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U.S. Environmental Protection Agency gE{-\Q - qu 2~ [0Bb2s
401 M Street, S.W.
Washington, D.C. 20460
Attn: Section 8(e) Coordinator (CAP Agreement)

Re: TSCA Section 8(e) Reporting - CAP Agreement SECAFP

Gentlemen:

submitting this study pursuant to the Compliance Audit Program
(CAP) under Agreement No. SECAP This study is categorized as a Unit
ILB.2.b CAP Agreement submission. The report is entitled Acute LCg, of
Bromochlorodimethylhydantoin Dust in Sprague-Dawley Rats. The identity of
the chemical being tested is Bromochloro-5,5-dimethyl-2,4-imidazolinedione
(CASRN 126-06-7). This letter confirms that is the substance
being cited.

This study is being submitied o comipicie an eariier TSCA Secton ()
submission and we believe it should not be considered in the
CAP Consent Agreement since the results are similar to those submitted earlier
for DBDMH and should be expected by the Agency.

The Acute Inhalation Toxicity Study was performed on ten Sprague-Dawiley rats
(m/f) at each of four nominal concentrations (0.62. 1.03, 1.20 and .60 mgd.
The four hour inhalatior exposure determined the acute L{,, to e 1.88 mgA.
Necropsies indicated no lesions attributable 1o the rest substance exposure.




If I may be of further assistaiice, my phone number is

Sincerely yours,




@ Fsc:;'? AND ORUG

— Y a5 e -’
:\@ez/:az LABORATORIES, INC.

REPORT

AcuTz LCSO OF BROMOCHLORODCIMETHYLHYDANTOIN DusT

IN SPRAGUE-DAWLEY RATS

o~ -2 =
Staflz

Fo -
- - o
Study Direc

FDRIL Study Nou: 6?11A

Submitad to:

e ausust 10, 1981

ThTa win= 5 ahmires fae P weraies e AP Py mweemn POTRONEon w pmemen ik B "
i i W . [RERENS ST a0 T mm, W yemsd! fn meeteRles elR Se wedseinling ae ndle ol e i

-




Nos.

~ AN MmN

Fage

-

Bromchloro-

+ion of Bromchloro-
1)

a
Grouvwe

(

ntraticn of

£

N

CoLn

fa¢]
B
m
o}
o)
4
s
0w
o]
oV
4
€3]
3
o
3
o
s}
-
17
1
3]
v
£
i

>

(SIS Y)
om0
e 0t




Tables (cen't)

FDRL Study No. 6711A

Page Nos.

6

10

Welcht & . v v o 0t i i e e e e e e e e . 19
Figures
1 Schematic Representation of CGeneration and

Exposure Systam . . . . . . . 0 e s e . e .. 20

N

L)

Ia
Ib
Ic
1d
Je

Particle Size - Ind
Percentages cer

Particle Size - Indivicdual and Mean Cumulative
Percentages ger Stage (Group 2). . « « « . . . 16

Particle Size - Individual and Mean Cumulative
Percentages per Stace (Group 4). . . . . . . . 17

Particle Size - Individual and Mean Cumulative
Percentages rar Stage (Group 5). . ¢ .« . . . . 13

Sumnary of Groun Mean Percent of Initial Body

Particle Size Analysis (
Particle Size Analy
Particle Size Analvsis

Particle Size Analysi

Appendices

vidual and Mean Cumulative
e {(Group 1). . . . . . . . 15

1)« v e e e e .21

o
@
poe
1
—
] (]
L t{
(9] (o]
£ 3
PU "(}
+)
e
.
L]
*
[
.
*
14
.
[
(¥

.

]
re
9]
=
an
et
‘.

1]

[

,

‘.

N

[ ¥
)

rr
~

o
5]
—
V)
al
[s)
£
4o
i
.
'
v
’
v
[
F

Cereraticn a~d Exposure Data {Group Y. . . . i-18
GCereration 2ad Exposure Data (Grouvp Y. . . . i-18
Generation a=~3d Exposure Data {Group 3. . .« . 1-17
Generation and posure Dats (Group 4. . . . 1-17
Generation and posure Data (Group N 1-3%

Cow - - N ~ 3 WA m e g
Individ ly Ihservations and NelyopE
N

Data A N e e e .
P P ® Py U 4 &
individ 11y ObEsrvations and

&

Tata . )
T I -
A0 INVI T b

Pata

.
Iirdavi

Trta




N

&N

{Group
(Group
(Group
{Group
(Group

AR )
1}

PO EE O

(PR OO (1]

