged according to the method of Buehler. The dorsat
and flank areas of 20 test guinea pigs and 10 naive control animals were clipped prior t
each treatment. For the induction phase. 0.4 mL of undiluted test material was applhed to the
animal using a Hill Top Chamber and secured with non-allergenic adhesive tape. The
chamber was removed after six hours and excess test material cleansed. The procedure was
repeated once each week for three consecutive weeks. Twenty-seven days after the first
induction, the test animals were challenged with 0.4 mL of undiluted test material under
occlusion to natve sites. At challenge, a naive control group (10 animals) was treated witl:
0.4 mL of undituted test material. Reactions were scored at approximately 24 and 48 hours
following induction and challenge application.

II. RESULTS:
1. Mortality: No deaths were observed in any group.
2. Body weights: All guinea pigs gained weight during the study.

3. Skin effects: Very faint ervthema usually non-confluent was noted on 3-20 and 2/2{ tes!
animal after the first and second inductions, respectively, with clearance by 48 hours. No
reaction was noted on any animal after the third induction. Very faint ervthema usually non-
confluent was noted on 8/20 test animal after challenge with clearance on six animals by 48
hours. Very faint erythema usuaily non-confluent was noted on 3/10 naive control animais
after challenge with clearance on two animals by 48 hours. No positive reaction was noted
on any test or naive control animals after challenge.

TABLE 1. Summary of Individual Erythema Challenge Scores with Time *
Time 24 hours 48 hours
Ervthema Score iy (= ! 2 (¥ o !
Treuaied 12 3 it 0] 18 2 6 s
Naive Control - 3 i i Y . U P,

“Number of animals affected
Evaluation score 1s bascd on Buehler Grading Scale.

Scale for Scoring Skin Reaction
Buehler sensitization scoring scale

Ervthema negre
No reaction . . . . ) L 3

Very faint, usually noncontluent . L R
Famt. usually contluent

Moderate . .

Severe with or without edema
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111. DISCUSSION: Very faint erythema usually non-contluent was noted on 3/20 and 2/20 test
animals after the first and second inductions, respectively, with clearance by 48 hours. No
reaction was noted on any animal after the third induction. No posttive reaction was noted
on any test or naive control amimals after challenge. The study included a alpha-
hexylcinnamaldehyde Technical (HCA) positive control study which was carried out within
six months n{ the study and the results were appropriate. Fungi-Phite Fungicide was not a
denmal sensitizer. The packet is classified as ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPES: Waiver Requests for
90-Day Oral Toxicity (OPPTS 870.3100)
90-Day Dermal Toxicity (OPPTS 870.3250)
90-Day Inhalation Toxicity (OPPTS 870.3465)
Developmentai Toxicity (OPPTS 8§70.410G)
Immune Response (152-18)
Residue Testing (153-3)

MRID 46461227

Prepared tor
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U5, Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Seiences Division
Qak Ridge National Laboratory
Oak Ridge, TN 37830
Task Order No 05-022

Primary Reviewer.
Susan Chang, M.S. Signaturc:
[Date:

Secondary Reviewers:
H. Tim Borges, M.T.(A.S.C.P), Ph.D.. D.A.B.T. Signature:

Date;
Robert H. Ross, M.S.. Group [eader Stgnhature:
[Date;
Quaiity Assurance:
Eric Lewis, M.S. Signature: -
Date:
Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Oak Ridge National Laboratory managed and operated by UT-Battelle, L1.C"., for the U3 Department ol Energy under
Contract No. DE-ACO035-000R22725
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

STUDY TYPE:

MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORTS:

AUTHOR:
STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Waiver Requests for

90-Day Oral Toxictty (OPPTS 870.3100)
90-Day Dermal Toxicity (OPPTS 870.3250)
90-Day Inhalation Toxicity (OPPTS 870.3485)
Chronic Toxicity (OPPTS §70.4100)
Developmental Toxicity (OPPTS 870.3700)

Immune Response (152-18)
Residue Testing (153-3)

46461227
DP316330
Not reported
353424

Fungi-Phite Fungicide (EPA Reg No. 73771-R;
w/w monopotassium phosphite and (B w/w
dipotassium phosphite, a.1.}

Phosphorous Acid 01
Biagro Western Sales, Inc., Visalia, CA
E*ponent”. Inc.. Washington, DC

Mono- and Di-potassium Salts of Phosphorous Acid,
Waiver Request from Further Testing

James B. Messina
January 7, 2005

Not applicable

A waiver is requested for Fungi-Phite Fungicide based
on the acute toxicity and mutagenicity profile, its rapid
degradation in the environment, its current safe use as a
fertilizer, label requirements for handling, its status as a
required substance 1n the human body, and approval of
previous waivers cited in the Mineral Acids RED (EPA
738-R-029, December 1993). The BPPD reviewer finds
the information submitted Ut support of the watver
request to be unacceptable.

UNACCEPTABLE
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*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*
Product description: Fungi-Phite (EPA Reg. No. 73771-R) is a systemic fungicide and an c¢nd-

use product (EP) for the suppression and control of phytophthora, pythium and downy miidew
The active ingredients arehv/w monopotassium phosphite and -v/w dipotassium

phosphite. The label indicates that the active ingredient is 45.5% mono- and di-potassium salts
of phosphorous acid and Fungi-Phite contains 5.14 [bs/gal of the active ingredients, equivaleni
to 3.33 lbs phosphorous acid per gallon (29.5% w/w). The wnert is as diluent

Waiver request: The registrant is requesting watvers for 90-day oral toxiciiv, Y0-day dermai
toxicity, 90-day inhalation toxicity, chronic toxicity. developmental toxicity. imumunc response.

[

ey

and residue testing, in regard to further testing.

S

Rationale: A waiver is requested based on the acute toxicity and mutagenicity profile. 1ts rapa
degradation in the environment, its current safe usc as a fertilizer, label requirements for
handling, its status as a required substance in the human body, and approval of previous waivers
cited in the Mineral Acids RED (EPA 738-R-029. December 1993).

Acute toxicity and mutagenicily: The acute oral and dermal LD, are >5000 mg/kg. The acute
inhalation LCsy 15 > 2.10 mg/L. Fungi-Phite Fungicide was essentially nonirritating to the skin
of rabbits, minimally irritating to the eyes ot the rabbits, and not a dermal sensitizer. The
registrant indicates that mutagenicity data on the active ingredient are negative.

3

AL JAUN L SINGL,

Rapid degradation: Phosphorous acid dissociates rapidly 1o hydrogen and phosphitc ions once -
released into the environment The registrant claims phosphite salts are GRAS, but provided no -
proof. The simple statement that a chemical is GRAS is insufficient to claim a warver request.
as GRAS refers only to the amounts necessary in the final product to provide the requirement
that FDA allows, and FDA has nothing to do with pesticide use. Natural means moderate anv

accumulation of these ions in plants

History of use: Mono- and di-potassium salts of phosphorous acid have been used cxtensivelv o
an agricultural fertihzer product. The registrant has been actively selling potassium phosphitc
based liquid fertilizer products for 9 years under the Nutri-Phite product name brand. Nut»
Phite P+K 0-28-26 contains slightly higher mono- and di-potassium salts of phosphorous acidé
than Fungi-Phite. The application rate is similar. No reports of human toxicity have been

reported from consumption of treated crops.
Label requirements for handling: The label for Fungi-Phite is based on the use pattern and the
product-specific acute toxicity data results and contains all of the necessary EPA PPE labeling
language requirements.

Required human substance: Phosphorous ts a constituent of human bone tissue and forms
compounds needed for energy conversion reactions (€.g. ATP). but there has been no evidence

provided that potassium phosphites are required human substances. and there is no indication
that biologically usable phosphorous ions are produced from potassium phosphitces.
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Mineral acids RED: Phosphorous Acid; Exemption From the Requirement of a Tolerance, Final
rule (65 FR, 11/5/2000, pp. 59346-59350). This regulation establishes an exemption from the
requirement of o tolerance for residues of phosphorous acid and its ammonium, sodium and
potassium salts 11 or on all food commodities when used as an agricultural fungicide on food
crops. The Mineral acids RED includes Phosphoric Acid, not phosphorous acid, therefore, the
reference to this document is unacceptable for the purpose of a walver request.

Reviewer’s conclusion: The BPPD reviewer finds the information submitted in support of the
waiver request 1¢ be unacceptable.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE)

STUDY TYPES: Product Identity and Composition {OPPTS 830.1550)
Description of Beginning Materials (OPPTS 830.1600)
Description of Production Process (OPPTS 830.1620)
Discussion of Formation of Impurities (OPPTS 830.1670)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1750)
Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS 830.6302-830.7950)
MRIDs 46484001 and 46461202-46461220

Prepared for
Bropesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Strect
Arlington. VA 22202

Prepared by
Toxicology and Hazard Assessment Group
[Life Sciences Diviston
Oak Ridge National Laboratory
Oak Ridge. TN 37830
Task Order No. 1)5-022

Primary Revicwer:

Susan Chang, M.§. Signature:
Date: o
Secondary Reviewers:
Eric Lewis, M.S. Signature: N
Date: e
Robert H. Ross, M.S.. Group Leader Signature: -
Date: S
Quality Assurance.
Eric Lewis, M.S. Stgnature: .
Date:
Dhsclaimer
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This review may have been altered subsequent to the contractor’s signatures above.
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(Oak Ridge Nationat Laboratory managed and operated by UT-Battelte, LLC_, for the UJ.S. Department of Energy under
Contract No. DE-AC05-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer: Carol E. Frazer, Ph.D.

