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Ex¢onMobil

Chemical

June 24, 2010

Honorabls Cass B Sunshesn

Administrator, Office of Inflormation and Regulatary Affairs
Office of Management and Budget

1650 Pennsyivania Avenue, hyy

‘Washington, D.C. 20503

RE: Follow up to EQ 12866 Meetng - Chemicals of Concern Listing
Dear Adminisirator Sunsisin,

| wanied o take an opporiunity to thank the OIRA siaff for the attention and time faken o listen o
ExzonMobil's views on chemical management principles and EPA's proposal o list certaln phihalates as
Chemicats of Concern under TSCA.

As we discussad, DINP and DIDP' are two of the most well studied chemicals in commarce today. Prior
Bsgassmanis by other regulsiory agencies in the Unsted States snd Europe heve recognized the
significant differences among phihatates, and have consistently found that DINP and DIDP do not present
significant risks fo human health or the environment A proposal fo st these chemicals under TSCA
section 5{b)(4) will have a significant impact on public and indusiry percoptions and would send a signal
io the marketplace that thess substances are the highest priodty for elimination through regulation andfar
voluntary actions. It is tharefore critical that EPA nol exercise this authority lightly, thal purposes for
listing mre ciearly articulated, that listing criteria be defined, that each individual substance proposed for
listing be supported by strong scientific avidence, that careful consideration be given to ol of the avaiable
scientific evidence, and that each listed substance in fact be a high priority for reguiatory action.

ExxonMobil believes ihal a comprehensive review of the available scientific data for DINP and DIDP will
lead to the conclusion that neither should be included in a list of "chemicsls of concern” wnder TSCA
saction S{b)(4). Further, it is our balief that such a listing may offer no improvement to health and
environmental profection; and would be costly to U5 businesses, lead to a compelitive disadvantage
with other indusirial countries, and have a defimenial effect on LLS. exports and jobs. We hope thal EPA
will be encouraged not to procesd with any section 5{b)i4) proposal for these two compounds untl a
comprehensive assessmant of all the evidence has occumed,

We regrel that you were unable to join us personally for this discussion, bul appreciate the opporunity to
st wilh wour staff. We are preparing additional materials on the DINP and DIDP sdaence for EPA and
will copy your office
Best regards,
Avsie. Etvig—~
e Kewvin Neyland

Diavid Rostker

! Di4sononyl Phihalate and Di-isodecyl Phthalate

& Dyerer 7 Exncesm Matsll Crrpoensinm
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Mancy,

It was nice meeting you st Wednesclay at the mesting betwesn OMB and ACC
regarding EPA's Phthalate Chemical Action Plan and its proposed TSCA
S(b)(4) listing. As follow-up, attached is a link to the Consumer Product
Safety Commission (CPSC) Chronic Hazard Advisory Panel (CHAP) Report on
DINP. I've also provided Hnks 1o 8 few key documents of relevance to this
topic, which includes the CPSC reports assocated with the CHAP report as
well as the CPSC Commission's QBAs and responses to petitions. 1 tried to
use website links where possible rather than sending the documents, but if
you would prefer the documents, I'd be happy to send them. There is guite
a bit of information below; however, the first ~20 pages of the frst knk
provides a good introduction: the CPSC executive summary and briefing
TSI,

Because the last public document from CPSC regarding toys and DINP s dated
2007, I'm also including a recently prepared "Review of Recent Sclentific
Data on DINP and Risk Characterisation for its use in Toys and Childcare
Articles™ from the European Coundil for Plasticizers and Intermediates

(ECP1). This contains the latest science on DINP since the CHAP and
subsequent CPSC reviews.

CPSC Reports: Petition Requesting Ban of Use of PVC in Products -
Intended for Children Five Years of Age (HP 8-1) (Parts 1-7)

Report of the Chronic Hazard Advisory Panel on Dilsononyl Phihalats,
June 2001 (169 pgs) —

2003 CPSC Staff Responses to Commission's follow up questions (21 pgs)
~ (Sew attached file: 2003.01.23 CPSCStaifResponse o follow up
questions full. pdf)

2003 Commizzan Denial of Petition Reguesting Ban of Use of Polyviny
EhIw:IE !P'"'CII tﬂ pgﬂ =

W ok ]
Mmdwm&mﬂm IJ'II'I’I'HI Hﬂhl:nlrmm
ﬁ:rrrsumm'rwsum mﬁdmreaudﬁtﬁa-m}“

Also, ECHA has recently posted the database fior REACH registersd substances
on their website.

RIio.

3 158 o (CAS #: DINP -
EES[!--IH li EIIIII' 58515-1‘9 =1}

Sancerely,

Angela Rolins

Crwo Americas Regulatory Affairs Advisor
Exxon Mobil Chemical Company


http://www
http://www,CDsc.goy/cpscpub/pubs/cQS
http:2003.01.23

Bus Phona: 281-870-6439
angela.rollins @exxon mobil, com
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TO :  The Commission

THROUGH: Todd A Stevenso, Al
WJ!.Dulnn,m.GﬂIJEum-l
Pmﬁd-usmh.ﬁmgwmm{j”

FROM :Jm-immduf& Assistant Executive Disestor

Office of Harard Identification and Reduction
Marilyn L. Wind, Ph.D., Deputy Associase Executive Direcior 77isfed
Dﬁ'm:ﬂ:rHliIhEdm

SUBJECT : Response to Follow-Up Questions from Chairman Stration and Commissioner |
Moore from Briefing on Petition HP 99-1, Request 1o Ban Polyvinyl Chloride
in Toys and Other Products Intended for Children Five Years of Age and Under

Astached are the staff responses 10 the follow-up guestions posed by Chairman Stratton
end Commissioner Moare from the briefing oa Petition HP 99-1, the request to ban polyviny]
chloride in toys and other products intended for children Eve years of age and under.
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Date: January 18, 2003

TO :  Marilyn L. Wind, Ph.D,, Project Manager, Petition HP 99-1

THREOUGH: Mary Ann Danello, Ph.D., Associate Executive Director for Health Sciences
Losi Saltzman, M S., Director, Division of Healih Scicoces [/}

Susan Ahmed, Ph D, Associate Exeeutive Direstor for Epidemiology et
Russell H. Roegner, Fh.D., Director, Divisian of Hazard Anzlysis T

FROM +  Michasl A, Babich, Ph.D., Chemie!, Division of Health Sciences W
Michael A, Graene, Ph.D., Mathamatica! Statistician, Division of Hazard W
Analysis

SUBIECT : Response io Chaimnan Stratton's Follow-Up Questions to the Public Briefing on
Petition HP 59-1

1. Is it possible that children spend very lirtle time mowuthing soft PVC toys becowse soft
PVC mouthing toys are virtually unavaileble in siores?

