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September 16, 2016

Dr. George Borlase (via e-mail: GBorlase@cpsc.gov)
Assistant Executive Director
Office of Hazard Identification and Reduction
U.S. Consumer Product Safety Commission
4330 East West Highway
Bethesda, MD 20814
Dear Dr. Borlase,
We had the pleasure of meeting with several of the Commissioners and their staffs on July 14 to discuss
the phthalate rulemaking activity. Our discussions focused on three main topics: 1) data from Boberg et
al. concerning DINP anti-androgenicity; 2) relevance of phthalate induced anti-androgenic effects for
human risk assessment; and 3) use of the Study for Future Families (SFF) database.
A copy of our thank-you letter to Chairman Kaye which contains the various handouts we discussed is
attached to this letter for reference. We would like to highlight several key messages from the
discussions.
First, we understand that you received a letter from the European Council for Plasticisers and
Intermediates (ECPI) regarding discrepancies identified in a report published by Dr. J Boberg et al. that
was relied on by the Chronic Hazard Advisory Panel (CHAP). The ECPI analysis indicates that applying
the appropriate statistics to the Boberg et al. raw data produces results that are in fact more consistent
with the reported results of Clewell et al., which concluded there was no evidence of Rat Phthalate
Syndrome for rats exposed to DINP.
Second, in-utero (fetal) anti-androgenic potential of phthalates was the focus for the CHAP assessment.
Of note, however, the latest data indicate humans are less sensitive, and potentially non-responsive, to
phthalate-induced in-utero anti-androgenic effects. These newest data have been evaluated by EPA staff
scientists, and the initial conclusions by EPA staff scientists concur with those of the researchers, that
humans are less sensitive to in-utero effects of phthalates than are rats.
Third, published exposure values for pregnant women in The Infant Development and Environment Study
(TIDES) show trends similar to the NHANES data incorporated into your staff’s data reanalysis, including
greatly reduced exposures to DEHP. These trends can be applied to the infant SFF data to estimate
current infant HI values, which are well below one in all cases. Thus, the CPSC can feel confident in
making a decision to lift the ban on DINP.
In addition, we would like to highlight related issues that are more technically nuanced than were
discussed with the Commissioners. These topics have been touched on previously, but given the
potential importance for the final assessment we wanted to bring them back to your attention. Of primary
relevance, the CHAP’s reference to individual risk levels (i.e., percentage of individuals with HI > 1) is
inappropriate and scientifically inaccurate, given that the exposure data are spot samples and phthalate
levels for an individual can vary greatly from hour to hour. Figures 1-3 illustrate that the 95th percentile of
the population’s risk levels is protective of all individuals. This point is further demonstrated by the data
and figures contained in the Summit Toxicology comments that were submitted as Appendix A of the
American Chemistry Council’s comments to the docket (Docket ID #CPSC-2014-033-0111). We strongly
urge that references to individual risk be omitted from any final documentation as it can be confusing and
potentially create an inaccurate understanding or unfounded angst.
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Finally, though case studies have merit and can bring forward interesting scientific questions, the end
goal of a risk assessment is to increase certainty in a final prediction. Incorporating all three case studies
into any final recommendation artificially increases uncertainty in the risk assessment. This is because
Case 1 is based on a publication using outdated hazard information, and Case 2 is based on a model that
does not accurately predict the in-vivo situation. Though we have differences of scientific opinion for
some of the bases for Case 3, this was the Case developed using the points of departure selected by the
CHAP after their review of the recent data. Thus, Case 3 is the most appropriate of the three cases to
use as a basis for recommendations.
We appreciate the willingness of your office to consider these important issues, and we are happy to
provide any additional information that would assist the CPSC science staff as you progress through the
rulemaking process. We also remain available to meet with the science staff if you would like to discuss
any of these issues in more detail.
If you have any questions, please do not hesitate to contact Dr. Jennifer Foreman at 908-335-3298.

Sincerely,

CWW:jrh
Attachments
c – w/attachments:
Patricia Adkins, CPSC (PAdkins@cpsc.gov)
Dr. Alice Thaler, CPSC (AThaler@cpsc.gov)
Dr. Michael Babich, CPSC (MBabich@cpsc.gov)
Elissa Sterry, ExxonMobil Chemical Company
Dr. Jennifer Foreman, ExxonMobil Biomedical Sciences Inc.