STUDY TYPE:

MRID NOS:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NOS:

SPONSOR:
TESTING FACILITY:

Product Identity and Composition (OPPTS 83013501
Description of Beginning Materials (OPPTS 83010001
Description of Production Process (OPPTS 830).1620)
Discussion of Formation of Impurities (OPPTS
830.1670

Preliminary Analysis (OPPTS 830.1700)

Certified Limits (OPPTS 830.175(

Enforcement Analvtical Method (OPPTS 830. 1800
Physical and Chemical Characteristics (OPPTS
$30.6302-830.7950)

46484001, 46461202, 464061203, 464061204, 40401205,
46461206, 46461207, 46461208, 46461209, 46461214,
46461211, 46461212, 46461213, 46461214, 46461215,

46461210, 46461217, 46461218, 46461219, 46461220
DP316330

Not reported

353424

Fungi-Phite (EPA Reg No. 73771-R:
w/w monopotassium phosphite and (o v
dipotassium phosphite, a.1.)

BWS-FPC-01 (MRID 46484001), BWS-FPC-02
(MRID 46461202), BWS-FPC-03 (MRID 46461203,
BWS-FPC-04 (MRID 46461204). BWS-FPC-03
(MRID 46461205), BWS-FPC-06 {MRID 46461 2006).
BWS-FPC-07 (MRID 46461207). BWS-FPC-08
{(MRID 46461208), BWS-FPC-07 (MRID 464612095,
BWS-FPC-10 (MRID 46461210), BWS-FPC-} |
(MRID 46461211), BWS-FPC-1S (MRID 464612121
BWS-FPC-20 (MRID 46461213), BWS-FPC-174
(MRID 46461214), BWS-FPC-16 (MRID 464012153,
BWS-FPC-19 (MRID 46461216), BWS-FP(C- 14
(MRID 46461217), BWS-FPC-13 (MRID 46461218}
BWS-FPC-i2 (MRID 46461219), PHOSPHOROU'S
ACID 02 (MRID 46461220)

Biagro Western Sales, Inc.. Visalia. CA

Biagro Western Sales in house Laboratory, Inc.. v isalia.

A
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Product Identity and Composition (MRID 46484001),
Description of Materials Used to Produce the Product
(MRID 46461202), Description of Production Process
(MRID 46461203), Discussion of the Formation of
Impurities and Method of Analysis (MRID 46461204),
Preliminary Analysis (MRID 46461205), Certified
Limits (MRID 46461206), Color (MRID 46461207),
Physical State (MRID 46461208), Odor (MRID
464061209), Boiling Point (MRID 46461210). Density
(MRID 46461211), pH Test (MRID 46461212).
Viscosity (MRID 46461213), Storage Stabilitv and
Contatner Corroston Characteristics, 30-Day
Prelimmary Report (MRID 46461214), Stability to
Normal and Elevated Temperature (MRID 4645(215),
. Oxidation Reduction Data (MRID 46461216),
Dissociation Censtant Data (MRID 46461217), Waiver
Request for Vapor Pressure Data (MRID 46461218),
Water Solubility Data (MRID 46461219), Mono- and
Di-Potassium Salts of Phosphorous Acid -- Wajver
Request from Further Testing (MRID 46461220}

TITLE OF REPORT:

AUTHORS: John Peterson (MRIDs 46484001, 46461202,
46461203, 46461204, 46461205, 46461206, 46461207,
46461208, 46461209, 46461210, 46461211, 46461212,
46461213, 46461214, 46461215, 46461210, 46461217,
46461218, and 46461219) and James B. Messina

(MRID 46461220) .
STUDY COMPLETED: December 8, 2004 (MRIDs 46484001, 46461202,  .,*
o 46461203, 46461204, 46461205, 46461206, 46461207,
46461208, 46461209, 46461210, 46461211, 46461212,
46461214, 46461215, 46461216, 46461217, 46461218,
46461219), January 12, 2005 (MRID 464612 1(3). and

January 7, 2005 (MRID 46461220)

LARENE

h“?’ T~ o ~vr

GOOD 1., ABORATORY Not GLP Comphant

PRACTICE:

CONCLUSION: Fungi-Phite is a systemic fungicide and an EP for the
suppression and conirol of phytophthora, pythiurmn and
downy mildew. The active ingredients are v/iw
monopotassium phosphite and /w dipotassium
phosphite. The label indicates that the active ingredient
is 45.5% mono- and di-potassium salts of phosphorous
acid and Fungi-Phite contains 5.14 Ibs/gal of the active

ingredients, equivalent to 3.33 Ibs phosphorous acid per
gallon (29.5% w/w). The inert is s

-39-

U3 TN LON STNOLLY IV A A



EPA's Records Disposition Schedule PEST 361 Sclentific Data Reviews HED Records Center - File R145431 - Page 40 of 80

dituent. The beginning materials ar

CONCLUSION (CONT.)
production process was adequately addressed. Ne¢ §
mpurities are formed in the manufacture of Fungi-Phite
and no single impurity at a level of imore thun 1000
mg/kg (0.1%) 1s carried over from the starting materia!
to the final product. Five lots of Fungi-Phite werc
analyzed for phosphorus and potassium. The average of
five batch results was 46.10% which was within the
strongest and most dilute formulas (45.30-46.20%; and
within the sum of the certified limits as given on the
CSF (34.5+9.5% to 36.5+10.5%). The upper and tower
certified limits of the ingredients are within the
recommended range (n guideline OPPTS 830 | 730
The range of phosphorous acid equivalent would tange
from 3.30-3.40 pounds (3.33 Ibs) of phosphorous acid
equivalent per gallon and the pounds of total saits per
gallon would range from 5.12-5.24 pounds (label 514
Ibs). The methods of analysis for potassium and
phosphite in potassium phosphite solutions arc
modifications of standard methods {AOAC 983.02 i 7
ed. and AOAC 958.01 17" ed., respectivety) tor the
analysts of potassium ious (flame emission
spectrophotometry) and for the analvsis ol phosphate
1ons (spectrophotometric molybdovanadophosphatie
assay) The physical/chenucal properties were
adequately addressed. One-year storage stability and
corrosion characteristics studies are i progress.

CLASSIFICATION: ACCEPTABLE, the registrant nceds o submit the
results of the one-year storage stability and corrosion
characteristics studies upon complctiot:

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*

Test material: Fungi-Phite containing (/v monopotassium phosphite and ([~ ~
dipotassium phosphite

I. PRODUCT IDENTITY AND COMPOSITION: Fungi-Phitc (EPA Reg. No. 73771 Ry
a systemic fungicide and an end-use product (EP) for the suppression and control ot
phytophthora, pythium and downy mildew. The active mgredients arc (- »
monopotassium phosphite and {jjj»/w dipotassium phosphite. The label indicates that
the active ingredient is 45.5% mono- and di-potassium salts of phosphorous acid and Fung;-
Phite contains 5.14 lbs/gal of the actve ingredients, equivalent (o 3.23 Ibs phosphorous acu

per gallon (29.5% w/w). The inert is (|| G_g-s ditvent.

40
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1. DESCRIPTION OF BEGINNING MATERlAlm
40 CFK' 121U exempt trom the requirement

ol a tolerance). >s ot the starting materials are provided in the study (MRID
46461202).

Deliciencies: None

II1.  DESCRIPTION OF PRODUCTION PROCESS:

Deficiencies: None

IV. DISCUSSION OF FORMATION OF IMPURITIES: No impurities are formed in the
manufacture of Fungi-Phite and no single impurity at a level of more than 1000 mg/kg
{0.1%) is camried over from the starting matenal to the final product (MRID 46461204).

V. PRELIMINARY ANALYSIS: Five lots of Fungi-Phite were analyzed for phosphorus and
potassium. [he data were used to calculate the total of mono- and di-potassium phosphite
salts. The ranges of % PO,-P, K. and salts were 11.21-11.34, 16.6-16.7, and 45.82-46.20,
respectively  The average of five batch results was 46.10% which was within the strongest
and most Jdituze formulas (45.50-46.20%) and within the sum of the certified limits as given
on the CSF {34.5+9.5% to 36 5+10.5%).

Deficiencies: None

VL.

CERTIFIED LIMITS: According o the CSF, Fungi-Phite COH[W by weight
o,— monopotassium phosphite and y weight
dipotassium phosphite (Table 1). The lower and upper
certified Limits fo The certified limits of the ingredients are
within the recommended range in guideline OPPTS 830.1750. MRID 46461206 states
“hat the strongest, normal, and most dilute formulas contain 46.2, 45.8, and 45.5" salts,

A1
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respectively. The study also states that

" The range of

phosphorous acid equivﬁlent would range from 3.30-3.40 pounds (label states 3 33 1hsi
of phosphorous acid equivalent per gallon and the pounds of total salts per gallon would

Ly

range from 3.12-3.24 pounds (label states 3.14 lbs)

3

5

& I 1 v

Deficiencies: None

TABLE 1. Nominal CSF concentrations and limits for Fungi-Phite* @

Concentration (% by weight) g

Ingredients (CAS number) PC Code Purpose S

Nominal j Lower ] Upper ,g -
Active Ingredient 2
Monopotassivm phosphite (13977- T 076416 Active §
G5-0) ’ E
Dipotassium phosphite (13492-26- \ 076416 Active 3
- ‘ .
7) | zg
luert ingredient A
el
L /o o e | 3
*Data from CSF. §
VII. ENFORCEMENT ANALYTICAL METHOD: - LIC MEINOA O anatysis [0 POLUSSIUM 11 l;
"o ctandard mothad FACYVA S (0T A 170 3
L im j
D

AAtnnninmm mhaonhita cntatiang ic s madifinatine nf
ed.) for the analysis of potassium ions (flame emis:sﬂfr{‘sf)‘éﬁ"fff)’bﬂbﬂt()'iﬁéf??:"z\:fhnl
46461205). The modification is in the usc of an atoraic absorption spectrophotometer in:
absorbance mode. Dilute solutions of potassium tons are excited in a flame and enu;
quantitative amounts of light, which are measured by a photoelectric detector and
compared to known standard solutions. A sample containing 0.05 1o 0.10 g potassium 15
diluted to 1000 mL with detonized water. Five mL of this sample dilution, 10 mL
lanthanum chloride solution (background correction for phosphorous), and 3 mL ¢of iN
HCI solution are diluted to 500 mL with deionized water. Blank solution, standard
solution, and spike solution are prepared. The instrurnent is set up for flame emussion
mode. Percent potassium is calculated. This method 1s primarily intended for quatity

control analysis of simple solutions of potassium salts such as Fungi-Phite.

