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£ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
w
g WASHINGTON, D.C. 20460
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OFFICE OF
PREVENTION, PESTICIDES AND
MEMORANDUM TOXIC SUBSTANCES

Te: « .- Marion Johnson, PMAC._ . '
Registration Division (7505C)

From: , Anthony F. Maciorowski, Chief
Ecological Effects Branch ’
Environmental Fate and Effects DivVision ;7;?79»

)
Subject: Response to 6(a) (2) data for Fipronil ?

ITEM 1:
The following studies that have been submitted will not

be reviewed due to the fact that all of them have been done with a
photolysis product and not the technical grade material:

. MB46513-Acute Toxicity to Bluegill sunfish (Lepomis
macrochirus) Under Static Renewal Conditions. MRID No. 432797-
02.

. MB46513-Acute Toxicity to Rainbow Trout (Oncorhynchus mykiss)
Under Static Renewal Conditions. MRID No. 432797-03.

. (MB 46513) -Chronic Toxicity to Daphnids (Daphhia magna) Under
Static Renewal Conditions. MRID No. 432797-04.

. MB46513-Toxicity To The Freshwater Green Alga, Selenastrum
capricornutum. MRID No. 432797-05.

However, it should be noted, according to an earlier screen
document, "that the photodegradate is more toxic, in some cases,
than the parent, this degradate warrants close consideration. It
is not automatically assumed that just because it is more toxic, it
represents a greater risk than the parent. The exposure could,
hypothetically, also be correspondingly lower .. or negligible,
depending on how and when it forms, and how much forms. There is
insufficient information to determine this at this time" (see
Attachment I).

ITEM 2:

Y

Recycled/Recyclable
% Printed with Soy/Canola Ink on paper that
contains at least 50% recycled fiber



One study, MB46030 - Acute,Tox101ty To MWSld (Mysidop51s
bahia) Under Static Conditions (MRID 432797-01), 1is with the
.technical grade ‘material. ThlS 'was the only study that was-

reV1ewed (see Attachment II)

(Mysidopsis bahia) Under static’ Condltlons. SLI ‘Report. No.. 94-4-

\

e ONCLUBIOE Th\1$ study s sclentlflcally sound bLt does zmt
- fulfill the guldeline requlrements for an acute toxiclty test on
v mys1d shrimp. = The reasons for this conclusmon are the following;

negatlve control contamlnatlon, test temperature was too high. (25

Y to- 26°C), and. the study chambers were  too small with an

insufficient amount of test solution. (1 liter glass beakers w1th 1
‘liter test solution). : The. 96-hour EC” was- 140 ng ai/L (95% c.i.; .
- 120 to 160 ng ai/L),- whlch classifies Fipronil (MB 46030)  as being

ivery h;gh;y tox1c to my31d shrlmp. The 'NOEC 1s less than 62 ng

a1/L.

If there are any questlons contact Andrew Bryceland of" my staff at
305 7347.. v R

/ o ‘ a

;m-r;g_u, Machado, M. 1994. MB 46030 - Acute TOchlty To Mys:.ds

;.Wf”“5224.3 Prepared’ bys ‘Springborn : Laboratorles, -Inc. Wareham, MA. :
"nV.Submltted by Rhone—Poulenc Ag COmpany. EPA MRID No. 432979 -0l

P






‘ 00= cover letter ~

.l 7 432797-02 BLUEGILL ACUTE . . EE e T
©:.432797-63 ‘RAINBOW TROUT ACUTE. = IR S
©'432797-04 DAPHNIA MAGNA. cnnouxd - g

432797-06 RAT ACUTE ». )

SCREEN

rtFIPRONIL AND- ITS’ PHOTOMETABOLITE MB 46513 = I .
129121 . , N D R
432797-00, 01,02, 03, 04, 05, 06 o SHINsS o SRR

o SPECIES . @ -
" BLUEGILL -~ " * . T o s
.. RAINBOW. TROUT .~ LC50 .. .248. PPB . . <. 31.PPB
" DAPHNIA MAGNA NOEL, LOEL, 'GEO MEAN 9.8, 20, 'ia'PPB 41, 100, 64 PPB.
' BOBWHITE QUAIL IDSO © . . . ' 11.3'MG/KG. .. . 5.41 MG/KG -
. MALLARD DUCK .- LD50"° = . - -.32150 MG/KG ' . 437 MG/KG