Staff does not believe that the reason that children spend very Hitle tme mouthing soit
PVC toys is because “soft PVC mouthing toys are virtually unavailable in stores.”
Although phihalates are no longer bewng used in teethers and rattleg, there zre still soft
PVC mouthing toys in the stores. Some of these contain DINF, while others contain a
different plashicizer. In our survey of the types of toys mouthed by chuldren in the
vbservational study, we found about &0 percent of sofl plastio toys wers mads of PVC
and aboul 42 percent cotitained DINP. There are also soft plastc loys, teethers and
raftles that are made from plastics such as polypropylene and polyethelene.

Even if soft plastic toys are 1248 available than a few years ago, children in the
observational study still had acoess to them. Our data show that 42 percent of children
under ] year of age mouthed soft plastic toys on the days that they were observed, as did
57 pescent of children between | and 2 years, and 47 percent of children over 2 years of
lﬂ.

i Eﬁﬁmmmquwmwmmm-m fo reach the

To address this question thz stalT caloulated the hypothofical DINP «aposure based on &
scenario whers all sofl plasiic toys, sofl plastic wweibers and soft plasiic raitles contnined

P50 Hottne | S00E08-CPEC {(TT72) % CPS0H el Sl il wiwir cpuc oy
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DINP. (Our current estimate is that 42 percent of soft plastic toys contain DINP, and
following CPSC's agreement with toy manufacturers in 1999, we imow that no teethers
or rattles contain DINF.) Because teethers and ratiles do pot currently contain DINP, we
are unable o determine how much DINP would migrate from them. We assumed that
Testhers and rattles would have the same migration raies as the soft plastic toys that we
tested. In this hypothetical case, the estimated 95" percentile exposure for 3-12 menth
olds, the age group with the highest exposure, would be 2.2 pgkg-d, which is well below

the ADI of 120 ug/kg-d (briefing packsge, p. 381).

We also calculated the bypothetical DINP exposire based on & second scenario where all
1oy, teethers and ruttles contamed DINP. Mouthing times were taken from the data for
won-FYC toys, choth and hard plastic testhers and other such objects in addition to the
objects in the previous paragroph. This represents a situation of greater availsbility of
PVC wys, teathers and rattles. In this hypothctical case, the estimated 95™ percentile
exposure for 3-12 meonth olds was 107 pg'kg-d. This represents greater DINP intake
than the previoos scenario, but if is still considerably below the ADL

This conclusion and the conchusion in fye peat question are subject to the assurmption thar
migration rules of teethers and rattles would be the same as tovs. Since DINP intake is a
multple of the migration nite, large increases in migration rates would be necessary to
bring intake clase 1o the AL

Therefore, based on the results of the naff risk assessment in these hypothetical cases,
representing both the greater availability of PVC testhers, rattles, and (oys contuning

DINP and the unavailability of toys that did mat comiain DINF. children would still mot
ingest DINF &t fevels noar the ADL

i Assuming that the Commission denizs the ban on PYC in toys and other products
intended for children under five years, and that industry withdraws itz voluntary ban on
DINP, i5 iz likely thar children will mouth products containing PYC for significanthy
longer perinds of time than our study currently shows?

The hypotheticel cases in question 2 represent an estimate of DINP exposure that could
ozeur if (1) el soft plastic toys, soft plastic teethers, and soft plastic rattles and (Z) all
toys, testhers and rantles were in contuin DINP, The estimated 95™ peroentile exposures
are well below the ADL

We would then conclude that if the industry withdraws it voluniary ban on DINF,
everll DINF exposure could inerease, but still remain well balow the ADL

.
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UnrTeEn STATES
CoNSUMER PRODUCT SAFETY COMMISSION
WasHiNGTON, DC 20207
Memorandum
Diate Jamuary 17, 2003
TO :  Marilyn L. Wind, PRD., Prégect Menager, Pelition HP 99-1

THEOUGH: Susan Ahmed, PhD,, Associate Executive Director ﬁ:rﬂpid-ﬁnhn:h_,.f

Russell H. Roegaer, Ph.D., Director, Division of Hazard Analysis 1%

FROM  : Michesel A Greene, PhD. ':r'l;‘gf.
Mathematical Statistician
Divizion of Hazard Anslysis

SUBJECT : Response to Commissioner Moore's Follow-Up Questions to the Public
Bricfing on Petition HP 99-1

The purposz of thit memo is to respond to questions raised by Commissioner Moore.
Questions are in italics, followed by the responses.

I, The observational study war designed in have 30% of the parvicipants from Chicago and 50%
from Houston.  The aciual dirtribution war 61% from Chicage and 39% from Houston. How
does ther affact our abtifty 1o draw national conclusions from the dota? Did this skew the date in
terms of rural versus urban? What wes the percontage of children from rural areas in the
observational study?

The Grst part of the answer addresses the Houston/Chicago proportions and the secand
part addragses (he uban/ruml proportions.

