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Executive Summary

M ore than ayear-and-a half after it wasto have been completed, the High Production Volume (HPV)
Chemica Challengeis till well away from delivering on the promisesit made.

The Chdlenge waslaunched in 1998, sourred by a series of gudies— beginning with one by The Nationa
Academy of Sdencesin 1984 —tha documented the paudty of publidy available data on the potentid hazards
posed by the highest-volume chemicasin production and usein the US. Asaresponseto these Sudies—
and with tadt acknowledgment of the limited authority available to it under the T oxic Substances Control
Act (TSCA) to compd tegting through regulation — EPA established the voluntary Chalenge. Itsam was
to enlig manufacturers of HPV chemicds—those produced in or imported into the US in amountsequa to
or exceeding one million pounds annudly —to develop and make publicly avallable a“base st” of screening-
level hazard information on their chemicals

The Chalenge represents the only sysematic effort by the US Environmental Protection Agency (EPA)
to foster the development of and public accessto basic hazard data on ardatively large number of
chemicdsin commerce. The program isdeveoping and making public basc hazard information for more
chemicasin much lesstimethan any prior effort, and it representsthefirst sgnificant sep taken in the
UStoward dosing the gap between what we know and what we should know about widely used chemicals.

Because the Chdlengeisvoluntary, it Sde-stepsthe onerousfindings EPA must maketo exerciseits
authority under Section 4 of TSCA to compel hazard testing of chemicals. H owever, for the same
reason, EPA aso haslimited recourse to ensure full participation by manufacturersor the timely
submisson and high quality of hazard data sets developed for HPV chemicals.

Limping toward the finish line

Thisreport —our final assessment of the HPV Challenge — comes more than two-and-a half years after
the original 2004 deadline for the chemicd industry to have developed and submitted final data sets, and
more than 18 months after the 2005 deadline for EPA to have made all data available to the public.

W hile acknowledging the progress made to date, our report also identifies both serious shortcomings
and “lessonslearned” that are relevant not only to completion of the Challenge, but also to the desgn
and execution of voluntary environmenta initiativesin generd.

The Challenge is noticeably limping asit approachesthe finish line, with consderable amounts of the
datait promised to deliver yet to be made available. 1ts mgjor successisthat manufacturers of the great
majority of eigible HPV chemicasdid in fact “accept the challenge’” by committing to goonor their
chemicds, that is, to develop and make public abasic set of hazard datafor each of them. H owever, for
many hundreds of these chemicas, sponsors have yet to meet one or both of the two major milestones
that congtitute fulfillment of those commitments.

- Initial ubmisson of robust study summaries of existing data, along with atest plan indicating how
remaining information gaps were to befilled; and

- Final submisson of a data set deemed complete by the sponsor.

Of the nearly 1,900 H PV chemicas sponsored under the Challenge:
- One-third of those with initial submissons sill lack final data sets.

- Morethan one-fifth lack even initial submissons.
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In addition, 10% of the chemicasdigible for sponsorship remain unsponsored “orphans,” with no near-
term prospect for hazard datato be developed.

Figure 1 showsthe status of the nearly 2,800 H PV chemicasoriginadly included in the Challenge.

FIGURE 1
Overall Status of the 2,782 HPV Challenge Core List Chemicals

Overall Status of the 2,782 HPV

Challenge Core List Chemicals
as of July 6, 2007

Initial US
test plan/
pending
SIAR
only
(20%)

* Final US datasets not yet reviewed for quality or completeness

Additional drawbacks of the Challenge

OVER-RELIANCE ON ALTERNATIVES TO DIRECT TESTING

The Challenge framework alowed sponsorsto use aternatives to new testing, such asrelying on
unpublished data and applying estimation methods and category approaches— are allowed under the
Challenge. However, sponsors have made such extensve use of these dternativesthat more than 80% of
sponsored chemicals were grouped into proposed categories and fewer than 10% of the base set data
elementswere proposed to be filled through new testing.

EPA’sand Environmental D efense’s reviews of these proposals srongly suggest that sponsorstended to
over-rely on such dternatives. One or both of usraised non-trivia concerns about the data provided or
methods proposed to fill data gapsfor asignificant mgority of theinitia submissons, athough many of
these concerns appear to have been addressed in revisons.

DECLINING QUALITY OF SUBMISSIONS
The average quality of initia submissons of test plans and robust sudy summaries, while originally
quite good, has declined considerably over the course of the Challenge, especially in the past 18 months.
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DELAYED EPA REVIEWS
EPA hasfallen behind in itsreview of initial submissons, exacerbating further the tardiness of sponsors
fina submissons under the Challenge.