20014 PRM. . . 00065 PR

432797-01 MYSID' ACUTE

432797-05 GREEN ALGAE (SELENASTRUM CAPRICORNUTUM) GROWTH e

bobwhlte quail’ LD50 5.41 mg/kg o
" bobwhite LD50 for parent-ll 3 mg/kg

" mallard duck LD50=437 wg/kg

mallard LDSO for parent>2150 mg/kg ;,\

-Koc for flpronll reported to be from 2671 7818
. Use rate in EUP: 0.13 1b aifacre soil incorporated-
It was unclear from the documentat10n.prov1ded for scréening exactly'what studies

went with what results. It is assumed, the fish study MRID’s go with the fish
test results, however, no MRID's were provided for the bird studies, and no

"shrimp or mammal study results were prov1ded This lack of connection between

study MRID. and. results does not preclude SCreenlng the reported results for
potent1a1 risk.

avian Acute RlSk:

Based on the overall use rate of 0.13 1b ai/acre, the rate would be 0.65 1b
ai/acre on a sq ft basis in the bands to which the granules would be applied.-

-0.65 1b ai/acre = 6.7 mg ai/sq foot

assuming soil incorporation, only 15% is available to blrds.

" 6.7X 0.15 =1 mg al/sq foot 1s exposure to blrds for acute rlsk

Assumlng a quail welghs 162 g, -the LDSO for an 1nd1v1dual blrd would be 1. 84 mg'

ai (based on an LD50 of 11.4 mg/kg) -~
A risk quotlent is calculated.

RQ 1/1 84-= 0. 54

. 7 RQ. exceeds [by a.narrow margln] current LOC (0 5) for acute rlsk to blrds. ThlS
"~ conclusion is not significantly. different :from the conclusion of the EUP,.
- which restricted use was recommended because ‘of -acute risk .to birds. Thls
o suggests the490581b111ty'of acute risk...i.e. bird mortality. However, sjince the
- only current useage is under EUP’s the extent: of ecological damage, if any, would
" be relatlvely'llmlted(mla.reg1onal/natlonal environmental scale, occurrlng'only,

1n the local areas around the exper1mental use-plots.’

RlSk from the photodegradate-

y
N

Since 1t is more tox1c, in some cases, than the parent, thlS degradate warrants

close con51deratlon._ It is not automatically assumed that just because it 1s_

more toxic, it represents a greater risk than the parent. The exposure could,

fhypothetlcally, also be correspondlngly lower...or negllglble, dependlng on how

s




and when it forms,. and ho‘w‘much' forns. There is 1nsuff1c1ent 1nformatlon to
- ! determine this at this time. Presumably, when all fate data have been submitted
WO and reviewed, EFED will be able -to. estimate, roughly, potent:.al exposure of the
: degradate to blrds." :" A 3 7 o . - ‘
s No "urgent" regulatory action ,would be warranted the rlsk suggested by thlS 6a2
s data, and all avallable data should be cons:.dered in future regulatory dec:.slons.
. Aquat:.c RlSk' S . ’I;Ai S _': a | ¥
: Exposure from runoff would be relatively low because of the: relatlvely hlgh
v blnding potent:.al (see -Koc)... .Based .on prelimlnary exposure estimates (see

a:. high risk .to aquatic. - organisms, ‘based on -this 642 data,’ and" prevzously .
-submitted tox1c1ty data.. "It is- poss;xble ‘that some: endangered -species may be-
- affected, this :was addressed 1n the EUP revlew.‘ No: J.mmedlate regulatory actlonr_:',\
f-'/1s warranted RS R IR Y : .

JE SN fele n us:Lon of r n- R L , ;
i These data 1nd1cate poss:.ble rlsk ‘to: blrds, however, i no *new" risks’ are
7 identified based on. this screen. ' All risk _suggested by these 6a2 data were -
( o prev1ous1y 1dent1f1ed in a recent EUP revxew. _ _ . |

It 1s recommended that thlS data be routed to EFED for standard, nonexpedlted
review with -an estimated completion date of 18 months.. It is ‘acknowledged that
‘RD"or SRRD may have.a reason for ’expediting,review of -these data beyond that due
to hlgh risk potential. In that case, it is assumed that. the importance of
rev1ew1ng this data would be balanced against the 1mportance of other high
prlorlty actions. ’ N

'As stated earlier, no "urgent" regulatory' action, or new data requirements are
: trlggerred based on this screen. However, review of proposed uses under Section
' 3.registrations may discover need for risk reduction or new data requirements.
Note that there have been several avian acute and dietary studles ‘conducted to
characterlze acute hazard to blrds t

v Dan R:Leder :

“t

'» :attached eec pr:.ntout) ’ concentratlons in ku rface water are unlikely to represent |






;L§~"“' 2! DATA EVALUATION RECORD
, ‘jﬁfi;s'gngu;ggg MB46030 Fipronil 55 .