2

Figure 1

Figure 2

3

Figure 3

4

ExxonMobil Chemical Company
22777 Springwoods Village Parkway
Spring, Texas 77389
832-625-4062 Telephone

Elissa Sterry
Vice President
Intermediates

August 31, 2016

Chairman Elliot Kaye (via e-mail: EKaye@cpsc.gov)
U.S. Consumer Product Safety Commission
4330 East West Highway
Bethesda, MD 20814
Dear Chairman Kaye,
We are sorry that we were not able to meet with you in person on July 14, but we appreciate being able to
meet with your staff to discuss the phthalate rulemaking activity. Please find attached the summary
handout we discussed, as well as copies of several graphs that we reviewed with your staff and with other
Commissioners. We also wish to provide further information on three pertinent issues from these
discussions: 1) data from Boberg et al. concerning DINP anti-androgenicity; 2) relevance of antiandrogenic effects for human risk assessment; and 3) use of the Study for Future Families (SFF)
database.
1) We are attaching a copy of a letter that the European Council for Plasticisers and Intermediates
(ECPI) recently sent to the CPSC Science Staff to alert them to discrepancies between the raw data and
the results in a report published by Dr. J. Boberg et al. That report was important to the CHAP’s inclusion
of DINP as a “Rat Phthalate Syndrome” (anti-androgenic) substance. The ECPI analysis indicates the
Boberg et al. data in fact are more consistent with the data of Clewell et al., which concluded there was
no evidence of Rat Phthalate Syndrome for rats exposed to DINP.
2) In-utero (fetal) anti-androgenic potential was the focus for the CHAP assessment. Of note, however,
the latest data indicate humans are less sensitive, and potentially non-responsive, to phthalate-induced
in-utero anti-androgenic effects. Initial data indicating this was reviewed by the CHAP, which determined
the research needed to be progressed before incorporating it into a human health risk assessment. Since
that time, the concerns highlighted by the CHAP have been addressed, and the newest data have been
evaluated by EPA staff scientists. The initial conclusions by EPA staff scientists concur with those
of the researchers, that humans are less sensitive to in-utero effects of phthalates than are rats.
3) The SFF database was used by the CHAP, in addition to the CDC’s National Health and Nutrition
Examination Survey (NHANES), to evaluate exposures in infants and pregnant women. NHANES data
has been sufficient to address exposures in pregnant women, but data for recent infant exposures in the
US has not been made publicly available. Nevertheless, the CPSC can feel confident in making a
decision to lift the ban on DINP. First, the risk estimates in the CHAP report are based on risks from inutero exposures, the most sensitive time window for “Rat Phthalate Syndrome.” Those in-utero
exposures are measured in terms of the pregnant mother exposures – data for which NHANES is
sufficient. Second, the SFF data are from a time period prior to the steep decline in use of DEHP. Yet,
despite using this old data with higher DEHP levels, the CHAP’s Case 3 HI was only 0.55 at the
95th percentile. Case 3 is the most appropriate for regulatory decisions as the CHAP based it on their
own independent review of the datasets. And third, there is an updated version of the SFF database
being developed, called The Infant Development and Environment Study (TIDES). Published exposure
values for pregnant women in TIDES show trends similar to the NHANES data, including greatly
reduced exposure to DEHP. These trends can be applied to the infant SFF data to estimate
current infant HI values, which HIs are well below one in all cases.
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We appreciate the willingness of your office to discuss these important issues, and we are happy to
provide any additional information that would assist the CPSC as the agency proceeds in the rulemaking
process.
If you have any questions, please do not hesitate to contact me at 832-625-4062.
Sincerely,

EPS:jrh
Attachments
c – w/attachments:
Jana Fong-Swamidoss (JFSwamidoss@cpsc.gov)
Allison T. Steinle (ASteinle@cpsc.gov)
Jonathan Midgett (JMidgett@cpsc.gov)
Stephen McGoogan (SMcGoogan@cpsc.gov)
Patricia Adkins (PAdkins@cpsc.gov)
Jacqueline Campbell (JCampbell@cpsc.gov)
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