SLOW DEVELOPMENT OF TEST RULES FOR ORPHAN CHEMICALS
EPA’sdevelopment of test rulesto compel data development for unsponsored “orphan” chemicals has
proceeded exceedingly dowly, with only 16 (6%) of the 265 orphans subjected to such rulesto date.

LATE LAUNCH OF THE HPV REPOSITORY DATABASE

W hile EPA’s development of the HPV Information System, the repository database for the HPV data,
wasfinally jumpstarted after years of delay, much work remainsto fully populate it and make it
functiona and user-friendly.

POOR EXTENT OF SPONSORSHIP OF NEWLY EMERGED HPV CHEMICALS

Of nearly 600 newly emerged HPV chemicals—those that have reached H PV levels of manufacture
snce the Chalenge was launched — eligible for sponsorship, only 40% have been sponsored through the
chemicd industry’s Extended HPV Program. Wide gapsin publicly available hazard datafor these
chemicdsexis. Thesefindingsindicatethat the chemica industry is not making the development of
and public accessto hazard data on al HPV chemicals “evergreen” practices.

Status of critical next steps

Critical next gepsto betaken by EPA — determining the quality and completeness of the data developed
under the Chalenge, and usng the data to assessthe hazards of HPV chemicas— have only just begun.
Initial indications are that some fina submissonswill present data quaity problemsand ill contain data
gaps. The ultimate measure of the value of the Challenge will, of course, be the extent to which EPA as
well asindustry and the public use the new information to drive hazard and risk reduction.

In recent months, rather than noting the successes achieved under the Chalenge to date and
acknowledging the consderable work that remainsto be done, representatives of the chemical industry
have regrettably chosen instead to distort both the status of the Challenge and the extent to which the
datait isproviding addressthe critica need that led to the launch of the Challengein thefirst place:
ensuring society’s ability to identify and address the risks posed by the tens of thousands of un- or
under-assessed chemicasthat are produced and used in this country and around theworld. Thelast
section of our report isdevoted to refuting these claims about the Challenge, in keeping with the overall
purpose of thisstudy: to provide an honest reckoning of what the Chalenge has, and has not, achieved.

Figure 2 isour summary assessment of the Chalenge, in the form of industry and EPA report cards.

FIGURE 2
HPV Challenge report card

CHEMICAL INDUSTRY USEPA
OVERALL GRADE D |OVERALL GRADE C-
Extent of ponsrship of HPV dhamicls B+ | Extent o teg ruledevdgoment far orphans D
Extent of initial submisgons B- | Extent of EPA review o initial submissons B-
Extent of final submissons F | Providing publicacestoinfarmation C-
Quality of initial submissons C+
Providing publicacestoinfarmation F




Introduction
M ore than 30 years ago, in the T oxic Substances Control Act (T SCA) of 1976, Congress declared:

“It isthe policy of the United Statesthat adequate data should be developed with respect to the
effect of chemica substances and mixtures on hedth and the environment and that the
development of such data should be the responsbility of those who manufacture and those who
process such chemical substances and mixtures.”

TSCA gave EPA certain authority to require the development of data sufficient to characterize the
hazards posed by chemicals used in commerce — an authority that has proven exceedingly difficult to
implement. Inacdassc Catch 22, in order to require testing of achemica, EPA must first formally find
—typically in the absence of much if any data—that: (i) it “may present an unreasonablerisk” or is
produced in substantial quantities and may enter the environment in substantial quantities or cause
sgnificant human exposure, and (ii) relevant datado not exist, and (iii) testing is necessary to provide
the needed information.” T he facts speak for themselves. Over the 30 yearssince TSCA was enacted,
EPA has succeeded in compelling hazard testing for about 200 of the tens of thousands of chemicalsin
US commerce.’

M eanwhile, a series of studies— beginning with onein 1984 by The National Academy of Sciences—
consstently identified huge gapsin publicly available hazard data even for those chemicalsused in the
largest amounts.”

In response to these sudies— and with tacit acknowledgment of itslimited ability under TSCA to
compel testing — EPA launched the US High Production Volume (HPV) Chemical Challengein 1998.°
Its aim was to voluntarily enlis manufacturers’ of HPV chemicals— those produced in or imported into
the USin amounts equal to or exceeding one million pounds annually —to develop and make publicly
available a“base set” of screening-level hazard information’ on their chemicals.