Houston Chicage proportions

In the briefing package, we identified 61% of the sarmple from Chicego and 38% from
Houston, This breakdown referred to the 551 children recruiled in the (slephone aurvey. The
observational study contuined 169 children with a slightly different demograpius breakdown. In
the observational siudy 57% of the children wers from the Chicago arsa and 43% fom the
Houston area. Whils this deviated from the planncd S0/50 distribution, staff doubs thet it kad
much effect becauss the mouthing times from the two areas were fairly close. These arc shown
in table 1 below.

GRS Rallng V-B00ASE-CPEC [T7T0) + CFSCe Wk Bier Milps e cyic oo
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Table 1
Hourly Mouthing Tims (minsh=) for Soft Plastic Toys
huﬂwhﬁrﬂ

All Chieago Asra Houston Ams
Agn M Mean  Medan o] Men  hodian ol Himm  Bdedian
i3 &= 013 0.00 7] 018 o 5] 0.08 0.00
12-24 [ G.18 001 38 024 0.0 30 i R e £ 00
Ta-36 4% i Xir) 000 25 @i 0.0 0 o X1}

Note: N it the ample size.

In making estimates of DIINP intake, we pooled mouthing dats from the two areas. Table
2 shows that the children from Nlinois had stightly higher mouthing times than children from
Houston. I we had more children from Houston and that pattern remained consistznt, we woold
likely have reparted a slightly lower DINP intake than was in the briefing package This would
have indicaied an even larger difference betwoen the amount of DINP ingested and the ADL

The urban and rural propartions

The techrical definition of “rural™ refers to areas that are incorporated or uninoorporatsd
places with fewer thun 2,500 residents and open territory.! The countiss in the study fall inte
two categories, elther (1) central counties of metro areas of 1 million population or more or (2}
fringe counties in metro areas of 1 million populstion or more. Both types of counties are
defined as “urban.” Table 2 below shows the distribution of the study sample by metropolitan
area end county. The central counties in the Chicago and Houston metropolitan arcas are Couk,
DuFage, Lake Xane and Harris. bupluhhwpnpuhﬂundmty all other counties in tahle 2
Hﬂ'ﬂﬂt:llmﬁuduﬁnpm There are no rural counties in the study and as a result,
there are o rum) children o our sudy.

Vil defidiaan i Sy nﬂ-r:[-‘.'nﬂuuhﬂ.uﬂnhﬁ.:\riu ol the U .E.F'Iqll-m'rﬂ H.l'-ll'ﬁ'.‘.l-ll-ln-'- Sec

F.n.ﬂ.uﬂ.mhﬂlamh
hmmmmw [Cheta based oa the 1990 cenms.

=
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Tahl= 2
Dhssibution of Bhady Children by Counry
Counry Number of Percent of Councy Laad Ares Fersons per
Children. Sanmmple Populstion {wuars mulcd} naare mmaly

Coak 1 2% 5,350,169 Q48 5656
DuPage 1 1% 512,044 334 271
Laks 5 i1 HE1.111 448 1 476
Kune | 1% ErLE L] 530 Hia
Kendali 17 10% S0IIT i | 1681
Delaily iz T 05,743 a4 j4z
Cnamady 24 1% 38,131 420 ol
Total Chicago ares 97 7%
Harrs 53 % 1450589 1.728 2000
Mankgomery 11 ™ 115418 1044 31
Waller 5 ] 13,991 514 [ &1
Clmmbers 4 i% 26,839 549 A%
Tora! Howston ares T2 A%
Total 148%

First, there i8 no reason to believe that the Chicago/Housion mbulance made any
imporiant difference in the DINP risk asscszment. 1f we weighted the data w correct for the
imbalance, it would show lower sofl plastic toy mouthing times than wes reported in the briefing
prokiage.

Eﬂﬂimhﬁummﬁmm'ﬂ This represents about thres-guarisrs of
the 1. 5. population.’ Accordingly, we have the shility to draw conclusions about three<quarters
of the nation. There are, however, no theoretical reasons to believe thal there are substantial
differences in wban and rural childrens mouthing times for soft plastic objects, or that there are
differences among arcas of the country.

" According o the Ecopoani Tiessarch Seeviey, G 1990, 157 pullion peeple Hved s ucbus arces and 62 million Inved
o rirl aresd. See foomoo | for the refimeace. These ane the nonws dats mvailable.

-3
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2. After making several comments about the limitarions of the observational study, the ORC
Macro Telephone Srudy Implemeniation Report makes the following statement on page 97 of the
brigfing package: “Given this sampling approach, it is not safe lo make statistical inferences
with respect to the larger papulation of families and children throughout the United States. Thar
3. sailistics bared on these data may be wsed te make formal statistical inferences regarding the
overall population of families wick children in the selected study areas within Chicago and
Hausion SMSAs It is possible to make peneralizations baved ow these data fo the broader LIS
population of families with children, albeit not tn a formal stotistical sense. While coution
should be used in making such generalizations, and formal stafistical resty are unavailable, thess
data should paint a reasonable picnire of mouthing behaviors among children nationwide. ™ fs
rhis a foir assessment of the usefuiness of the observation siudy?

Answering this question requires describing the reasons for selecting the sample and then
describing the demographic composition of our sample.

The Somple Selection Process

Macro’s comment ®, ., given this gampling approach..."” refirs to purposive (purpossfid,
rather than random) sampling of Chicago and Housten. Jn studies when units are not randomly
sampled, without other information, the analysis does not have the shility to generalize beyond
the sampled wnits when there is substantial regional variation in the measurements. However,
there is no reason (o beligve that there are such veriztions  All previous studies on mowthing,
although conducted at a single study site have been accepted as being reprosentative * The
Wetherlends study was used by the European Commission in their DINF risk assssyment
covering countries in the European Undon, while the other two studies were published in refereed
jourmals. The information thet slfows local studics 1o be gensralized is that there are oo
theoretical reasons to balieve that mouthing behavior hss regional variation.