The method of analysis for phosphite in potassium phosphite solutions 1s a modification of
standard method (AOAC 958.01 17" ed.) for the analysis of phosphate ions
(spectrophotometric molybdovanadophosphate assay). The modification is based on the
oxidation of phosphite 1ons to phosphate ions and subsequent analysis. A sample containin
0.05 to 0.25 g phosphorous from phosphate 1ons is diluted to 1000 ml with deionized wate:
To a 100 mL volumetric flask, 10 mL of the sample dilution, 10 mL detomzed water, 3 mi.
2N HCI, and 1.0 mL potassium permanganate solution are added, mixed. and recacted for at

42
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feast 30 minutes at room temperature. To the flask, | ml hydroxylamine hydrochloride
solution is acded, then 20 mL deionized water is rinsed down the neck of the flask.
Ammonium molybdate-ammonium meta-vanadate reagent (20 mL) is added to the flask and
reacted for 30 minutes. Blank solution, standard solution, and spike solution are prepared.
The absorbance 1s read at 420 nm on a spectrophotometer. Percent phosphite phosphorous
ts calculated. This method 1s primarily intended for quality control analysis of sclutions
manufactured from phosphorous acid and its salts.

Deficiencies: None

VIII. PHYSICAL AND CHEMICAL CHARACTERISTICS;

. Methods: Sz¢ Table 2. The test material is Fungi-Phite Lot No. M11040401, except as
indicated

2. Results: The physical/chemical properties are listed in Table 2.

3} Deficiencies: One-year storage stabthity and corrosion charactertstics studies are in progress.

‘ TABLE 2. Physical and chemical properties for Fungi-Phite’

Guideline reference no./property Description of result [ Methods
830.6302 Cotu Clear, water-white Visual inspection
830.6303 phvsical state Liquid at -10°C and 54°C Visual inspection
830.6304 Oulor MNa significant odor at 20°C Olfactory inspection
8306313 Stabiiity Product is stabie and no degradation Enforcement analytical method

was found after 14 days at 33°C.

Furgi-Phite, lot no. M1 4041
contains 45 8% a1, minalty and
45794 a0, after 14 days at 55°C

8§30 631+ oxidar onfreduction: Wasver request;

“hemical mcompatibility No ncrease in temperature after
raxing with monoarnmonium
phosphate (firefighting compound) or
with ammonium ratrate {liquid
fert lizer and an oxidizing agent),

Phosphorous acid 1 an
oxulizing/reducing matenal: the
reducing potential of Fungi-Phite 15
not sutficiently high to produce
vigerous ur violent reactions with
materials normatly encouantered m the
course of use.

83006313 Fiarnumabrlity Waver request, Product 1s not
flammable and does not contain any
combusubic ingredicnt.
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Guideline reference no./property

Description of result

Methods

830.6316 Explodability

Waiver request; Product is not
explodable and does not contain any
explodable mgredient.

B30.60317 Storage stability

[n progress.

Fung:-Phite, lot no. P11040401
containg 45 9% a.a. mitially and
16.1% a1 after 34 days at warehouse
storage

Enforcement anulvtical methad

830.6319 Miscibility

Warver request; Product ts not an
emulsifiable tiquid and 15 not to be
diluted wath petroleum solvents

830.0326 COITOSION

charzcterishics

In progress.

No corrosion or degradation was
evident after 30 days at warchouse
storage

Enforcement unalytical method

dielectric breakdown
voltage

830.6321

Warver request; product 1§ not
intended for use arcund electrical
cquipment Not required for EP

830.7000  pH

6.20 at 20°C

Using pH meter

830.7050 UVvisible

Not required for EP

830.7100 Viscosity

16 1 seconds at 20°C (flow time.
water Hlow tme is 16 2 secondss,
.36 centipotse at 20°C by
caleulation)

Using a Zahn flow cup viscosity
tester; The test matenial 15 Fungi-Phire
Lot No. MITISNd01

830 7200 melting range

Waiver request: Product s a hiquid at
room temperature  Not required for
EP

830.7220 Boiling range 109°C at 30 1" Hg Ustng a reflux condenser apparatus
830.7300 Bulk density I 37 wiee at 6U°F (density Using hydrometer, range | 2080 10 |
114 Wheal (bulk density by {400 cabbrared at v ;
caleulatron;
830 7370 Dissociation constant Not required for EP, CRC Handbaok of‘(_‘hcn-m.trj:lnzt
m water i pK, 200 and pK, 6.59 are reported Physics, 707 citon
for the two 1omization steps of s
phosphorous acid. ;
830.7520 Particle Not applicable ki

size/distributton

830.7530 Partition coefficient

Warver request; Product is inorganic
Not requrired for EP

830.7840 Water selubility

Not required for EF;

¢ The rewstrant addressed s data

requirement based on the observed
solubtlity of Fungt-Phite 1n water, the
physical state data, and the published
data and stated that ne additonal
mformation would be learned by
conducting a1 formal water solubihity
studs

4d-
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Guideling reference no./property | Description of result Methods
ga0.7950 \ 1o0r pressure Not reguired for EP;

Walver request,

The registrant 1ndicated that the vapor
pressure of most inorganic salts to he
relatively insignificant at ambient
teriperaturs and presented vapar
pressure of several salts.

*Data from MRIDs 46461207 to 4646122C.

IX. ADDITIONAL REVIEWER’S COMMENTS: None
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DATA EVALUATION RECORD

VIONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
{FUNGI-PHITE)

STUDY TYPES: Product ldentity and Composition (OPPTS 830.1550)
Description of Beginning Materials (OPPTS 830.1600)
Description of Production Process (OPPTS §30.1620)
Discussion of Formation of Impurities (OPPTS 830.1670)
Preliminary Analysis (OPPTS 830.1700)
Certified Limits (OPPTS 830.1750)
Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS 830.6302-830.7950)
MRIDs 46484001 and 46461202-46461220

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
(Oak Ridge National Laboratory
Oak Ridge, TN 37830
Task Order No. 05-022

Primary Review.r.

Susan Chang, M. S, Signature:
Date:
Secondary Reviewers:
Eric Lewis, M5, Signature:.__
Date: " o
i;{wm:‘%.ﬁ,ﬂfﬁ et
rt H. Ross, M.S., Group Lea Signature: i
Robert H. Ross. M.S., Group Leader Signature T T 02005
Date: o
pu . I - ~ el
Quality Assurance. PR . S PV
. T .- ‘—-"""Tv""?:ﬁ o e
Eric Lewis, M.S, Signature: N
Date: JUM 1 008
Disclaimer
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This review mav have been altered snbsequent to the contractor’s signatures above.

(Oak Ridge Nationai [Laboratory managed and operated by UT-Battelle, [.ILC.. for the 1..S. Department of Energy ander
Contract No. DF-AC05-000R22725,
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DATA EVALUATION RECORD

EPA Secondary Reviewer:

STUDY TYPE:

MRID NOS:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NOS:

SPONSOR:
TESTING FACILITY:

Product Identity and Composition (OPPTS 830.1550)
Description of Beginning Materials (OPPTS 830.1600)
Description of Production Process (OPPTS 830.1620)
Discussion of Formation of Impurities (OPPTS
830.1670)

Preliminary Analysis (OPPTS 830.1700)

Certified Limits (OPPTS 830.1750)

Enforcement Analytical Method (OPPTS 830.1800)
Physical and Chemical Characteristics (OPPTS
830.6302-830.7950)

46484001, 46461202, 46461203, 46461204, 46461205,
46461206, 46461207, 46461208, 46461209, 46461210,
46461211, 46461212, 46461213, 46461214, 46461215,
464612106, 46461217. 46461218, 46461219, 46461220

DP316330
Not reported
353424

Fungi-Phite (EPA Reg No. 73771-R;
//w monopotassium phosphite and - wW/W
dipotassium phosphitc, a.1.)

