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March 8, 2001

This letter is in reply to Richard H. Hefler's leter dated February 14, 2001 to me
concerning the above-referenced FYT submission.

The information pruvided in the January
provided voluntarily ro EPA in rexponse to i reyuest

28, 2001 and June 23, 2000 submissions was
from Mr. Charles Aucr for exposure

and use information from CuPont peraining to (be substance in issue. The blood serum
test resuits reflect caposure data. No adverse health effects associaled with this substance

have been found untony expuscd employees. Tt
the 3IM Company. which is the mapufacturer of the substance, also co

health offects associuwed with

employecs (see IM SEHQ-0200-14596, da

is further noted that studies submitted by

nclude that no

this substancy have heen found amongst its exposed

ted January 28. 2000). Those studies. either

thetnselves or through refervace to other studics published in Lhe open scientific
literature, report that this substunce is known w be found in human blood serum of

employees cxposcd to the substance’.

[

' See () Gillidand 1D, Mande! JS. Monally Amang Empluyers of a Perfluorcuctunvic Acid Producuve
Plant. J. Cevtp. Med, 1993:25:950 9341b) Gilliland FO, Mandet JS. Serum Periluurooctanaic Acid aad
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Per EPA's June 1991 TSCA Section 8(¢) Reporting Guide, it is provided that “In
deciding whether information is ‘substuntial risk’ information, one must consider 1) the

scriousness of the adverse cffect, und 2) the [act or probability of the effect’s
qccurrence.”  As stated above, no adverse health effects associated with this subxtance

have been found among cxposed cmployeus. In the absence of an adverse effcct, the
informution was deemed to not meet EPA TSCA Section 8(c) reporting criteria.

In addition, per the 1991 TSCA Scction 8(¢) Reporting Quide, information need nol be
submitted if it Is published in the open scieatific litcrature. As referenced above, prior
publishcd studies have reported that this substance is prosent in the blood serum of
worker exposed to the substance. Also, in 1980, it was reported in the American
Industrial Hygiene Associatiun Jounal that perfluorooctznoatc anion was found in the
blood of workers exposed to ummonium perflucrooctanoate’. The blood serum
information provided in the DuPont submissions is not indicative of information not
known to the Agency. It is consistent witlt informution alreudy published in the open
scientific literature and as such, was deemcd to not meet the criteria for TSCA section

8(e) reporting.

Please contact m directly if you need further claritication ur wish to discuss this matter
in more detail.

L Very truly yours,

Gerald Kennedy

Hepatic Enzymes, Lipoprowsins, and Cholesternt: A Study of Occupatiusally Expancd Men, Am. J. Ind.
Med. 1996:29:560-568: (c) Olvcn GW, Glllilamd HD, Burlcw MM, Burris JM, Mandel IS, Mandel TH. A
Fpidemivlugic lnvestigation of Repeoductive Hormones in Mca with Occupaionul Lxpoere (o
Perfluorvoctanaic Acid. J. Oveup. Eav. Med, 1998:40:614-622.

1 Ubel FA, Sorcaasun SO, Rouch, DE. Health Statux of Plunt Workers Expused to Fluwnchemicals - a
Proliminary Repont. Amierican Industrial Hygicne Associntion Jourmul, 1980:41:584.589,
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