Our study was designad to improve on these studies. Our design involved the following:

# Two cities, rathar than one, io incorporate any possible geographic or regional
varigtion in mouthing behavior.
. mﬂq!ﬂnuf:hﬂhm should epproximate the demographic characteristics of the

#  Within the two cities, the children shonld be sampled randomly. We required the use
ef random dight dialing.

® We regnired that the children would be observed in their bomes by truined observers
rather (han parents becaise we waznied accurats reconds of mouthing times and
descriptions of the rype of objects mouthed. This last part was especially important
becase we wanied to kmow mouthing times associated with sofl plastic toys.

¥ The First puhkished mowthing stsdy was comdusted in @ universsy iown (o the Naikerlands [Grost Lelderkerd and
Stmenbekkers, 19U4), the Fisher Priov slody was lnwestern Mew York sse (Febury, Thampe,r, Alfino and
Cuinghbin, mmu amd the mosd fecent hady wad in e Pecilic oonbwesl [Tube, Suees, MeCurdy, Colen Hubal, sod
Marva, 2007,

..
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This design improved on previous studies. All previous studics used g single srudy area, and no
study has published demographic characteristics of the children. No previous study has broken
down mouthing time into the desmiled categories found in our stedy. No previous snidy provides
the ability to identify mouthing times for sofl plastic toys.

The design required 8 coniractor who would brain observers, schedule visits and then
observe the children in their homes. Selection of the twa cities was up 10 the contractor and
subjest to CPSC approval. Qur eriteria for approval wene that the cilies taken together had
demographic characteristics stmilar to the U, 5. and that the cities were geographically distant,
We believed that the sontractor would select one city in ks home arca, to minimize travel costs,
and the second city would be selected for demographic balance.

Sample Demographic Characraristics

Except for the urban/rural charaeteristic discossed in question 1, the sample was designed
to have the demographic characteristies of the U. §. population. Table 3 shows that the study
samiple had a lowsr proportion of children in low income femilies than the U. 5. populstion and
Tahle 4 shows a smaller propartion of Black children. Aside from ondemrepressutabion of these
groups, the sample approximately matched the demographics of the U, 5, population.
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Tabie 3
Incorme Distributior in the Smdy Sarmple and tee U, 5. Populstion

Percent in L. & Populanine

e Count m Feeeent = it al least eoe child wader
Meruthisng Stody Mouthing Seudy wix yeam of pge
030,000 I8 11 21
S0 000- 39,959 15 4 14
40,000-3%,990 26 17 10
50,000-74, 5599 45 30 a1
75,000 or more kil 19 i |
Dot KpowiRefussd 17 =
Tatl 6% ioa

“eten Count ang percest i mouthiny srudy from Briemg Package. -Don't Koow/Refused allo-sted o propos:oa
%0 known sampic. Percent in ULS. Popalatien fom 1, 5. Cense Busesy, “Oarent Population Swrvey, Anosal
Demograghic Survey Mirch 2000 Supplement™ Table FINC-03. Totls may not add dus io rounding

Tebl= 4
Ditveribatbon of Svady Sumple ad U5, Population by Hace

Froencin L. 5. Populatios

Eace Coast b Percens in with it lemst coe child ander
Mauthing Srudy Mouthing Smdy s years of age
‘White 142 B f.x
Black 17 1] T
Aginn B 4 4
Mubti-Racial 4 P W

Tatal 16% o0 pir ]

Notes  Count and per-ent i mmuthing sncy from Drisfing Package. Asan elsis Filipao, Indas, sod Arabic,
When respondents indicated memberbip b mure than ane reoe casegory, they werr shown 84 Mult-Racial.. U. 5
dutm from the Cousos Bureau,

One reason for underrepresenistion of the low income stratum was because children were
nnﬂmdfu;uxunuybyuhﬂmu. Low income pecple are believed to be less likely to have
telephones.

¥Whils § pereent of the totl U, 5. pupalation docs not havy a sclepbens, abuut 25 perceut of huwsobobls v ik
imcomes under 55,000 annually leck pbores. Sez Giesbrechi, Kalp and Stares {19997,

e
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Gaven this underrepresentation, what effect did it have on overall mouthing times? Table
3 compares the mouthing time distributions of the two underrepresented groups, low income and
Black children, with the entire study sample.

Tahie 5
Hourly Mauthing Times | mingies pey bour) for Soft Flastic Top
Fﬂﬁrmmm Chaldren apd Low Incame Childsen

All Black Chuidren Law lncome Cruldren
Age N Mesn  Median u Man  Msdina M Mesm  Median
N1 [F) R 000 § 007 6,00 ) 005 T
12-24 6 o.18 8.0} 2 0.02 o0z 3 0.29 .00
2438 a8 .07 0.00 4 0.03 0.00 4 o a0

Nate Gme Briefing Package Low inoome mesns ap asnim] of leas then 30,000

Table § shows that the mean mouthing times in minutes per hour for Black and low
income children in the lowest age group (0-12 months) were Jower than the sample laken as a
whole, Sample sizes for the other age groups make gensrulization less sccurnte. If the sample
were weighted 10 account for the lower representation of Black and low income children, it
would not alter the conclusion that there is no risk io children under the age of three years.

Conglurion

StafT does not agree with ORC-Mucro's assessment, that ... it is not safe fo make
statistical inferences with respect to the larger population of farmilies and children throughout the
United States..." The sampls detign improves on the studies in the lterature. The sample has
reasonably good demographic characteristiss. Moreover, where the sample departs from
national demographios, there did not seem o be any meaningfi] impact on the risk sssessment

3. The following sentemce appears on page 231 of the brigfing package. “COrdinary confidence
tatervals rely on the normel distribution for some other disoribuiion), but with these particulor
data, the doeta did nor seem to follow the normal distribution nor any inown disfribution, ™ Whot
would cause the data to be 30 trregular in s distribution?

