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Dear Slr/Madam.
' In reference ‘to the'
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— Notice. --Wacker Chemical

Chemle GmbH ofVMunlch
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(Qﬁs,# 107-20-0) .




grmTTm— T

i

- [WACKER]

Wacker does not possess any unpublished studies for 2,4-Pehtane-,pf
dione. ’

At this time I would like to confirm that Wacker does not have any
ongoing studies involving the two listed chemicals, nor do we have any
future plans to initiate further studies.

- Should you have any questlons, please do not hesitate to call me
at. (203) 966-9999, at your convenience.

Slncerely, ‘
_ WACKER CHEMICALS (USA), INC.

Sally L{/Jaime |

Regulatory Affalrs
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exposing dlfferent groups of 5 male and'S female rats one s!.ngle time for ‘
‘a period-of 1 hour to-test. atmesphezes ceuteining ehle:aeetaldehyde at.a.
cancentratim betwee:r 0. 14 ande.«ﬁ g/ml 'irt air. o e

chlotacetaldehyde for the combined male and female responses ‘was tween'
0,65 and 0.78 g/m‘ the most near to the fotmer value. As a tesult of the
rar ¢ ; possible to g:[ve a bet:ter: o
nfid nce Iimits. 7 ; o

-3. Animals which died. shortly after exposu
atelectasis in the ]:tmgs after autopsy, 4in mesr cases ~ace
' hydro-thorax which could be explained by an induced hype erte
findings. together with oedema and atelectasis in lungs were signs o£ an
impair:ment of lung functioning. Air in stomach as well ae in intestine
was due to mouth breathing. '




1. PURPOSE OF THE STUDY

) it was 'fé'q'iiéstéd’ by Waciét-chemt” em (3 Gmbtr. i"t:c” carrycuﬁ*ﬁ cuts inﬁiraﬁ ot

8 “to be exposed for a period of one’ ‘hour to test 3

*appmpriate concentration of chloracetaldehyde. R "

2.1ﬁa€erial —

' Chlctacetaldehyde was delivered by the sponsor. Cne: b:cwn colctxt‘
r'r,rrccntaining one kilcgram of a clear fluid packed in a polystyrene b&rrel
arrived on October 3, 71986 It contained a 45 4% (wm) sclution of: -

Y 77':,,,f;fchlcracetaldehyﬂe as. specified by the. sponsor (see amex)., i

2.2 Test animals

Thitty-fxvemaleand ‘thirty-five female SPF-r




were housed 1ndividually. Port.s at the entry and exit: allow swlmg of t.he "
e ~.test atmosphere. The capacity of the chanber is- zbout.. 0.015 m?.-The. expesu:e :
- chamber vas ventilated with 1.2 m air/hr —;ne;aezvemdieyme tempefsm
1 were ;ueasux:ed at least ‘once per haur o

72;:. 4 Generation of the test atmosphere

emales were ! exposed




: rhe rats were inspect d £
| “once each day during the abse:vation period.

: 2.7, stati'sticalfbrocedu:é

- :'rhe statistical program used was written by Dr T ten Be:g'" DSF!,

:",rli':Netherlands, acccrding to Finney (I-’inney, D J., Etobit Analﬁsia,
Univ. Press, 3rd ed 1971). E IR ; :

3. 1 Analytical results

":f}"rhe mean actual cencentzations of chloracetal&ehyde in theltestzatmspheres - Rt

o “during the different expesures are given in’ Table 1.
| The temperature of the: test atmospheres was"controlled at 22 + 2°c. o |

| melative humidity was b

| 3.2 Behaviour and clinical :




the two highest concentrations gtoups) and shortly aftet exposore usually
__within some hours or within one or two days. These animals often had blood
 stains around nose and mouth. During some- days afte: the exposure the  °
“survivors of the highest concentration’ qroups were b:eathingf wheﬁziﬁgly i
animals of the second highest concentra\:im qroup ‘became: blind. ity
" ‘figures are g:lven in Table 1. : S , L

*

o 3.38@2 weights

' :rf:,exposu:e, which omal observation in this
“the survivors qained weight in a normal way, a’though two anima_ ,

| 'iweigﬁt conﬁdétabir”*ﬁ*'ﬂ*w
B Group mean body weights are- given in 'ra.ble 2.

3 4 Gross pathology k:":

P ’rhe animals which died dur:ing the exposure or. during the first two days of.

; :'f,groups which were ]
- observed in.the lu
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rrom the mortality figures fomd in this acute inhalation toxicity study it
“was: estimated that an: expesure of male anifemale rats. durlng l hou: to a-
- test atmosphete containing chloracetaldehyde resulted in a LCS0 value
" between 0.65 and 0.78 g/m?, As a result of the steep concentration—effeet
__curve and natural variability between groups it was not possible to give an
exact LCS0 value with 95% confidence interv’ .S, ’According to the decrease in \
' weight in some. animals of the lower concentra:ion groups during the obs S
tion period which probably would have resulted into death, the LCSO value
_ was estimated to be clese to 0.65 g/me . ‘ ~
,, The presence of a hydro~thorax could be explained by an induced
1 - hypertension. This finding together with cedema and atelectasis in lungs
~ pointed at an i.mpairment of lung functioning. ‘The stomach, caecum &s well as
intestine observed to be filled with air were caused by mouth breathing' ~

{5+ DEVIATIONC FROM THE PROTOCOL

| 'I‘he followmg items differ from the protocol but have been grocessed
according to ‘the OECD gmdelines. 2 SRR P

-~ The air enterinq the chambef: was controlled at 22+2"C lnstead of 22+3°C. S
= The temperature in the room duzing the observation period was controlled
oooat 22+?‘C instead of 2% +3°c e R L
L 'l'he rats were inspected “for reactions to treatnent 'du:inq the observation
period once each day instead of thce a day and once a- day during '
, ‘weekends. - , : R : , ey o -
~ -~ Body weights wers recol ded just prior to exposurr' and at de "s 1 2, 4,7 and
' ;14 instead of just prior to exg da ,5,7 and 14,
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 Concentration:of. chioracstaldehy
. corresponding mortality rates

e i

PR -

g/m

8.47 .

B ) B
0.99
0.5
0.65
0.78




172(5) [168,177) - —(0) —
180(5) [162,189] ~  175(5) 188(S)
164(5) [158,170]  152(1) = 146(

©177(5) [176,181] = 156(5)
'171(5) [159,178] 149(5)

“157(5) [154,1611 ~ 135(5) 131(4)

| 152(5) [143,159) -
. 147(s) (138,152]  146(5)
©139(5) [135,144]  131(2) —
©147(5) (139,154] - 130(5)  —(0
- - 143(5) [141,146) - 126(5)
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