BWS-FPC-01 (MRID 46484001), BWS-FPC-02 (MRID
46461202), BWS-FPC-03 (MRID 46461203), BWS-
FPC-04 (MRID 46461204), BWS-FPC-05 (MRID
46461205), BWS-FPC-06 (MRID 46461206), BWS-
FPC-07 (MRID 46461207), BWS-FPC-08 (MRID
46461208), BWS-FPC-07 (MRID 46461209). BWS-
EPC-10 (MRID 46461210), BWS-FPC-11 (MRID
46461211), BWS-FPC-15 (MRID 46461212), BWS-
FPC'-20 (MRID 46461213), BWS-FPC-17a (MRID
46461214), BWS-FPC-16 (MRID 46461215). BWS-
FPC-19 (MRID 46461216), BWS-FPC-14 (MRID
46461217), BWS-FPC-13 (MRID 46461218). BWS-
FPC-12 (MRID 46461219), PHOSPHOROUS ACID 02

(MRID 46461220)
Biagro Western Sales, Inc., Visalia, CA

Biagro Western Salcs in house Laboratory, Inc., Visalia,
CA
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TITIL.E OF REPORT:

AUTHORS:

STUDY COMPLETED:

GOOD I1LABORATORY
PRACTICE:

CONCLUSION:

Product Identity and Composition { MRID 46484001).
Description of Materials Used to Produce the Product
(MRID 46461202), Description of Production Process
(MRID 46401203), Discussion of the Formation of
Impurities and Method of Analysis (MRID 46461204),
Preliminary Analysis (MRID 46461205), Certified
Limits (MRID 46461206), Color (MRID 46461207).
Physical State (MRID 46461208). Odor (MRID
46461209), Boiling Point (MRID 46461210}, Density
(MRID 46461211). pH Test (MRID 46461212),
Viscosity (MRID 46461213), Storage Stability and
Container Corrosion Characteristics, 30-Day Preliminary
Report (MRID 46461214), Stability to Normal and
Elevated Tcmperature (MRID 46461215), Oxidation
Reduction Data (MRID 46461216), Dissociation
Conslant Data (MRID 46461217), Waiver Request for
Vapor Pressure Data (MRID 46461218), Water
Solubility Data (MRID 46461219), Mono- and Di-
Potassium Salts of Phosphorous Acid -- Waiver Request
from Further Testing {MRID 46461220)

John Peterson (MRIDs 46484001, 46461202, 46461203,
46461204, 46461203, 46461206, 46461207, 46461208,
46461209, 46461210, 46461211, 46461212, 46461213,
40461214, 46461215, 46461216, 46461217, 46461218,

and 40461219) and James B. Messina (MRID 46461220)

December 8. 2004 (MRIDs 46484001, 46461202,

46461203, 46461204, 46461203, 46461206, 46461207,
40461208, 46461209, 46461210, 46461211, 46461212,
40461214, 46461215, 40461216, 46461217, 46461218,

46461219), January 12, 2005 (MRID 46461212). and

Januarv 7, 2005 (MRID 46461220)

Not GI.P Comphant

Fungi-Phite is a systemic fungicide and an EP for the
suppression and control of phytophthora, pythium and

downy mildew. The active ingredients arc T w/w

monopotassium phosphite and | w/w dipotassium
phosphite. The label indicates that the active ingredient
18 45.5% mono- and di-potassium salts of phosphorous

acid and Fungi-Phite contains 5.14 lbs/gal of the active
ingredients. cquivalent to 3.33 Ibs phosphorous acid per
gallon (29.5% w/w). The inert is;‘h as

diluent. The beginning materials are

-
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CONCL.USION (CONT.)

CLASSIFICATION:

production process was adequately addressed. No
impurities are formed in the manufacture of Fungi-Phite
and no single impurity at a level of more than 1000
mg/kg (0.1%) 1s carried over from the starting material to
the final product. Five lots of Fungi-Phite were analyzed
for phosphorus and potassium. The average of five batch
results was 46.10% which was within the strongest and
most dilute formulas (45.50-46.20%) and within the sum
of the certified limits as given on the CSF (34.549.5% to
36.5410.5%). The upper and lower certified limits of the
ingredients are within the recommended range in
guideline OPPTS §30.1750. The range of phosphorous
acid equivalent would range from 3.30-3.40 pounds
(3.33 Ibs) of phosphorous acid equivalent per gailon and
the pounds of tolal salts per gallon would range {rom
5.12-5.24 pounds (label 5.14 Ibs). The methods of
analysis for potassium and phosphite in potassium
phosphite solutions are modifications of standard
methods (AOAC 983.02 17" ed. and AOAC 958.01 17"
ed., respectively) for the analysis of potassium ions
(flame emission spectropholometry) and for the analysis
of phosphate ions (spectrophotometric
molybdovanadophosphate assay). The physical/chemical
properties were adequately addressed. One-year storage
stability and corrosion characteristics studies are in

progress.

ACCEPTABLLE, the rcgistrant needs to submit the
results of the one-year storage stabilily and corrosion

characteristics studies upon completion.

b
“HONCLON gy o

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*

Test material: Fungi-Phite containing (i} w/w monopotassium phosphite and (I w

dipotassium phosphite

I.

PRODUCT IDENTITY AND COMPOSITION: Fungi-Phite (EPA Reg. No. 73771-R) is a

systemic tungicide and an end-use product (EP) for the suppression and control of
phytophthora, pythium and downy mildew. The active ingredients are I w/w
monopotassium phosphite and I ./ dipotassium phosphite. The label indicates that

the active ingredient is 45.5% mono- and di-potassium salts of phosphorous acid and Fungi-
Phite contains 5.14 Ibs/gal of the active ingredients, equivalent to 3.33 Ibs phosphorous acid

per gallon (29.5% wiw). The incrt is /() amy as diluent.

Deficiencies: None

11. DESCRIPTION OF BEGINNING MATERIALS: The beginning materials are

AL
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@D - ViSDSs of the starting materials are provided in the study (MRID
46461202)

Deficiencies: None

IT1.DESCRIPTION OF PRODUCTION PROCESS:

Deficiencies: None

IV. DISCUSSION OF FORMATION OF IMPURITIES: No impurities are formed in the
manufacture of Fungi-Phite and no single impurity at a level of more than 1000 mg/kg (0.1%)
is carried over from the starting material to the final product (MRID 46461204).

Deficiencies: Nonc

V. PRELIMINARY ANALYSIS: Five lots of Fungi-Phite were analyzed for phosphorus and
potassium. The data were used to calculate the total of mono- and di-potassium phosphite
salts. The ranges of % PO;-P, K. and salts were 11.21-11.34, 16.6-16.7, and 45.82-46.20,
respectively. The average of five batch results was 46.10% which was within the strongest
and most diiute formulas (45.50-46.20%) and within the sum of the certified limits as given
on the CST 134.549.5% to 36.5-10.5%).

Deficiencies: None

VI.CERTIFIED LIMITS: According to the CSF, .Fungi—l’hi%
G o)0iassium phosphite and -
dipotassium phosphite (Table 1). The lower and upper certified limits for
. The certified limits of the ingredients are within the recommended
range in guideline OPPTS 830.1750. MRID 46461206 states that the strongest, normal, and
most dilute tormulas contain 46.2, 45.8. and 45.5% salts, respectively. The study also states

The runge of phosphorous acid equivalent would range from 3.30-3.40 pounds (label
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states 3.33 ibs) of phosphorous acid equivalent per gallon and the pounds of total salts per
gallon would range from 5.12-5.24 pounds (label states 5.14 lbs).

Deficiencies: None

TABLE 1. Nominal CSF concentrations and limits for Fungi-Phite*
Concentration (% by weight)

Lower i Upper

Ingredients (CAS number) PC Code Purpose
Nominal J

Active Ingredient

Monopotassium piaasphite (13977- 76416 Active

65-6)

176416 Active

Dipotassium phosptite (13492-26-7)

Inert ingredient

“Data from CSFK.

VII. ENFORCEMENT ANALYTICAL METHOD: The method of analysis for potassium in
potassium phosphite solutions is a modification of a standard method (AQAC 983.02 17"
ed.) for the analysis of potassium ions (flame emission spectrophotometry; MRID
46461205, The modification is in the use of un atomic absorption spectrophotometer in
absorbance modce. Dilute solutions of potassium ions are excited in a flame and emit
quantitative amounts of light, which are measured by a photoelectric detector and compared

1o known standard solutions. A sample containing 0.05 to 0.10 g potassium is diluted to
1000 mi. with deionized water Five mL of this sample dilution, 10 mL lanthanum chloride

solution (background correction for phosphorous), and 5 mL of 1N HCI solution are diluted
to 500 ml with deionized water. Blank solution, standard solution, and spike solution are
prepared. T'he instrument 1s set up for flame emission mode. Percent potassium is
calculaied. This method is primarily intended for quality contro] analysis of simple

Pl Oy | NOWVR G
T2 L0 8 NOEX

*‘«1 {f lr

solution:s «:f potassium salts such as Fungi-Phite.

The method of analysis for phosphite in potassium phosphite solutions is a modification of a

standard method (AOAC 958,01 17" ed.) for the analysis of phosphate ions
(spectrophotometric molybdovanadophosphate assay). The modification is based on the
oxidation of phosphite ions to phosphate ions and subsequent analysis. A sample containing

0.03 to 0.25 ¢ phosphorous from phosphate tons is diluted to 1000 mL with deionized water.
To a 100 mi. volumetric flask, 10 ml. of the sample dilution, 10 mL deionized water, 5 mL
2N HC, and 1.0 mL potassium permanganate solution are added, mixed, and reacted for at
least 30 nunutes at room temperature. To the flask. 1 mL hydroxylamine hydrochloride
solution is added, then 20 mL deionized water is rinsed down the neck of the flask.
Ammonium molybdate-ammonium meta-vanadate reagent (20 mL) 1s added to the flask and
reacted for 30 minutes. Blank solution, standard solution, and spike solution are prepared.
The absorbance is read at 420 nm: on a spectrophotometer. Percent phosphite phosphorous is
calculated. T'his method is primarily intended for quality control analysis of solutions

manufactured from phosphorous acid and its salts.

tn
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Deficiencies: None

VIHLPHYSICAL AND CHEMICAL CHARACTERISTICS:

1. Methods: Sce Table 2. The test material is Fungi-Phite Lot No. M 11040401, except as
indicated.

2. Results: The physical/chemical properties are listed in Table 2.
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TABLE 2. Physical and chemical properties for Fungi-Phite*

Guideline reference no./property Description of result I Methods
830.6302 Colo Clear, water-white Visua: inspection
830,633 physical state Liquid at -10+C and 34°C Visual inspection
$30.634 Odor No signiticant odor at 20°C Olfactory inspection
830.6313 Stabii. v Product 1s stable and no degradation Enforcemenl analytical metkod

was found after 14 days az 55°(
Fur gi-Phite, fot no. Mi 1040401
containg 45.8% a.iniually and 4370
a1 after 14 days at S50,

830,03 14 ovsdation ' 2duction: Waiver request:

Cherneal compatibility Mo increase in temperatare after musing
with monoammonium phosphate
(fircfighting compound) or with
amronium arate (hguid ferulizer and
an oxidizig agent).