In the dats, while many children have zero or very low mouthing times for soft plastic
toys, a few children have mouthing times that are ssveral fimes larger than the mean. We saw
this esymmetry in the Dutch dats in our 1998 analysis and were aot surprised 10 see it bere in our
data The ssymmetry is also shown in Juberg ot al (2001, figares 1 ind 2). That study used
mouthung deta from a study conducted by Fisher Price in western New Yori state.

The ststistical procedures for estimating DINP intake in the fisk analysis meorporated the
msymmey in the mouthing dats in the estimation of upper percentiles. For example, the 95th
percentile DINP intake for children 12-24 months was 0.53 micrograms per kilogram per day,
while both the median and 5th poicentile DINP intake were less than 0.01 microgrums pet
kilogram per day. The confidence intervale are nlso asymmetric. for exrenple, the estimate for

af=
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ﬂwmunﬂﬂﬂ?in‘hl‘:ﬁl:hﬂﬂ:ﬂl!-lﬂmﬂhwuﬂ.ﬁmim kila g
(95% confidence imerval 0.04-0.14). e 5

4 Un page 23], in descrifing the bootstrap procedure, the statement i made: ~Since there iy a
wenk relationship between age and mouthing times, we define the age groups as tha year of age.
This means for a child who is berawen 3 months and o yeor old, we would select o mowthing time
from cay child who is in that age group.™ On page 242 of the Green report where he is looking
ar taa studies examining the relationship berween age and mouthing times, ke notes i his
conclusion that “Age was a significant predicior in botk analyses.... There is no reason to
believe that this pattern would change for children over 36 months. ' Also see page 308: “ds
with any Fisk assessmeni, thix risk assessmuent neludes aseumprions and sourear gf uncertainmy.
In applying the Monte Cario procedure. it was assumed that the hourly mouthing duration,
exposure duration, and body weight are dependent on the age in months © Fhave saamy fo be an
incomsistency: Is there a wegh redasionship between age and mouthing times which allows for a
Judge factor within each year of age. or iz it a gipnificant predictor of mouthing tines such that a
child s age tn months iy imporuans?

~ DINP intake was coroputed using hourly mouthing time, daily exposure time, children's
weight and PVC object migration rates. There is a strong correlation between age and daily
exposure time (ime awake and able to mouth objects) and between age and children®s weight.
Milllﬂkﬂmﬂﬂiﬂhfmmlndmnuﬂingﬁmnhmwﬂamlhlﬂpiﬂm
downward trend in mouthing time with increasing age. The following discussion describes in
detail how these conclusions were reached.

Risk axsessmens for childran 36 menths and pounger

ing U Within an age group, all the howrly mouthing times were pooled
independently of age.” We pooled bowrly mouthing times because within an age group there was
no pructically meaningful relationship between age and mouthing time. This conclusion was
based on & regression model relating mouthing time to age.” While the regression was
statistically significant, it predicted that differences in mouthing times wers smell hefween
chiléren who were close in age. For example, children & month spast were predicted 1o have
hourly mouthing timss that differed by 00046 minutes and children 10 months apan would bave
predicted differences of 0,046 minotes. With predicied differences that small, it did pot ssem
sppropriete o distinguish mouthing times by age within an age group.

Exposure apd daily mouthing times. Daily mouthing time was calculated from hourly
mouthing time by multiplying honrly mouthing time by deily cxposure lime. Exposure time
estimates involved another regression cquation. We used o mods] for exposure time for two
reasons. First, we neaded a statistical mode! 1o fill in exposwe times for 60 of the 169 children
whose parents bad not provided exposure ime. Second, we had exposure time data Fom almosi

¥ Age groups used in the brwling package were =12 months, 17-24 mosths and 24- 38 snuaths,

Yaal Flawic Monthing Time is measured v reinaies per hour aod sy &8 expressed in rwaibs. Thowe are the @mme
s for swnstling oo ks feied] bo @ble 3 abave. Swlislo. e (FrS48 a0 1 end 1668 df, < O0I6E), r= 006
The regression equation was Soft Plastic Tey Moutking Time =0.209 = 0.0046 Age

-B-
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all the children m the Phass I study, so exposure time would be basad on a larger sample than the
observationsl study (n=483). This sample spanrzd ages between 3 months und 6 years,

Like the mouthing equation, the regression equation wes statistically si gnificant.
Hiowewer, ibhe correlation batween exposure tme and age was ngher than the comelation betwesn
bourly mouthing time and age.”

Weight, The calculation for DINF intake was completed by multiplying duily mouthing
time by migration rates and theo dividing by body weight. Weight was also related to agz. In
the risk analysis, we used ape-hased tables for the distribution of children’s weight (1. 5.
Environmental Prolection Ag=ncy, 1997). Weight in jtsell is not thought to affect DINP intake,
but the AD] and risk are stated in intake per unit body weight. Heavier children can ingest the
same amount of some chemical as lighter e¢hildren but will have o lower nisk.

To summarize, thers was a weak relatonship between ags and hourly mouthing time, and
@ stronger relationship between age and body weight and age and exposare time. Assanbling
thess factors led 1o 8 relationship between (he child"s age asd DINP intske for children between
3 and 36 mombhs. The resulis were grouped by ags.

Extrapolating DINF risk for ehildren aver 36 months

The istus then srose shout what to do about estimating DINP intake and nisk for children
over 36 manths of age (page 242 cited in the question shove). As a resuli of problems with the
telephone survey, staff had no mouthing data for these children o be usad in a risk analysis.
51alT Ipoked at dats we had collected and other stadics to determine if we could safely concluds
that the DINP risk for alder children was no ligher than children under 36 montha.