':g,lzg;.gggz_ga__;_AL HB 46030. (Fipronil) 5-amino-1-(2 s-dichloro—
Ctia ; T a,a a-trifluoro—p-tolyl)-4-uﬁ
‘ﬂﬂ “,J“i-~ 7 g»trif1uoromethylsulfinylpyrazole-3-. '
.}, carbonitrile; 96. 1% TGAI, grey powder, Batch
i Nuhber 6ADM93. . P o

"/

- STUDY TYPE: ¥s72-3 Acute Toxicity Test for Estuarine and
agnarine\OrganismSv(Shrimp 96~-Houxr' Acute Toxicity Test). .
'.Species}Tested°'Mysidopsis»bahia SRR R L S -

A e e VL S ] e e e o e

;“ff?ffffp:f‘{ﬁ_fff7nhthoréfﬁinark W Machado U
oAy ‘ ‘»’1?itle‘57ﬂMB 46030 - Acute’ Toxicity To: Mysids

oA e DTS e e - (Mysidopsis babia) Under Static .
;r(~;“:-.ﬁ‘ 5“._*' e . . Conditions R o
e ’ B Date',, 29 March 1994. ‘.v': g - ) , . .
o Laboratory Report #: .94-4-5224 - . Ce L e
S e o Any Other Study #: 10566.0394. 6340 510 ‘ - '
S S .~ -. . Sponsor: Rhone-Poulenc Ag Company
s s © . Laboratorys: Springborn Laboratories, Inc. Wareham,»
; e MA ‘ ) \

| | “MRID No.: | - 432979-01
Yl R A

Andrew c. Bryceland Fishery Biologist

Ecological ‘Effects Branch . .
Env1ronmental Fate ‘and Effects DlVlSlon (7507C) Date: {/;Oé%

6. APPROVED BY.

L :_?'v. | ’ S e 50 éé‘;réu_
’ﬂ&.”' Ann Stav°1a, Chief, Section 5 S 1 nature-ézzab"

Ecological Effects Branch

_ , Environmental Fate and Effects DlVlSlon (75070) gate; /- L{ guf’
iﬁfiggfvf;?’ cgNCLgsxog B L | |

This study is scientifically sound but does not fulfill the
guideline requirements for an acute toxicity test on mysid
shrimp.» The reasons for this conclusion are the following;
negative control contamination,: test temperature was too high
- (25:to 26°C), . and the study chambers were too small with an .
“insufficient amount of test solution (1 liter glass beakers -
with 1-liter test solution). The. 96-hour ECsy, was 140 ng ai/L
. (95% cii.; 120' to" 160 ng ai/L), ‘which classifies Fipronil (MB
45030) ‘as ‘being’ very highly toxic to mys1d shrimp. The NOEC
is less than 62" ng ai/L. : : L
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RECOMMEHDATION <

MAEERLALS AND METﬂOD
-g,A. Test Organlsms' 1

Mys1d Shrlmp

'Specles (Sclentlflc Name) Mysldop51s babla : ,
:Mean Weight "g, P ih?f < 24 hours old . 'Qif'
.(> 0.5 grams) P b
3supplier ‘ “?' '5,Aquat1c ﬁlosystems,;l. _ R
' éﬂ : Ft Colllns, Colorado"n' X S
f’ource' ’ syesfg S R f : ':“T
(yes or no) \~g - : o T T
All shrimp from the .same year lyes = oo I K
class_(yes orxno) Lo L e R
’fi'other Comments f.‘g N

A

B, SOurce[Acclimatlon v

Acclimation ‘Period
(minimnm 10‘days)

Wlld caught 7 day quarantlne
.(yes or no) -

no .