Phosphorous acid 15 an
aoxulizing/reducing material, the
reducing potential of Fungi-Phite 1s not
sufficiently high to produce vigorous or
violent reacthions with materials
normally encountered 1 the course of
usc.

830.6313 Flamrabi ity Waiver request. Product 15 not
flammable and does not contain any
corzbustible ingredient.

830.6310 Explodabi iy Wagver request: Product is not
exaplodable and does not covtam anv
explodable ingredient.

3306317 Storage sty in progress; Enforcement analytical method
Funai-Prute. lot no. P1 1040401

contains 43.9% a0 mutally and 46.1%0
a1 after 30 days at warchouse storage.

330.6319 Vhscit it Warver request; Product 15 not an
emulsifiable hgwid and 5> not to be
diluted with petroleum solvents
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Guideline reference no./property

Description of result

Methods

B30.6320 corrosion chargcteristics

In orogress,

No corrosion or degradation was
evident after 30 days at warehouse
storage.

Enforcement analytical method

830.6321 dielecun preakdown voltage

Walver request; product is not intended
for use around electrical equipment
Not reguired tor EP

330.7000 pH

6.20ha 20°C

Using pH meter

30,7056 UV S0l

Not reguired lor EP

8307100 Vaiscowrt

16.1 seconds at 20°C {tlow time; water
flaw thne s 10 2 seconds).

L.36 centipolse at 20°C (by calculation)

Using a Zahn flow cup viscosity tester;
The test matenal is Fungi-Phite Lot No.
MIT180401.

80,7200 meltine ranee

Waiver request: Product is a ligund at
room temperature. Not required for EP

830.7220 Boihng range

[0492C at 341" Hg

Using a reflux condenser apparatus

830.7300 Bulk Jersiry

.37 grec at O0°T {density)

1.4 lbigal {bulk density by
caleulation

Using hydrometer, range 1 200 to
1.400 calibrated at 60°F

830,7370 Dissociassn constant n
wile

No required for EP:

pK 200 and pK, 6.59 are reported for
the twe wnization steps of phosphorous
acud,

ZRC Handbook of Chemistry and
Physics, 70" edition

§30.7520 Panticie siserdistnibution

Not applicable

$30.755¢ Partitioa cocificient

Watver request: Product s inorgame.
Not required for EP

8307840 Water ~olu ity

Mot required for BEP

The registrant addressed this data
requirernent based on the observed
solubility of Fungi-Phite in water, the
physical state data, and the published
cata and stated that no additional
imformation would be learned by
conducting a tormai water solubility
Study.

830,745 Vapor pressure

Mot required for EP;

Wa ver request:

The registrant indicated that the vapor
pressure of most inorganic salts to be
refatvely insignificant at ambient
temperature and presenied vapor
pressure of several saits.

‘Data from MRID: 46161207 to 46461220

IX.ADDITIONAL REVIEWER’S COMMENTS: None
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: ACUTE DERMAL TOXICITY - RAT (870.1200)
MRID 46461222

Prepared {or
Biepesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Lite Sciences Division
Oui Ridge National Laboratory
Oak Ridge. TN 37831
Task Order No. (5-022

Primary Reviewer: ot %
Susan Chang, M §. Signature:

Date: 102008

Secondary Reviewers: AT 5"7“"

H. Tim Borges, M.T.(A.S.C.P). Ph.D., D.A.B.T, Signature:
Date: : !
Koy Y
Robert H. Ross. M.S.. Group Leader Signature: = ¥ : T
Date: _JLLLLQ_ZBHS_
Quality Assurance, gi;—;'" ) ‘5,;

Eric Lewis, M.S Signature:

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.

Date: — U1 02008

Oak Ridge National 1. aboratory managed and operated by U T-Bartelle, LLC.. for the 11.S. Department of Energy under

Contract Mo, DE-ACOS000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
NTUDY TYPE:

Acute Dermal Toxicity - Rats (OPPTS 870.1200)

MRID NO: 46461222
DP BARCODE NO: DP316330
CASE NO: Not reported %
DECISION NO: 353424 3
TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R;
w/w monopotassium phosphite and (i w/w
dipotassium phosphite. a.1.) £
PROJECT NO: 15953 Ej
SPONSOR: Biagro Western Sales, Inc., Visaha, CA gj
TESTING FACILITY: Product Safety Laboratories, Dayton, NJ £
TITLF OF REPORT: Acute Dermal Toxicity Study in Rats - Limit Test j
AUTHOR: Danicl 1. Merkel. B.S. %
December 6, 2004 ]

STUDY COMPLETED:

GOOD 1L ABORATORY GLP Compliant

TN

PRACTICE:
CONCLUSION: The dermal LD;, for males, females, and combined was <
greater than 5000 mg/kg. 3

CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY [V

I. STLDY DESIGN:
Test material: Fungi-Phite Fungicide, Lot M08130402, containing 45.5% mono- and di-

1.
potassium saits of phosphorus acid, a.1.

2. Test animals: Five male and five female Sprague-Daw ley rats were received from Ace
Anmimals, Inc.. Boyertown. PA. were assigned, and weighed 282-325 g (males) and 193-204

g (females) on the day of treatment. The young adult animals, 9-10 weeks old, were housed
individually in suspended stainless steel cages with mesh floors. The animals were fed
Purina Rodent Chow No. 5012 and filtered tap water was available ad libitum. The
environmenial conditions ot the animal room were as follows: temperatare, 19-22°C" and
photoperiod. 12 hour light/dark cycle. The relative humidity and air changes per hour were

not reporicd



EPA's Records Disposition Schedule PEST 361 Scientific Data Reviews HED Records Center - File R145431 - Page 56 of 80

3. Methods: Rats were ear-tagged: Male - Nos. 7402 to 7406; Female Nos. 7407 to 7411,
The rats were acchimated for 13 days. The test material (5000 mg/kg body weight} was
applied evenly over a 2 inch x 3 inch area (approximately 10% of the body surface) of the
dorsal trunk and covered with a gauze pad. The gauze pad and entire trunk were wrapped
with Durapo-e tape. The covergs were removed after 24 hours and excess test material
removed. The test animals were observed during the first several hours after treatment for
mortality, signs of gross toxicity, and behavior changes and daily thereafter for 14 days. The
rats were weighed prior to treatment and on days 7 and 14. The rats were euthanized on day
14 and nccropsied.

1. Mortality: All rats survived the study.

2. Clinical observations: All animals were active and healthy throughout the study.

3. Body weights: All ammals had normal body weight gains.

111, DISCUSSION: The dermal LD, for males, females, and combined was greater than 5000
mg'kg. This places Fungi-Phite Fungicide in TOXICITY CATEGORY IV. The packet
classification is ACCEPTABLE.

-
<
LU
=
-
O
o
Q
L
>
—
L
O
[0 4
<
<
a.
LU
2
=




EPA's Records Disposition Schedule PEST 361 Scientific Data Reviews HED Records Center - File R145431 - Page 57 of 80

DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: ACUTE ORAL TOXICITY - RAT (870.1100)
MRID 46461221

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
L.5. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Litc Sciences Division
Oak Ridge National Laboratory
Oak Ridge. TN 37831
Task Order No. 05-022

SR

Primary Reviewsr: A S
Susan Chang, M S, Signature: 50— ‘

Date: i
Secondary Revicwers: AT 5”2""
H. Tim Borges, M.T.(A.S.C.P.), Ph.D., D.AB.T. Signature: -

RS 4 W

iy 2 v % ‘M?‘y&

Robert H. Ross, M.S.. Group Leader Signature: '

Date: JUN10 2%_5__
Ity ASsuranc: . -
Quality Assuran i:(a ‘g’{

Eric Lewis, M.S. Signature:

Date: JUh 1 (7218415

Disclaimer

This review may have been altered subsequent to the contractor’s signatures above.
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Oak Ridge Nationa! Laboratory managed and operated by U'T-Batteile, LLC., for the U.S. Department of Fnergy under
Contract No. Di-w705-000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE: Acute Oral Toxicity - Rats (OPPTS 870.1100)
MRID NO: 46461221
DP BARCODE NO: DP316330
CASE NO: Not reported x
DECISION NO: 353424 §
TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R; 5
-V\{/W monopotassium phosphite and . g
dipotassium phosphite, a.i.)
PROJECT NO: 15952 %
SPONSOR: Biagro Western Sales, Inc., Visalia, CA %
TESTING FACILITY: Product Safety Laboratories, Dayton, NJ g
TITLE OF REPORT: Acute Oral Toxicity Up and Down Procedure in Rats
AUTHOR: Daniel J. Merkel, B.S. §
STUDY COMPLETED: December 0, 20104 g
GOOD [.LABORATORY GLP Complant Fi
PRACTICE: é'}
CONCLUSION: The oral LD, tor female rals was greater than 5000 ;{
meg/kg. J
CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY 1V

I. STUDY DESIGN:

Test material: Fungi-Phite Fungicide, Lot M08130402, containing 45.5% mono- and di-
potassium sa.ts of phosphorus acid. a.i.