I
1
I
I
I

i b b b b
b bbb b
[ IOV O T O 1Y)
ek or et oot

-t




FDRL Study No. 6711

ABSTRACT

The pursese of this study was to determine the acute ;CSO
of Bromochlorodimethvlhydantoin on the basis cf nominal concen-
tration. Five groups of Sprague-Dawley rats (five animals per
sex par group) were exposed to the test artlcle at nominal
concentrations of 0.00, 0.62, 1.03, 1.20 and 2.60 mg/L for four
hours. Average particle size (mass median ciameter) ranged
from 4.1 to 5.4 pm and the geometric standard deviation ranged

from 2.0 to 2.1. The average fraction of particles less than

e

10 yn in diameter ranged from §0 to 91 percent for the test
article expgosures.

Under conditions of the study, the LCSD of Bromochloro-
dimethylhydantcin was 1.88 mg/L. The upper and loweyr 95% con-
fidence intervals were 2.77 and 1.48 mg/L, respactively and the
slope of the curve was 5.42. Exposure +o the test article caussad
transienf Cecreased body weight gain in animals exposed Yo 1.03
and 1.20 mg/L. Labored breatiing was cbserved 1 all animals
exposed to the test article. Xazal &¥scharce and decreased

activity were seen in animals exposed to 1.0

e s T P
Bromachloredimethylhydantoan.
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6711A

Animals

Twenty-five male ard twenty-five female Sprague-Dawley

derived rats were usad in this study. ‘fhey Qere oktained from
Blue Spruce farms, mont, NY, eceipt wera housed in
groups oI three.. n T : i - Brothers,
Garéners, PA)

animals wers

cf disease or abnormality we:
replaced by healthy

Tha an
taining five males an

article for four hours as

Animal

Males

£711001~-005
§711011-0153
£711021-025%

€711031-025
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Obsexrvations

animals wers observed for pharmacotoxic signs
to exposure on déy cne, and twice
dsily forx G ition: Bo
recorded prior to exposurs (day 1) and on days 3, 4, 5. 8§, and
15. Animals dying during the 3 and all animals sacrificed
at terrination w Dject : « All major
organs were examined
tigsues excised and preservad in
whole head
+. achea
1 roach’s
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Figure 1. The test
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membranes (25 mm) ware used as a co’ lec¢” 2n .. :face cn each

stage of the impactor. The change in weight »t each riloer was

A
[

[
;J
<
W
ol
M
rf
0
m
a
3

determined subseguent to sampling, the mean i 1

b
o)
3
0
H
]

for each stage calculated, and a lognormal disisibut
plotted for each exposure group (Tahles 6-2 zna Tligures 2-5)}.
The geometric mean size, geometric standard Jeviation, and per-
cent of the particles less than 10 pm in siz=z war? es-.imated
from the curve.

iumidity

4

Chanber Temperature and Relative

+

A Taylor Instrument dry bulb/wet bulb hygrometer vas
used té monitor chamber temperature and relative humidiity. Read-
ings were taken prior to initiation of exposure and hourly there-
after.

Statistical Analysis

The LCSO was computed on the basis of nominal con-
centration, with males and females combined. <Computations were

done using FTinney's Frobit Analysis {Statistical Methols in

Biological Assay, second edition. London: Griffin Fress, 1%713.

Group body weight data were computed for each smex

¥

1t of initial body weight and armalvered uwsimg

as group rean preice

a one-way asalysis of
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alysis of the data computad the combined LC50

Prchit an
Th

concentration).
1.48 mg/L, resgectively.

to be 1.88 mg/L (nominal
were 2.77 and

nfidence intervals
Trobit data is given

e was 5.42.

ntly

scharge (including appare

and decreased activity.
was observed in five males and four

to 1.20 mg/L.

irritation of the
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exgosure (animal hendling, placemsnt in chambders, etc.). Sig-
nificantly decreased body weighis were observed in both males

and females exgposed to both 1.03 and 1.20 mg/L on days three

ané fcur. Females 2xgosed to 1.03 wmg/L also had significantly

3= P AN o~ 3 T Ty ery Ay S . g el e . 3 e
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CONCLUSION

The LC of Bromochlorodimethylhydantoin was 1.88 mg/L

50

(nominal concentration) for males and females combined. The

upper and lower 95% conficence intervals were 2.77 and 1.43

rg/L, respectively and the slope of the curve was 5.42. Signs

of toxicity among surviving animals during the first week
following exposure included decreased weight gain, observed

labored breathing, and nasal discharge.
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Appendix Ia ' :
Generation and Exposure Data
{Group 1)