Check for, s1gns of dlsease or
injury. (yes or no, 1f yes
descrlbe) o

l4Inforﬁation,nothavailable

If diseased 1t can b treated
-1n 48-hr pretest-no sign of
‘the disease: remains (Report
hours prlor to test EP which
no s1gn of d1Sease ‘oF N/A)

)

No feedlng durlng the study
(When last fed) v

Fed once dally throughout the- “
study :

to’ testlng (% mortallty, if

<3% mortality 48 hours pr10r~’

-

Informatlon not avallable

\

. :‘C Test System° 1%‘:‘f(

F
Nl




;Describe source’ of d%Autlon B

I water - T»f\. B

Seawater collected from Cape

,'.;iDoes water support test L
c;_anlmals w1thout observable.ﬁQ,;\;»
‘f51gns of ‘stress?’ ;y&a L

'vCod Canal Bourne, MA

- “’What was® the salinltx of the?f{

}water used’ S

- | (30-34% ppt for marlne PSR T

.|| (sténohaline): shrimp and "10=7 ]
17%: ppt for estuarlne T

‘f(euryhaline) shrimpe«;;:;”ffff*

30-32% . -

s L%

| | Il
R

Water: Temperature 3fg"5jtjf”
(2290) LA ' e

e

_fs;ES_EQlPCVWatefbath~l, T
. |25 =.26°C Daily test chamber . .

.8.0-8.3 marlne (stenohallne)'
il shrimp - g :
' 7.7-8. O‘estuarlne (euryhallne)

shrimp

777,80

A

Dissolved Oxygen 1 o
(Static 1* 48 hrs'40%,~

;2™ 48 hrs 60%; Flow—through
’60%) (% of" lowestacogc. :
hour) = _

| 78-100% saturation

' Total‘Organlc,Carbong

I stainless

It (5 gal or 19000 cc)

CC) . ‘1_,'

Test Aquaria . e ?
‘1. Material (glass or’
_steel) | 1 ;
2. a. Static. volume (18 9 L
w1th 15 L
solution) - . 5

’.'<2.osmg/1

'1 llter glass beakers with 1
-llter of test solutlon. 2.7 cm

" be Statlc or: flow-through/;';”k'

volume (300x600x300 54000

a

sn

‘Type of Dllutlon System S
(Reproduclble supplyzof
toxicant) i :

A

;yes_,,‘-’

4 r?.: ’

N Flow rate - ”f PR PR

“Consistent flow' ratp-meter‘ t'

‘systems calibrated before
- study and checked. 2*24 ‘hours:

~

'N/A Study - under statlc

condltlons.

~-.5 to 10 vol/24 hours R




/ i
. 2

I
A . i)

SN

Blomass Loadlng Rate ,
(statlc no > 0.8 g/B < 17°c,

>17°C 0.5 g/L, Flow-through j_;

10.0033fg,ﬁiomaSS/L=

.1 g/L/24 e 1

’;fPhotoperlod »f’“ ; ;%kfﬁ“;
(16'L & 8 D) g

;16;1i§ﬁtoaha_é‘derk

DU

§Solvents Lo 10010 ml/L L
1'1. (Do. not exceed 0.5 ml/L for‘ RO
static tests) - ' s
sl 2: (Do not. exceed,o 1 ml/L fqriﬂ;j; ' " ¢
Lo ;flow—through) R P ol
i 'other Comments ',f~'f;;-gf"' $ T o B

o D. Test De31gn't

Range Flndlng Test

.no deflnltlve test requlred )

13,

:(LCso '>100 mg/L with 30 shrlmp,illﬁ%ﬁmortality 100 @ ng ai/L

22, 36, 60, 100 ng ai/L"

Definltlve Test. .

”Nomlnal Concentratlons
(control+5 treatment:levels;
|| dosage 'should be 60% of the .

next highest concentration;
concentrations should be
.geometric serles)

‘61, 100, 170, 280, 470 ng ai/L

|| controls
 (Minimum control mortallty,

"statlc 10%; flow-through 5%_u

0% in negative control
5%’invsolvent,control.

)

} (Mlnlmum 20/leve1 can be
'd1v1ded among contalners)

20 /test. concentration and

,controls

All organlsms must be randomly
a581gned to test. vessels.

\Number of Test Organlsms,
- Or no, describe if no)

yes 1 -

(ves |~

Blologlcal Observatlons

fyes

(yes or no)

Al

2 ; . N s

SR ST, Y,

| 'f'\\ - ‘




-hﬂ?.$3. PH: beglnnlng,48 hr . N
 for control, hlgh ‘mé ium, and,

' 1_;Chemical Analys1§if ’ .
"I (needea’ if aeratlon,ﬁvolatile{
’ulnsoluble, prec1p1tate, not

* 11. REPORTED RESULTS:

i
. A
. L ‘
i oo ¢ S
L 58

,’Water Parameter Measurements
1. Temperature - record every

.6 _hrs;>1°C, . ... b

2. D. Ov beglnn1ng,48’hrs end

“for control hlgh, medlum, and ;

“low: dose.‘lﬂﬂ *;Af

‘low . dose. . - -l -

Temp. contlnuously measured in

| the surrounding waterbath.
.Temp. measured in all other

test and control vessels

vdally.