Test animals: Four female Sprague-Dawley rats were received from Ace Animals, Inc.,

Boyertown. PA, and weighed 173-230 g on the day of dosing. The young adult animals, 9-11
weeks old, were housed individually in suspended stainless steel cages with mesh floors. The
amimals were fed Purina Rodent Chow No. 5012, Filtered tap water was available ad libitum.
The environimental conditions of the animal room werc as follows: temperature, 19-25°C and

photoperiod 12 hour light/dark cycle. Relative humidity and air changes per hour were not

reported.

o

Methods: Rats were ear-lagged: Nos. 7005, 7038, 7039, and 7075. The rats were acclimated
for 8-21 dave and fasted overnight prior to dosing. The test material (5000 mg/kg body

L



EPA's Records Disposition Schedule PEST 361 Scientific Data Reviews HED Records Center - File R145431 - Page 59 of 80

weight) was dosed by gavage {Table 1). Body weight was recorded prior to dosing, and on
days 7 and 14 The test animals were observed for clinical signs of toxicity during the first
several hours post-dosing and at least daily for 14 days. All animals were necropsicd.

Il. RESULTS:

1. Mortality: One animal died on day 1. All other rats survived the study.

TABLE L. Doses, mortality/animals treated

Dose (mg/kg) | Males Females Combined

3000 - 1/4 .
Data taken from p. 8 VIRID 46461221,

2. Bedy Weight: All surviving animals gained weight during the study.

3. Clinical cbservations; Two animals were hypoactive three hours post dosing. One animal
recovered by 4 hours, but one animal died. Another surviving animal had reduced fecal
volumce on days 1 and 2 with recovery by day 3. The fourth animal and the recovered animals
were active and healthy through the end of the study.

4. Gross necropsy: The decedent showed slightly red intestines. No gross abnormalities were
noted from the survivors.

HI. DISCUSSION: The oral LD, for female rats was greater than 5000 mg/kg. This places
Fungi-Phite Fungicide in TOXICITY CATEGORY [V. The packet classification is
ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
{(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: PRIMARY EYE IRRITATION - RABBIT (870.2400)
MRID 46461224

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 05-022

Primary Reviewer:

Susan Chang, M.S. Signature: T
~ b1 Rl

Date:

Secondary Reviewers: AT 50'2/"’

H. Tim Borges, M. TAA.S.C.P.). Ph.D., D.A.B.T. Signature:

Datc: _ i
Lol 2 Yo
Robert H. Ross, M.S., Group Leader Signature:
Dale: Si 2 N
Quality Assurance: % Z KM
Eric Lewis, M.S. Signature:
Date: JUN 10 200%

Disclaimer

This review inay have been altered subseqguent to the contractor’s signatures above.

Oak Ridge Nationi Laboratory managed and operated by U'T-Battelle. i LC., for the U.S. Department of bnergy under
Contract No. DE-A¢ 015.000R22725.
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DATA EVALUATION RECORD

EPA Secondary Reviewer:

STUDY TYPE:
MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORT:
AUTHOR:

STUDY COMPLETED:

GOOD LABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Acute Eye Irritation - Rabbits (OPPTS 870.2400)

46461224

DP316330

Not reported -,»,._ ‘
PR

353424

Fungi-Phite Fungicide (EPA Reg No. 73771-R;
//w monopotassium phosphite and- w/w
dipotassium phosphite, a.i.)

15955

Biagro Western Sales, Inc., Visalia, CA

Product Safety Laboratories, Dayton, NJ § |
Primary Eye Irritation Study in Rabbits g
Daniel J. Merkel, B.S. 2@;
December 6, 2004 g
GLP Compliant =

No corneal opacity or Iritis were noted on any r’abbit.g
Positive conjunctival irritation (score 2 or 3) was notéd
on all rabbits one hour after test material instillation with
resolution on one rabbit by 48 hours and on two rabbits
by 72 hours. The maximum average score was 10.0 at
one hour after test material instillation. Fungi-Phite

Fungicide wis minimally irritating.

ACCEPTABLE -- TOXICITY CATEGORY 11

I. STUDY DESIGN:

1. Test material: Fungi-Phite Fungicide, Lot M0&130402, containing 45.5% mono- and di-
potassium salts of pbosphorus acid, a.i

2. Test animals: Onc male and two female young adult New Zealand White rabbits were
received from Robinson Services, Inc., Clemmons, NC  The animals were housed
incdhividuallv in suspended stainless steel cages with mesh floors. The animals were fed
Pelleted Purina Chow No. 5326. Filtered tap water was available ad libitum. The
environmental conditions of the animal room were as follows: temperature, 19-22°C and

1
i
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photoperiod. 12 hour light/dark cycle. The relative humidity and air changes per hour were
not reported

3. Methods: Rabbits were ear-tagged: Nos. 12650 (male) and 12649 and 12651 (females).
The rabbits were acclimated for 5 days. The test material (0.1 mL/eye/animal) was applied
n the conjunciival sac of the right eve, and the eyc held closed for approximately one
second. The left eye served as control. The eyes were examined and scored 1, 24, 48 and 72
hours afier test material instillation.

. RESULTS:
1. Mortality: Ali animals survived the study.
2. QOcular Lesions: No corneal opacity or iritis were noted on any rabbit. Positive conjunctival

irritation (score 2 or 3) was noted on all rabbits one hour after test material instillation with
resolution on one rabbit by 48 hours and on two rabbits by 72 hours (Table 1). The

I maximuir average score was 10.0 at onc hour after test matenal instillation (Tabie 2
m I TABLE 1. Summary of Eye Irritation Scores with Time: Conjunctiva and Iris
| Score Conditions 1 hour | 24 hours 48 hours | 72 hours
z Conjunctiva
: Evvthemu REGIR lto2 0
u {emoss ! [ 0 0
O, Dhscharge 1 6 0 0
a Iris (1 {} 0 0
[ritatior score s bused on Draize Method
ll.l Scale for Scoring Ocular Lesions
> Cornea
=i A, Opacity-degree of density (area most dense taken for reading)
: No Opacily . o i e e e s .0
Scattered or dilfuse area, det;uls 01 iris clearly V]blble ................................... R G
U Easily discernible translugent areas, detaits of ins slightly obscured ... .. ... ... ... 00 L. A
Opalescent areus. no details of iris visible, size of pupil barely discernible ... ... .. ... ... 3%
m Opaque. ir~invisible  _ o0 oo oo o L e . 4*
B. Area of cornea involved
Omne quarter ror less) butnot zero ... ... .. C e e e oo
Greater than one quarter, but Jessthannadf .0 . .. 0 Lo L e 2
{ Greater than halfl but less than three quarters . . ... ..., ... . o oo 3
Greater than three quarters, up to whole area .. | C e PPN
n Score A B Total Max:mum Score = %(]
Ll
A. Values
Nommal .. Lo oo ... 0
m‘ Folds above normal, congestion, swelling, circurmc ormal Injection (any or dl] ot ihu,e or L,ombmauon
: of any thercof), iris still reacting to light (sfuggish reaction is positive). .. .. ....... .. ... .. .
No reaction 1o hght. hemorrhage, gross destruction {any crall of these). ... .o o B A

Score A R Totat Maximum Score — 10
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Conjunctive
A. Redness (refers to palpebral and bulbar conjunctive excluding cornea and iris)

Vessels Normal ..o e .0
Vessels defimilely injected above normal ..o 0 0 oo oo
Mare diffuse. dzeper crimson red, individual vessels not casily discemnible . ... ... .o L Sl 2%
Diffuse beely 100G ..o o e e L. 3E
B. Chemosis
Noswelling . .. ... i o e .G
Any swelling above normal (includes nictitating membrane) .. .. ... . o L o1
Obvious swelung with partial eversionof lids .. ... ... ... . .00 oo oo A
Swelling with ads about halfclosed ... o ... ... ... e ‘
Swelling with iids about half closed to completely closed .. ... .. . . .. . L S A
C. Discharge
Nodischarge o e .. 0
Any amount different from normal (does not include small mnounts observed in inner canthus of
normal anumals) Lo ]
Discharge with moistening of the hds and hatrs just adjacun to lxds ..................... oo 22
Discharge with moistening ot the hids and hairs, and considerable area around the eye .. ... .. .. .. ... 3

Score - {A - B +r(O)yx2 Total Maximum Score = 20

* represents a positive response

|__ TABLE 2. Summary of Total® and Primary Eve Irritation Scores with Time
Animial 5 1h 24t 48 h 72 h
M CR R 10 O 4 {
RIS to 4 4 0
264 i 4 2 0
PTotal 10.0 4.7 3.3 0.0

*Formula Total Irritarion Score =1+ II + 111, where,

I = Corneal Score  iensity {A) x Area (B} x 5

1= Iris score = Sevariy £ 3

1 - Conunetival »eore - [Erythema (A) + Chemosis (B) - Discharge 1y x 2
primary brritatior sum of Totat Irritation Scores 3

HI. DISCUSSION: No comeal opacity or iritis were noted on any rabbit. Positive conjunctival
irritation yscore 2 or 3) was noted on all rabbits one hour after test material instillation with
resolution on one rabbit by 48 hours and on two rabbits by 72 hours. The maximum
average score was 10.0 at one hour afler test material instillation. Fungi-Phite Fungicide
was minimally irritating and 1s .n TOXICITY CATEGORY 1I. The packet classification is
ACCEPT ABLE.
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DATA EVALUATION RECORD
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DATA EVALUATION RECORD

EPA Secondary Reviewer:
STUDY TYPE:
MRID NO: 46461223
DP316330

Acute Inhalation Toxicity ~ Rats (OPPTS 870.1300)

DP BARCODE NO:

CASE NO: Not reported
DECISION NO: 353424 Z
TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R,; =
@ -/~ monopotassium phosphite and & }}j

dipotassium phosphite, a.i.) :{.

[EEEN
IS A A

PROJECT NO: 15954

SPONSOR: Biagro Westerr Sales, Inc., Visalia, CA

TESTING FACILITY: Product Safcty Laboratories, Dayton, NJ

TITLE OF REPORT:
AUTHOR: Daniel J. Merkel, B.S.