We considered the following:

1. We had exposure time data and body weight data for children over 36 months. These
were both components of the intake equation with exposurs time in the pumerator and
welght in the denominastor. The data showed thal both variables increased with
increasing age. We looked af the ratie of exposure divided by weight end found that
the ratic decreawed with Increasing age. This mesnt thai if children 36 months and
alder had mouthing times that ware the same &8 children under 36 months, the DINP
intake in dose per body weight would be lower,

2. Wehad no data en bourly mouthing thmes for children over 36 months. Since we
had a downwand sloping curve with age up to 36 months, we suspected that this
pattern would contioue for older children. Also at the time, we had data from Juberg
ﬂﬂfﬂ?l]wﬁ&ﬂﬂﬂm@ﬂmdmﬂﬂﬂﬂumwmlﬁ

YF il 480) = iG55 T, p e BOBI The come'siman, r, was 057, The regression equation was Expessre tme = 5,46 +
E.nsu.q:.,-m cxpotare iime in bowrs and 2gc agaie = peads

-
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3. Addifionally, we had one study o mouthing ime for children over 36 months. This
was dats collacted by Smith and Kiss (1998), which showed tha! mouthing time
decreased with increasing age between | and 4 years, then stabilized for the older
children. Recently we received a second study that included older children (Tulve at
al, 2002). This study shows a negative relationship betwesen age and mouthing
frequency for childrer: between 10 months and 50 months.

This information led maff 1o recommend that an chservation smdy not be conducted for
older children because it appeared very unlikely that such children would have higher DINP
intake than younger children.

5. Assuming that children were mowthing what was available in their respective homes, how do
we know how representative that iy of the totality of children s products on the market? And
unless we know that, how can we give an extimate of how long a particular product category is
mouthed by L‘:'Jflfren and how can we be confident that our migration analysis was mruly

The sample of toys involved in the migration rate analysis was based on the toys the
professional observers described that study children mouthed. The process we used to oblain the
oy sample for migration rate estirnation was a8 follaws:

»  Human Factors staff examined the record of every mouthing obsarvation (mare than
20,000 separate incidents) in the data provided by the observation cootractor.  Staff then
classified the objocts mouthed as “soft plastic toys,” or something clsc based on the
descriptions provided in the data. Contractor staff had also classified ohjects as “soft
plastic™ but this was reviewed mnd edited by Human Factors staff,

* Hazerd Analysis staff provided a list of sofl plastic objects in decreasing order of total
mouthing time 10 the CPSC lab stafl The descriptions did not osually include brand
names, but wore enough to allow lab stafT 1o shop end purchase jlems.

» Uning thiz list, lab staff purchaged sofl plastic toys that were available at local stores,
These toys were then used for the migration mie studies. The list of objects purchased
was in the briefing package.

In view of the sunple demographics described in answer to question | and in the brisfing
package, and the process above, we believe the sample of soft plastic objects is representative of
such objects in chilldren's homes.
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1,@ CoNsUMER PRODUCT SAFETY CoMMISSION
2%/ WASHINGTON, DC 20207

Diate: Jamuwry 16, 2003
TO ¢ Manlyn L. Wind, Ph.D., Project Manager, Petition HP 99-1

THROUGH: Mary Ann Duncllo, Ph.D., Associate Executive Director for Health Sciences T T
Lori Salzrman, M 8., Director, Division of Health Sciences §p

FROM  : Michael A. Babich, Ph.D., Chemist, Division of Health mwfvnﬁ

SUBJECT : HResponse to Commissioner Moore's Follow-Up Questions o tha Puhlie
Briefing on the Petition Requesting a Ban of the Use of PVC in Products
Intended for Children Five Years of Age and Under (HP 99-1). Questions 6-10.

6 When you add in the exposure to phthalates that a child could be receiving through other
sources in the home/enviroament, you can have some children poientlally over the ADJ
Lo we now how far over ithe ADI you have io go before there s cause for congern P

In responding to this question, it is important 1o note that, al present, only aboit 42
percen of soft plastic toys and no iecthers, raitles, or pacifiers, contain DINP. The
estimated 95 percentile oral exposure from mouthing soft plastic toys is 0.53 pg/kg-d,
which is two onders of magnitude below the AD] of 120 pg/kg-d (briefing package p.
381). Background exposure to total dialky] phthalales has been estimated to be s grest
#s 23 pg'kg-d (briefing package p. 387). Thus, even if the background exposure is added,
the total exposure (23,5 ppki-d) is still well below the ADL

The staff alse estimated the exposure that could oceur if all soft plastic tovs, teethers and
rattles containesd DINP. In this hypothetical case, the estimated 95™ percentile exposure
for 3-12 month olds, the age group with the highesi exposure, would be 2.2 pgfkg-d.

Again, even if the backpround exposure is added, the total exposure (25.2 pg/kg-d) is stll
well below the ADL

Thercfore, even if exposure to total phihalates from other sources is considered, children
mouthing soft plastic toys, teethers, and rattlcs are not likely to exceed the ADL

mmThmuﬁMufhmﬂmwmmyhmdmwlw
with & negligible sk of harm. In the present case, the AD] iy based on a study in which
myirnals were fed DIMNP over a lifetime. The AD] is 125 times below the dose at which
0 sdverss health effects wers observed in the andmals. At a dose 1,250 times the ADL,
there was an increase in Lhe incidence of spongiosis hepatis, which appeired relatively
lale in life. I en iradividos] exposure were 1o excesd the AT, thizs would not necessanly
result in harm. 'We cannot say exactly ol what dose or duration of exposure, 1T any,

CPEC Halllew 1A00-E35-CPSC [TTTE) o CPECS Yeob Sl hipowwaw.coer goy


http:pot:ka.ge

JEraE-AT 16346 OFsL OFC OF SECRETRRY 331 5B« 127 P.47/18

l}#mﬁ:l:ﬁ::iwmid#w. We can only say that exposure up o the ADI foropio &
lifetime of exposure is considered to present a negligible rigk of harm.