\For DO and pH see Table 1

steel or ¢glass, knowﬂ to .,

or- no)

’adsorb, and’flOWﬂthrough) (yes:hi‘"

:_No V151ble 51gns of
‘5undlssolved test materlal

._/,
i

other COmments 'li'iahzf

Mean Measured Concentratlons"
(report conc ) L

62, 97, 140,

240,

390;ng ai/L-

Recovery of Chemlcal ’ -
(% recovery) =

Mortallty & Observatrons
‘(Describe observatlons &

See Table 4

attach mortallty tables)

Author s Comments i

4o
E)

K}

'Repl. A of the solvent control

showed 10% mortality. Negative
.control showed 16 ng ai/l of
test substance.

- No conclus1onS‘were made. e

|‘

12, STUDY‘AUTHCR!S,COﬁCLUSIONS ['QUALITY'ASSURANCE MEASURES :

"Quallty assurance and good laboratory practlce statements

were included in the report,

‘indicating that the study was

.. conducted in accordance. with U.s. EPA Good Laboratory
Practices Regulations set forth in FIFRA 40 CFR Part 160

except for the follow1ng°

- Routine water and .food contamlnant screenlng analyses for
'pestlcides,.PCBs, ‘and metals were conducted using standard: -

U.S. EPA. procedures by Lancaster Laboratorles, Lancaster, PA.i'

'QThese data were not collected in accordance with GLP
procedures (i. e., ‘no dlstlnct protocol Study dlrector,'

-



- ete.).: Stablllty, characterlzatlon, and verlflcatlon are the
respon51b111ty of‘the Study Sponsor.\ Total. organic carbon .
analyses for filtered seawater. conducted by Galbraith. ‘

. Laboratories, Knoyv1lle, Tennessee, utlllzed standard U.S.

. EPA procedures; but were not conducted 1n accordance GLP"

,procedures._ }ﬁ»; %j._'d o R

.“”?,“15;'REVIEWER’S DISCUSSION AND INTERPRETATION

o

'A.;Test Procedu;e°“fwf'°fv:.\ eVﬁ : _fjf’: ";;'. Sy
The follow1ng 1tems d1d not meet the guldellne
BT _;crlter1a° o - v S :
RN ‘. ), . g.- Lo ,/, AT ,’ ) ‘ £ . ’4 . -y

'L"~,;J}' Negatlve eontrol contamvnatlona‘

2. . No notation of acclimatlon observatlons prlor to-
testing for dlsease or- mortallty.; ‘

3, - Test- temperature was too hlgh (25 to 26°C): SEP

:states ‘a test temperature of 22°+ 1°cC. g
: q : g,.i

4. Stuay chambers were 1. 11ter glass beakers w1th 1
llter test solutlon. Smaller than SEP :
recomméndatlon. SEP states; "For static tests
" larger organlsms (0.5 g each or larger) should be -
exposed in 19.6 liter ‘containers with 15 liters of
solutlon. Smaller organisms may be exposed in 3.9
:literx’ contalners ‘with two or three liters of ‘
solutlon." -

. Statlstlcal Ana1151s

-Binomial
(yes, no, or not reported)_

Moving Average Angle ‘
| (yes, no, or. not reported)

Probit s & i ¢ |yes, 140 ng a.i./L 95% cI 120
. (yes, no, or not.&epdrted) - |.to 160 ‘ng-a.i. /L o

Other . Comments - st%dy used
l nonlinear 1nterpolatnon

A c. Dlscuss1on[Res&ltS°

This study is 501ent1flcally sound. but does not fulfill- the |
guideline requlrements for an acute tox101ty test on mysid

" shrimp. The 96-hour EC;, was 140 ng ai/L (95% c. i.; 120 to
160 ng ai/L), whlch classifies Fipronil (MB 46030) as being -
very hlghly tox1c to mysid shrlmp.' The NOEC is léss than 62

..‘{ v . ] ‘ .
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" ng a1/L.. S S
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D. Ageggacy of th Studx S

\

Class1f1catlon. Supplemental

",2 Ratlonal' Negatlve control contamlnatlon.k Test .
j;temperature was “too high.(25 to 26°C). Study chambers
.-'too - small, % llter glass beaksrs w1th 1 llter test '
'-FSolutlon. P -

2
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