Acute Inhalation Toxicity Study in Rats - Limit Test

STUDY COMPLETED: December 6. 2004

GOOD LABORATORY
PRACTICE:

CONCLUSION:

GLP Compliant

ST NG T B et o7
S WON SN Hhois ¥ WA i

The inhalation LC, for males, females, and combined

7

was >+ 2.10 mg/L.

CL.ASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY 1V

I. STUDY DESIGN:
Test material: Fungi-Phite Fungicide, Lot M08130402. containing 45.5% mono- and di-

potassium salts of phosphorus acid, a.i.

2. Test animals: Five male and five female Sprague-Dawley rats were received from Ace
Animals. ., Boyertown, PA, were assigned, and weighed 330-363 g (males) and 208-243
g (females) on the day of treatment. The young adult animals, 10-11 weeks old, were
housed mmdividually in suspended stainless steel cages with mesh floors. The animals were
fed Purina Rodent Chow No. 5012. Tap water was available ad libitum. The environmental
conditions v the animal room were as follows: terperature, 21-23°C and photoperiod, 12

hour hight:dark cycle. The relalive humidity and air changes per hour were not reported.
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3. Methods: Rats were ear-tagged: Male Nos. 7324 to 7328; Female — Nos. 7329 10 7333.
The rats were acclimated for 21 days prior to exposure.  The animals were exposed under
the concentration shown in Table 1. The rats were exposed whole body in a Plexiglas
dynamic flow iphalation chamber for four hours and 15 minutes. They were observed at
least every 30 minutes during exposure, upon removal from the chamber, and at least once
daily thereafter for 14 days. They were wetghed prior to test material exposure and on days
7and 14 All rats were sacrificed and necropsied on day 14.

TABLE 1. Concentrations, exposure conditions, mortality/animals treated

: ; ST : Mortality
N((.),m"_]‘al E‘"“_' M;\;A GSD P?n;c;e Temp Humidir
-onc. 4me. {pm) § S °C) ¥ (%) Mal Femal Combine
(mg/L) {mg:d.) {umm) ' um (%) : ¢ e d
45,80 T 3.4 |.87- ~TR 21-.22 58-90 /5 0/5 0710
.90

Data taken from Tab vs 4-6. pp. 9. 11, and 16-15, VIRID 46461223

Generation of the test atmosphere and description of the chamber: The exposure
atrnosphere was generated using a 1/4 inch JCO atomizer, FC4 fluid cap and AC1502 air
cap {Sprayinz Systems Inc.). The test material was metered to the atomization nozzle
through Tvgon tubing using a pump. Filtered air was supplied by an air compressor
connected 10 the spray atomization nozzle. Additional diluent air was supplied directly to
the exposure chamber from conditioned room air. The average total airflow was 45.5-45.9
liters/min and the whole body exposure chamber volume was 150 L. Time to equilibrium
was approxonately 15 min.

Test atmosphere concentration: During exposure, gravimetric samples were collected
from the breathing zone of the animals six times, using glass fiber filters. Filter papers were
weighed before and after collection to determine the mass collected. The value was divided
by the total s olume of air sampled Lo determine the chamber concentration. The average
resuits are 10 Table | above.

Particle size determination: Particle size for cach exposure concentration was determined
twice using an eight-stage Andersen cascade impactor. The test material concentration
cotlected al cach stage was determined gravimetrically. The mass median aerodynamic
diameter and geometric standard deviation were determined graphically using two-cycle
logarithmic probit axes. Results arc in Table 1 above.

Il. RESULTS:

1. Mortality: All rats survived the study.

2. Clinical observations: During exposure, the animals were hypoactive and had ocular
discharge, nasal discharge, and hunched posture. All animals recovered upon removal from
the chamber and were active and healthy throughout the remainder of the observation
period.
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3. Body weight: All animals had normal body weight gains.

I1I. DISCUSSION: The inhalation LC,; for males, females, and combined was > 2.10 mg/L.
This places Fungi-Phite Fungicide m TOXICITY CATEGORY IV, The packet classification is
ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: PRIMARY DERMAL IRRITATION - RABBIT (870.2500)
MRID 46461225

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.5. Eavironmental Protection Agency
1801 Bell Strect
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 05-022
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Date: _ L
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Date: IM10
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DATA EVALUATION RECORD

EPA Secondary Reviewer:

STUDY TYPE: Primary Dermal [rritation - Rabbits {OPPTS 870.2500)
MRID NO: 46461225
DP BARCODE NO: DP316330
CASE NO: Not reported
DECISION NO: 353424
TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R;

/w monopotassium phosphite and () w/w
dipotassium phosphite, a.i.)

PROJECT NO: 15956 3
SPONSOR: Biagro Western Sales, Inc., Visaba. CA )/
TESTING FACILITY: Product Safety Laboratories, Dayton, NJ ,}
TITLE OF REPORT: Primary Skin Irritation Study in Rabbits /l
AUTHOR: Danicl J. Merkel, B.S. J
STUDY COMPLETED: December 6, 2004 )
GOOD 1LABORATORY GLP Compliant
PRACTICE: ,
CONCILUSION: Very slight erythema was noted on 3/3 rabbits one ho{l}r

after patch removal with clearance on one rabbit by 24
hours, but persisted on two rabbits through 24 hours with
clearance by 48 hours, The primary irritation index was
0.4. Fungi-Phite Fungicide was essentially nonirritating.

CLASSIFICATION: ACCEPTABLE -- TOXICITY CATEGORY [V

1. STLUDY DESIGN:

1. Test material: Fungi-Phite Fungicide, L ot MO8130402. containing 45.5% mono- and di-
potassium sa:ts of phosphorus acid, a.i.

!\)

Test animals: Three malc young adult New Zealand White rabbits were received from
Robinson Scrvices, Inc.. Clemmons, NC. The animals were housed individually in
suspended stainless steel cages with mesh floors. The animals were fed Pelleted Purina
Chow No. 3326. Filtered tap water was available ad libitum. The environmental conditions
of the amimal room were as follows: temperature, 19-22°C and photoperiod, 12 hour
Light/dark cvele. The relative humidity and air changes per hour were not reported.
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3. Methods: Rabbits were ear-tagged: Nos. 12599 1o 12601, The rabbits were acchmated for
13 days. The fur on the dorsal trunk of cach rabbit was clipped on the day prior to treatment.
The rabbits were given 0.5 mL of test material applied on a 6 cm? clipped intact dose site, and
the site covered with a gauze pad. The pad and entire trunk were wrapped with a semi-
occlusive Microspore tape. Elizabethan collars were piaced on the rabbits, The covering and
the collar were removed 4 hours later and the site cleansed to remove any residual test
material. 1he animals were obscrved at least once daily for gross toxicity and behavior
changes during the study. Dermal examination was recorded at 1, 24, 48, and 72 hours after
removal of the patch.

I, RESULTS:

1. Mortality: All rabbits survived the study.

td

Dermal responses: Very slight erythema was noted on 3/3 rabbits one hour after patch
removal with clearance on one rabbit by 24 hours. but persisted on two rabbits through 24
hours with clearance by 48 hours. The primary irritation index was 0.4

Irritation scores:

Edema formation:

Noedema ... . . ... ... .. ... .... C e e
Very shight edema Hmrcly perceptible) ... ... ... .. e
Slight edema (edges of area well-defined by definite raising) . ... ... .. ... ... ... .. ..
Moderate edema (rwised approximately 1 muim) . ...
Severe edema {raised by more than 1 mm extending beyond thL area of eXposure) L. ... ...

S =]

z TABLE 1. Summary of individual rabbit’s dermal irritation scores with time
: Hours
u wrical No. | 24 48 72
YD) e [0 00 0/0
O L2000 140 04 0/0 040
a i 2001 140 11 0/0 (/0
Data taken from Fable 1. p. 120 MRID 46401225
dqp- .
m Erythema Edema
=4 Description of rating method:
Evaluation of skin reaction: Score
U Erytherna formatior:
m No erythema . B e e e e 0
Very shght eryihera tharely perceptibley .. .0 L0 L b
< Well-defined ervihema .. ........ ... .. e e 2
Moderate to severserythema ... .o 0 L L L e 3
{ Severe erytheni (veet redness) to shight ese har fonnauon (imuries indepth) . ... ... . o 0 Lo 4
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1. DISCUSSION: Very slight erythema was noted on 3/2 rabbits one hour after patch removal
with clearance on one rabbit by 24 hours, but persisted on 1wo rabbits through 24 hours with
clearance by 48 1ours. The primary irritation index was (0.4. Fungi-Phite Fungicide was
essentially nomirritating and 1s in TOXICITY CATEGORY V. The packet classification is
ACCEPTABIL.L.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPE: SKIN SENSITIZATION - GUINEA PIG (870.2600)
MRID 46461226

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37831
Task Order No. 05-022
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DATA EVALUATION RECORD

EPA Secondary Reviewer:

STUDY TYPE:

Skin Sensitization - Guinea Pigs (OPPTS 870.2600)

MRID NO: 46461226
DP BARCODE NO: DP316330
CASE NO: Not reported ':‘?
DECISION NO: 353424 T
TEST MATERIAL: Fungi-Phite Fungicide (EPA Reg No. 73771-R; =
w/w monopotassium phosphite and- w/w i
dipotassium phosphite, a.i.) "
PROJECT NO: 15957 ’?
SPONSOR: Biagro Western Sales, Inc.. Visalia, CA
TESTING FACILITY: Product Safety Laboratories, Dayton, NJ N
L
TITLE OF REPORT: Dermal Sensitization Study in Guinea Pigs (Buehler 3
Method) N
b3
AUTHOR: Danicl I. Merkel, B.S. ?
STUDY COMPLETED: December 6. 2004 j
GOOD LABORATORY GLP Compliant a
PRACTICE: It
CONCLUSION: After three consecutive inductions, the test animals

showed no positive signs of reactivity 24 and 48 hours
after challenge. Fungi-Phite Fungicide was not a dermal

sensitizer.

