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By Certified Mail

8EHR-80-14 765
August 10, 20C" '

Document Processing Center (TS-790)
(ATTN: Section 8(e) Coordinator)

Office of Toxic Substances e ~o
U.S. Environmental Protection Agency A *‘;&a 2
401 M Street, SW e g'.\{i e R ’7> CB 5@6‘/: Z2 oo
Washington, D.C. 20460 P g S V- < S 3.
o D
Dear Sir/Madam: = :':3;(1
= &o
Equiva Services LLC (Equiva) provides Product Stewardship services to Equiion )
Enterprises LLC (Equilon). Equilon: is participating in an industry consortium that is S
sponsoring subchronic toxicity testing of low-viscosity paraffinic white oil, 15 ¢St @
40C. The CAS# is 8042-47-5. Equiva has received preliminary results from this testing.
We are submitting this letter on behalf of Equilon pursuant to TSCA Section 8e),
because these preliminary data include three findings that EPA may consider to be 8(e) o
reportable. [ ——
==
In Phase I of this study three groups of eight femnle Fischer F344 and Sprague-Dawley 8
rats were fad 0%, 0.02% or 2% (F344) or 0%, 1% and 2% (SD) iest ariicie mixed info ]
feed for 90 days and immune function was evaluated. A second phase was included g
which further evaluated immune response. Phase IT group design was the same as Phase g ==
I, except the F344 rats were exposed for 120 days, followed by a 30-day nonexposed ;E
recovery period.

Four days prior to sacrifice, animais were exposed intravenously to sheep red blood cells
as antigea challenge for subsequent assay. Foilowing sacrifice, liver, spleen and lymph
node weights were determined. Gross iesions, liver and mesenteric lymph node tissues
along with adipose tissue adjacent to the lymph nodes were taken and processed for
histopathological evaluation. Spleen IgM antibody-forming cell response to sheep red

blood cells was determined at sacrifice, and serum IgG antibody titsrs were also
measured in the recovery group.

The data received include the following findings, which were observed only in the high-
dose F344 rats. First, an increased number of cells per spleen were noted. Second,
granulatomous inflammation was cbserved in adipose tissue immediate,y adjacent to
lymnh nodes, whereas this inflammation had previously been described only in the lymph
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nodes themselves. Third, rats had a decreased primary antibody response (IgM) when
challenged with sheep red blood cells in a standard assay. This decrease is observed when
the results are normalized per number of spleen cells, but not when normalized per
spleen. The adipose tissue and antibody response changes were reversible, in that there
was no longer a statistically significant difference from control 30 days post-exposure in
paralle] treatment groups. Serum artibody titers did not differ significantly from control.
Otherwise, the data were comparable to those previously reported in the scientific
literature for similar studies.

Copies of pertinent data tables and text from the draft laboratory reports are enclosed.
EPA. will be provided a copy of the complete study whea it becomes available. If you

require further information please contact Fred Reitman at (251) 874-4953, or by inail at
this address.

Regards,

P irsens

Patrick W. Tomlinson
Director - Safety, Health and Environment

Enclosures
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l EXPERIMENTAL PATHOLOGY LABORATCAIES, INC.

IMMUNOTOX, INC.
STUDY NUMBER 71 1298
EPL PROJECT NUMBER 624-001

EFFECTS OF DIETARY MINERAL HYDROCARBONS ON 5-CE
DEPENDENT ANTIBODY PRODUCTION IN TWO STRAINS OF RATS

PATHOLOGY SUMMARY 1
Microscepic examinations were petormed on selected tissues from two
strains of rats. In Phase |, both rat strams were treated by dietary exposure.

Approxtmately one month aﬂer the start of Phase 1 Phase it was initiate

Phase | rats were terminated after 90 days of Fxposure. As no- :rnmunol g
effects were seen in the Phase i Sprague-Dawley rats, the Phase il Spra ue-
Dawley rats were also terminated after 90. days of exposure. Dueto

immunologic effects seén in the Fischer 344 rats in Phase | the Fischer’ :44 rats -

in Phase I were exposed for 120 days and then anowed to recover for an

addmonal 30.days. The purpose of this study was to evaluate the mmurFloglcal '

parameters o further charactenze the 1mmune response to ingestion ¢ of ineral
hydrocarbons (MHC) in two strains of rats, Fischer 344 [COF®(F-344)/CriBr] and
Sprague Dawley [CH: CD‘(SD)BR] The expenmemal design for the stud was

'Au

as follows:
T AnimalNumibers | - -
Phase | Phasell' | Phasell |
"Group | Strain Dietary Level - . {91 days) {91 days) {191 days
1 VHF | F344 . 0% .1 -001-008 § - 033-040
2D1FE | F344 C.02% .. ___009-016 1-048.
3D2F | F344 2.0% . 017-02¢ ' -1 _-0#9-056
4 PCF | F344 | CPS Positive Control.|__.025-032" | 057-064"
SVHS | . SD ... 0% 101-108 . . 133-140. 1 .} . .
6 D1S SD 1.0% 109-116 141-148
70254 SO _2.0% 117-124 149-156
8PCS | SD | CPS Posmve Control® |~ 125-132* | 157-164°
*Positive control group had no lissues collected for hrstopatholog;
*Cyclophosphamidé 50 mglkg ,
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