. Given that some few children might approach or even slightly exceed the ADI, and that
migration Fuies were not oblawnad for paciflers, are we sure that the voluniary removal af
DINP from paciflers is sufllclen? Do pacifiers tend io be made domestically? Da we

Pacifiers are gencrally made of aither latex or silicone. Neither latex nor silicone
products contain DINP. The staff tested children's products for the pressncs of
phthalates three times batween 1998 and 2002. In 1998, only one brand of pacifior was
found to contain phihalates, but it is no longer made. In 1999 and 2002 we found no
phibalate-containing pacifiers. To our knowlsdge, no pacifiers sold i the U.S. contain
DINP. Scme pacifiers are manufactured domestically, but substantial mumbers are
imported. Since no pacificrs contsin DINP and stafTknows of none made of PVC, the
voluntary agresment appears (o be working.

& We have g recant reguesi o docket o patitton 1o ban phthalares in polymer clay, s the
datd from sofi plastic tays likely 1o be sufficient to make 0 deaermination o this propozed
ban or could this be a case where more information on dermal exposure could be
neaded

The slaff has not received a petition on polymer clay for review, However, polymer clay
is & different product thai contains different dialicyd phthalates. Polymer clay is inlended
for children over the age of three and aduls. [t is not intznded for mouthing. Therefore,
this iz a geparete issue (hat is not related 1o the discussion on soft plestic tecthers, mitles,
and toys.

?. On papes 338-337 of the package it the following: “No dota on the relative suscepribility
of children or immaorure animals to DINF are availoble ... ay noted by the CTIAP, the lock
of data on the gffects of DINF in children or immature animals ix 2 potentially significant

source of uncertainty. ©  Are you comfident that the ADJ is sufficiently low to take this
inle accowun ¥

Yes The ADTia 125 times below the dose at which po sdverss health affects wers
observed in the animals, In deriving the ADI, the CHAP included two 10-fold
uncertainty factors—the first for the possibility that bumans may be more sensitive to
DINP than enimals and the second to protect seasitive populations, including children.

10. The CHAP concluded that DINP is not genotaxic and that the mechanism by which it
causes fiver cancer in rats is not readily induced in kumans. Do these rome conclusions
Wmﬂmﬂﬁwmﬁmﬁmﬁm#fumﬂmmmh
products in the [980's? Given the mora definitive scientific informanion thar we lave
abeurd the chronic hasards atseciated with expanire of DINF and what we now byow
abeul children > monthing behavior, would we be likely to come in the same conrlusion
abowt DEHP thet we came 1o back in the 1980 's?
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In the 1980°s, the congem about DEHP was its ability to induce liver tumors in animals.
Al the presant time, our knowledge of the mechanisms by which DEHP, DINP, and other
peroxisome proliferators induce liver tumors in animals has mcreased greatly. The
CHAP's conclusions regerding the polantial carcinagenicity of DINP would likely apply
e DEHP as wall.

The CPSC staffl has not recently reviewed the health effests of DEHF or derived an ADI
= valus. However, DEHP is known to induce non-cancer health effects in animals,
inguding spongiosis hepatis and developmental effocts. The Curopean Union has set o
tolerable daily intake (TDI) (similar to an ADI) of 37 pgikg-d for DEHP, based on
developmental effiects in animals. Beacause we have not conducted a toxicity review of
risk asscssment for DEHP, the staff cannot comment on the TDI sat by the Enropesn

Wieion,

TOTAL P.18
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TO i The Commiasi
THROUGH: Todd A Stevenzon, Emﬂﬁ]ﬁ

W.H. DuRoss, III, Gﬂnﬂlﬂmm]

Patricia M. Bemple, Executive ¥
Jaequeline Eider, A:un;mE:mmnDzm;/"'
Dﬁﬂﬂ“ﬂﬂdﬁmﬂﬁﬂtﬂ:ﬂdwﬂ

FROM . Michael A. Babich, PhD., Chemisl, Division of Health Scientas
Manlyn L. Wind, Ph D, Deputy Associate Exacutive Director
Diiresiorns for
Lowell Martin i f the Geaeral Counpe]

SUBTECT ! Fesponssio Additional Questions from Commissionar Moore on Petition
HPF 991 to Ban Polyviayl Chlenide in Toys and Other Products

Cruegtions to OGC

I If the Commission elects to demy the petition to ban, does it have the authority to isus the
“health advisory” proposed by NET, and |f so, what findings would it have to make and what
proceduras would it have fo go through to suppart such an aption?

The Comsmission could, in its discretion, vote to lssuc & "health advisery™ relalzd fo a consumer
product within its jurisdiction. Thers is no stalitory provision sxpressly emabling the
Commission to issue health advisories. Howeves, section 2{b)}(2) of the Consurser Product
EI&WAH.uhzchn:lumﬂm:uI&:pnrpnmurthumi:*mulstmmummmmg
the comparative safery of eansumner products,” would provide a basis for such an sction, 15
UL5.C. § 2051(b}2). Such an advisory would be based on a 512 asssccment of the risk
presented to satisfy the minimum standerd under the Adminstrative Procadurs Act (APA) for an
agency sction, Le., that it not be "srutrary, capricious, an abuse of discretion, or olacrwise nol in
sccordance with law.” 5 US5.C.E 706 (2)(A)

Here, the National Environmental Trust requested that the Commission issue a “national
adwvisory on tha health risks that have been associated with PVC toys and products.” The
Directorate for Healih Seicnces stales that it is unsware of any data that would support @
conclusion that there are any health risks associated with PVC toys and products.  Accordingly,
it is unelear what sort of health advisory en this issue the Commizsion could publish that would
salisly the minimum requisite APA standard.

N m.-nm ke
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2. Could the Commission consider a labeling option along the limes of the EC (Eurepean
Commission) proposal?

