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ORD Comments on the Preliminary Risk Assessment of the Developmental Toxicity
Associated with PFOA (Perfluorooctanoic Acid) and its Salts

General Comments:

2. The discussion of the anima] studies available could be aided by the use of tables with
summaries in the text. Additionally, the provision of actual values would be helpful in
considering the degree of effect in some cases. For example, the actual mean body and

account?

3. The document provides a thorough discussion of study results. However, there is a lack
of clarity in some of the results reported. The document would greatly benefit from the
use of more synthesis and conclusionary statements and tables.

Specific comments:

Page 1 - 3¢ paragraph: Need to specify which serum PFOA values are specific to U.S. and
Belgium plants.

Page 2 - Executive Summary: The authors note 4 weak association in the first occupational
epidemiology study of prostrate cancer mortality and employment duration. While there may be
limited overall evidence of an effect of PFOA (especially given findings from the latter study), an
increased risk of more than 3-fold (SMR=3.3 for 10 years of employment) does not appear to be
weak. This is a strong association, which appeared to prompt additional studies. More
explanation is needed to understand why the document characterizes the relationship as weak.




Page 3 - There appears to be an inconsistency in the reported LOAEL and NOAEL for F1 males
in the first paragraph as compared to the last sentence of the third paragraph.

Page 7 - The value of the molecular weight of PFOA free acid is missing.

Page 8 - In Table 1, the CAS number for the compound R-C(=0)F appears to be incorrect. Also
for each compound in the table the “f” in “Rf’ should be removed.

Page 17 - Line 5: in reference to “>1] -fold,” it would be helpful to provide the actual increase as a
percentage.

the 16% of control). The assessment points out that “A statistically significant increase in 13th
ribs-spurred occurred in the mid-dose group of § mg/kg/day; however, the biological significance
of this effect is uncertain since in both the high- and low-dose groups, this effect occurred at the
Same rate and was not statistically significantly different from controls.” While the selection of
the LOAEL is complicated by this inconsistency in the data, it could be argued that a more
conservative or protective approach would be to use 5 mg/kg/day. Further explanation in
choosing 50 over 5 is needed.

Page 31 - In the York study, did any of the neonatal mortality occur within the same litter?
Because the litters were apparently not randomized and redistributed (within each dose group) at
birth to maintain an equivalent litter size, litter should be used as a statistical unit. Was this
taken into consideration when analysis was conducted to illustrate the statistical significance of
the post-weaning losses?

body burden ceiling). The assessment should address this point.




Page 39 - Line 16: What does the denominator (28) of the ratios denote?

Page 46 - In section 5.0, in the 1% paragraph, the MOE should be defined as the ratio of the
NOAEL, LOAEL or BMDL, not BMD, to the human exposure level, as the BMDL has come to
be the standard for the point of departure.

as they developed, they would begin to accumulate serum levels over and above what they were
exposed to prenatally and early postnatally. We assume this is what is meant by the comment
about the importance of developmental exposures, but it could be further clarified.

Page 55 - Section 5.5, 11t paragraph, 1% sentence: Strike the first “whether” (it’s there twice)
and substitute “i.¢.”