CLASSIFICATION: ACCEPTABLE

I. STUDY DESIGN:

Test material: Fungi-Phite Fungicide, Lot M08130402, containing 45.5% mono- and di-
potassium salts of phosphorus acid, a.i.

Test animals: Thirty female Hartley guinea pigs from Elm Hill Breeding Labs, Chelmsford,
MA were ass:gned to groups and weighed 354-415 g at experiment start. The young adult
animals were housed individually in suspended stainless stee] cages with mesh {loors or
plastic perforated bottoms. The animals were fed pelleted Purina Guinea Pig Chow No.
5025. Filered tap water was available ad libirum. The environmental conditions of the
animal room were as follows: ternperature, 18-23°C and photoperiod, 12 hour light/dark
cycle. Relative humidity and air changes per hour were not reported.
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3. Methods: Female guinea pigs were ear-tagged and grouped: Test  Nos. 20727 to 20746,
Naive Control - Nos. 20747 1o 20756. The guinea pigs were acclimated for 13-52 days. The
animals were induced and challenged according to the method of Buehler. The dorsal and
flank arecas o 20 test guinea pigs and 10 naive control animals were clipped prior to each
treatment. For the induction phase, 0.4 mL of undiluted test material was applied (o the
animal using a Hill Top Chamber and secured with non-allergenic adhesive tape. The
chamber was removed after six hours and excess tcst material cleansed. The procedure was
repeated unee cach week for three consecutive weeks. Twenty-seven days after the first
induction. the test amimals were challenged with 0.4 mL of undiluted test material under
occlusion {o naive sites. At challenge, a naive control group (10 animals) was treated with
0.4 mL ol undiluted test material. Reactions were scored at approximately 24 and 48 hours
foliowing induction and challenge application.

1. RESULTS:
I. Mortalitv: No deaths were observed in any group.
2. Body weights: All guinea pigs gained weight during the study.

3. Skin effects: Very faint erythema usually non-confluent was noted on 3/20 and 2/20 test
animal after the first and second inductions, respectively, with ciearance by 48 hours. No
reaction was noted on any animal after the third induction. Very faint erythema usually non-
confluent was noted on 8/20 test animal after challenge with clearance on six animalis by 48
hours. Very faint erythema usually non-confluent was noted on 3/10 naive control animals
after challenge with clearance on two animals by 438 hours. No positive reaction was noted
on any test or naive control animals after challenge.

TABLE L. Summary of Individual Erythema Challenge Scores with Time *

[ Time ‘ 24 hours 48 hours

Erythema Score G (.5 f 2 0 0.5 I 2

Treated 12 b { 0 18 2 0 0

Naive Conrtrol 7] 3 { 0 9 1 0 0
Number of animals atTected
Evaluation score i~ based on Buehler Grading Scale.

Scale for Scoring Skin Reaction

Buehler sensitization scoring scale
Erythema Score
Noreaction ... ... ... .. ... e 0
Very faint, usualiv nonconfluent . . ..., ... oL oL e 0.5
Famt, usually confluent .. ... .. e e .
Moderate . .... ... .. e i e 2
Severe withor witheutederma ... . oo P 3

HI. DISCUSSION: Very faint erythema usually non-confluent was noted on 3/20 and 2/20 test
animals after the first and second inductions, respectively, with clearance by 48 hours. No
reaction wus noted on any animal after the third induction. No positive reaction was noted
on any lest or naive control animals after challenge. The study included a alpha-
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hexyleinnamaldehyde Technical (HCA) positive control study which was carried out within
s1x monlhs «f the study and the results were appropriate. Fungi-Phite Fungicide was not a
dermal sensitizer. The packet is classified as ACCEPTABLE.
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DATA EVALUATION RECORD

MONO- AND DI-POTASSIUM SALTS OF PHOSPHOROUS ACID
(FUNGI-PHITE FUNGICIDE)

STUDY TYPES: Waiver Requests for
90-Day Oral Toxicity (OPPTS 870.3100)
90-Day Dermal Toxicity (OPPTS 870.3250)
90-Day Inhalation Toxicity (OPPTS 870.3465)
Developmental Toxicity (OPPTS 870.4100)
Immune Response (152-18)
Residue Testing (153-3)

MRID 46461227

Prepared for
Biopesticides and Pollution Prevention Division
Office of Pesucide Programs
U.S. Environmental Protection Agency
1801 Bell Street
Arlington, VA 22202

Prepared by
Toxicology and Hazard Assessment Group
Life Sciences Division
Oak Ridge National Laboratory
Oak Ridge, TN 37830
Task Order No. 05-022
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DATA EVALUATION RECORD

EPA Secondary Reviewer:

STUDY TYPE:

MRID NO:

DP BARCODE NO:
CASE NO:
DECISION NO:
TEST MATERIAL:

PROJECT NO:
SPONSOR:

TESTING FACILITY:
TITLE OF REPORTS:

AUTHOR:
STUDY COMPLETED:

GOOD LLABORATORY
PRACTICE:

CONCLUSION:

CLASSIFICATION:

Waiver Requests for

90-Day Oral Toxicity (OPPTS 870.3100)
90-Day Dermal Toxicity (OPPTS 870.3250)
90-Day Inhalation Toxicity (OPPTS 870.3485)
Chronic Toxicity (OPPTS 870.4100)
Developmental Toxicity (OPPTS 870.3700)
Immune Response (152-18)

Residue Testing (133-3)

46461227
DP316330
Not reported
353424

Fungi-Phite Fungicide (EPA Reg No. 73771-R;
wiw monopotassium phosphite and (jJj w/w
dipotassium phosphite, a.1.)

Phosphorous Acid 01
Biagro Western Szles, Inc., Visalia, CA
Erponent”, Inc., Washington, DC

Mono- and Di-potassium Salts of Phosphorous Acid,
Waiver Request from Further Testing

Jaracs B. Messina
January 7, 2005

Not apphecable

A watver is requested for Fungi-Phite Fungicide based
on the acute toxicity and mutagenicity profile, its rapid
degradation in the environment, its current safe use as a
fertilizer, label requirements for handling, its status as a
required substance in the human body, and approval of
previous waivers cited in the Mineral Acids RED (EPA
738-R-029. December 1993). The reviewer finds the

information submitted in support of the waiver request to

be acceptable.

ACCEPTABLE
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*CONTAINS CONFIDENTIAL BUSINESS INFORMATION*
Product description: Fungi-Phite (EPA Rcg. No. 73771-R) is a systemic fungicide and an end-
use product (EP) for the suppression and control of phytophthora, pythium and downy mildew.
The active ingredients are&w/w monopotassium phosphite and -w/w dipotassium
phosphite. Thc label indicates that the active ingredient 1s 45.5% mono- and di-potassium salts
of phosphorous acid and Fungi-Phite contains 5.14 Ibs/gal of the active ingredients, equivalent to

3.33 Ibs phospherous acid per galion (29.5% w/w). The inert is (| GzGP-s dilvent. fE

Waiver request: The registrant is requesting waivers for 90-day oral toxicity, 90-day dermal
toxicity. 90-day 'nhalation toxicity, chronic toxicity, developmental toxicity, immune response,
and residue testing, in regard to further testing.

Rationale: A waiver is requested based on the acute toxicity and mutagenicity profile, its rapid
degradation in the environment, its current safe use as a fertilizer, label requirements for
handling, its status as a required substance in the human body, and approval of previous waivers
cited in the Mincral Acids RED (EPA 738-R-029, December 1993).

Acute toxicity and mutagenicity: The acute oral and dermal LDy, are >5000 mg/kg. The acute
inhalation LC, is > 2.10 mg/L. Fungi-Phite Fungicide was cssentially nonirritating to the skin of
rabbits, minimally irritating to the eyes of the rabbits, and not a dermal sensitizer. The registrant
indicates that mutagenicity data on the active ingredient are negative.

i
Rapid degradation: Phosphorous acid dissociates rapidly to hydrogen and phosphite ions once :
released into the environment. Phosphite salts are GRAS. Natural means moderate any 7
accumulation of these ions in plants. E?'
History of use: Mono- and di-potassium salts of phosphorous acid have been used extensively as o

an agricultural tertilizer product. The registrant has been actively selling potassium phosphite
based liquid fert:iizer products for 9 years under the Nutri-Phite product name brand. Nutri-Phite
P+K (-28-26 contains shghtly higher mono- and di-potassium salts of phosphorous acid than
Fungi-Phite. The application rate is similar. No reports of human toxicity have been reported
from consumptioe: of treated crops.

Label requirements for handling: The label for Fungi-Phite is based on the use pattern and the
product-specific acute toxicity data results and contains all of the necessary EPA PPE labeling
language requircments.

Required human substance: Phosphorous is a constituent of human bone tissue and forms
compounds neceed for energy conversion reactions (e.g. ATP).

Mineral acids RED: Phosphorous Acid; Excmption From the Requirement of a Tolerance, Final
rule (65 FR, 16.5/2000, pp. 59346-59350). This regulation cstablishes an exemption from the
requirament of 4 tolerance for residues of phosphorous acid and its ammonium, sodium and
potassium saltx in or on all food commoditics whern used as an agricultural fungicide on food
Crops.
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Reviewer’s conclusion:The reviewer finds the information submitted in support of the watver
request o be aceeptable.
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R145431

Chemical: Maono- and di- potassium salts of phosphorous acid

PC Code:
076416
HED File Code: 41500 BPPD Tox/Chem
Memo Date:  8/10/2005
File ID: DPD318352
Accession #: 000-00-9902

HED Records Reference Center
6/28/2007