Labelmg of PYC tays that could be placed in a child’s mouth is not a viable option under the
Federal Hazardous Substances Act (FHSA). This is the case because to require labeling, the
Comumission would first have to find that the items in question were “bazardous substances.”
However, since these ftems are intended for use by children, the result under the FHSA of
um@ilmﬂmymﬂhummm woald be that they would be banned
mutormatically

Te require labeling under the FHSA, a determination must first be made that polyvinyl ehloride-
containing toys and other products intended for children five years of age dnd under are
Yhazardous substances.”™ FHSA § 2(p)(1); 15 US.C. § 12561(p)1). This determination would be
made under section 3(a) of the FHSA. 15 US.C. § 1252 (a). The section 3(a) action would
address whether such PVC prodocts met the FHSA definition of hazardsus substance, which
requires in this instance not only that the product be toxic, but that it “may cause substamial
personal infury or substantial illness during or as a proximate result of any cuslomary or
reasonably foreseeable ingestion by children™ 15 U.S.C. § 1261 (D(1){A).

Il products containing PVC intended for use by children of five years of age and under were
ultmately found to be hazardous subsiances, then those products would be beoned astomatically
under section 2{q){1A) of the FHSA. 15 US.C. § 1261 (g{1XA). In any cvent, according to
the Health Sciences Directorate, data do not exist to support a determination that FVC-containing
ioys and products are “hazardous substances™ for purposes of the FHSA.

Nop-0GC Cuestions

1. Given your responses fo the Chairman 't questions and to certain of mine, do you still agree
with thir natement on page 267 of the briafing package: "..in view of the amount af Frme
that some children mouth pocifiers, it is possible that a very small mumber of children mighs
approaeh the ADI should DINP be wsed as the plasticizer in pucifiers "7

The statement made in the brefing package is tme but must be understood in context. Staff
caleulated the hypotheticel DINP intake assuming that all pacifier mouthing time was on
pacifiers that coniained DINP and that the m.grmnn rale of DINP fam H:mhypnlhﬂi-ﬂ'
pacifiers was the same as from DINP-containing loys. With these assumptions, the 99™

! There ar- two provisioss of tie FHSA that provide ruemphans from the sutomatic ban provisicn, neither of which
would be appiicable biers, The firsr, for e such as chemisny jets, which by reason of their parpass requite
inetasion of hasurdous substances, 3 gvealable coly whers labeling. mchidieg directions, i adegoate fr aafe use and
the protuces are “intended for we by children wio heve onsinsd sufficiern maneity, and may reasenahly be
expecied , 16 read end head goeh directions sad warninge * FEEZAS o)1) 15 US.C § 1261{g) ). The sacond
provides for lebeling of certtin comaon Breworks to te exiem tha such hems cun be sdequately ihelsd to prowst
puschasers uned users. fd. .

-2~
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percentile 3-12 month old child would have an intake of 6235 pgikg-d, about half the ADI, with
n 95% confldence interval of 23.44-101.47 pg/kg-d.

StafY believes that it is unlikely that DINP in pacifiers would pose a risk even with in increased
prevalance, provided thet migration rates are m the sgme general mnge as DINP-containing toys.

2 Last Friday the CDC issued itr Second National Report an Human Exposure to
Environmental Chemicals. The rtudy mearured chemicalr and their metabolites in blood and
uring samples from participants in the National Health and Nutrition Examinaiion Survey, The
blood and urine levels reflect the amount of the chemical in the emvironmens that actually gew
imto the body, Certain phihalares, including DINP and DEHP were included in the siudy. For
both af these phihalotes, children & to |1 pears (the youngest age group tesfed) had higher [evels
af phthalaes in their urine, than the older age groups. (This raises the, as yei, unanswerable
quastian of whar would be found [l younger children, such as the ones addressed in the patilion,
werg fesfed, )

Seientists from the U.8. Centers for Dizease Cortrol and Prevention (CDC) measurad phihalaie
metabalites in the urioe of infints rangng fom 11 to 17 months of age, a8 discussed in the sl
briefing package (sse TAB L, p. 388). Matsholites of DEHP were lower than for ether
plithalates, DINP matabaolites were below the imit of detaction.

a. Is there a way to compare the amount of phthalote excreted (n urine (the meagure in
the CDC siudyl to our AD] mearurement?

This has been done for edulis, as discussed 1n the stall briefing package (TAB L, p. 388).
Two independent analyses of the sarlier CDC urinary metabolite data have been reported,
one by tha National [nstitute for Environmental Health Seisnces and anothar by an
industry” scientist. In both analyses, the sverage adult exposure to DINP was helnw the
It of detection. The 957 percentile DINP sxposure was estimatzd 1o be in the range of
110 2 pgfeg-d, which is roughly 100-fold leas than the ADI of 120 pgfg-d.

b. We know from the study that the amount of DEHP s momoester metabolite in wrine
represents only about one teanth of the ingested dose during the previous 24 hours.
Do we inow what the smilar amouns ingesied would have been for DINFPT

Yes, it is possible io estimate the smount of DINP ingested from the unnasy level. This
is discussed in the response fo question 2

. The CDC study on page 81 suggesis thai the debate over whether peroxiyomal
proliferation is relevant in humans is an on-golng ona, [ had the impression this was
prey well peitled. Iy U7

Thioe is scientific consensus aboul whether cancer caused by peroxisomal proliferation in
the liver of rodents is relevant 1o humans. The stafl concluded that DINF, which is g

* Raymond M. Dwvid, Ph 0, Cheirmen, Plibslaes EsserPancl, Toxcobagy Resesrch Tash Growp
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poroxisoms praliferator, is not likely to present a cancer risk to humans. This conelusion
is based, in part, on the findings of the Chronic Fazard Advisory Panel {CHAF). Tn
addition, the staff has participated in & more recent, intemational advisory panel on
peroxisome proliferation convenad by the Intemational Lifs Sciences nstitute (LLSI) for
«the U.S. Environmental Protection Agency. The ILSI panel reviewed the latest uvailsble
information on peroxisome proliferators, including DINP, and reached essentially the
eame conclusion s the CHAP. The ILST panel report will ba availahle Jater this year.

d. Is there anything in the CDC report that would alfer your conchaions abeut DINP?

Mo, there is nothing in the CDC repaort that would alter the sia/T conclusions about DINP.
The CDC report I consistent with our current understunding of DINP sxposurs.

TOTAL P.&S5
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