EPA alowed companiesto participate in one of two ways. either directly through the Challenge
Program, or indirectly through the Internationa Council of Chemical Asociations (ICCA) HPV
Initiative,” which operates under the Organization for Economic Cooperation and D evelopment
(OECD) Screening Information Date Set (SIDS) Program, arelated international effort.” Under either
program, individual companies or consortia of companies made commitmentsto “sponsor” HPV
chemicasthey produce.

- For commitments made directly under the Challenge, sponsors agreed first to identify the extent
of available hazard datafor agiven chemica, and then to develop and submit robug sudy
ummariesof the existing data, along with ates plan that indicated how remaining information
gapswereto befilled.” Theseinitia submissionswere then made available for public and EPA
review and comment. Following consderation of comments received, sponsorsthen were to
conduct any needed testing or data development, summarize dl of the dataand make afina
submission, including afina data st, to EPA, also made available to the public.

- For chemicas sponsored through the ICCA Initiative under the OECD SID S Program,
submission of initial test plansisnot aformal requirement, nor isthere apublic review
opportunity. Instead, sponsors determine what data aready exig, fill any identified gaps, and then
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summarize and analyze the existing and new datain adraft SID S Initial Assessment Report, or
SAR." SIARs, accompanied by afull set of robust study summaries (termed adossier), are first
submitted to and reviewed by an OECD member country, designated the sponsor country. After
agreement between the sponsor company and sponsor country, SIARs are then submitted to a
larger group of OECD country representativesfor review a a SID S Initial Assessment M eeting,
or SAM. Once discussed and agreed at aSIAM , thefina SIAR ismade publicly available.”

Asdipulated in the origina program framework, under both routes sponsors were to provide their final
submissions by the end of 2004, and EPA wasto have made al data publicly available by the end of
2005.%

The HPV Challenge has been EPA’s only systematic effort to foster the development of basic
hazard data on a relatively large number of existing chemicals. Because it is voluntary, the
Challenge side- steps the onerous findings EPA must make to exercise its authority under
TSCA Section 4 to compel hazard testing. However, for the same reason, EPA also has limited
recourse to ensure participation or the timely completion and high quality of sponsor
submissions.



What's in this report

Thisreport examinesthe extent to which the HPV Challenge — now morethan ayear after itsintended
end date — hasfulfilled its promises. It adso identifieswhat has worked and what hasn't. Finaly, the
report describes stepsthat must be completed if the program isto be judged a success.

Fird, thereport lists some of the strengths and limitationsinherent to the design of the HPV
Challenge, to provide context for both managing expectations.

The report then assesses the status of the program usng a number of “metrics’ — direct measures by
which the progress and extent of completion of the Challenge can be measured. For each of these
metrics, we assign aletter grade to summarize the performancein that areato date. These metrics
include the extent to which:

- M anufacturers sponsored their HPV chemicals,

- Program commitments (initial and fina submissons) were met;

- EPA has compelled information development for unsponsored H PV chemicals,

- Initial submissonswere reviewed by EPA;

- Information submitted by sponsorsis complete and of high quality; and

- Submitted information has been made publicly accessible, readily retrievable and usable.

Equaly important, but beyond the original confines of the Chalenge, isthe extent to which EPA
asesses and acts on the information it receivesto ensure sound management of HPV chemicas, and the
extent to which the chemical industry commitsitsalf to routinely provide information on chemicals once
they reach high-volume levels of production or import. Thisreport also examinesthe status of these
activities.

The report also offers some lessons learned relating to the strengths and limitations, aswell asthe design

and execution, of thisand other voluntary information development programs.

Finally, the report respondsto unfortunate and mideading characterizations of the program and its
degree of completion or successthat have recently been offered by representatives of the chemical
industry.



Strengths and limitations of the HPV Challenge

Some pluses of the HPV Challenge

FULL PUBLIC ACCESS

Asakey part of EPA’s Chemica Right-to-Know Initiative, the Chalenge's primary god wasto make
hazard data on high-volume chemicalswidely publicly avallable. ASEPA sates. “The HPV Challenge
Program, a collaborative partnership whose goal wasto ensure that the American public had accessto
the type of information that would alow it to actively participate in environmental decison-making at
al levels—federd, state, and local.”™ D espite the dower-than-intended pace at which final data sets are
being submitted and the repository database developed and populated, this objective is being achieved.

PUBLIC REVIEW OPPORTUNITY

From the outset, the Challenge provided for internet-based public accessto industry sponsors
submissons and an opportunity to review and comment on them, with the comments also made
public. With few exceptions, however, only Environmental D efense and a coalition of animal
protection organizations took advantage of thisopportunity. In retrospect, this process would have
been enhanced by requesting that sponsors respond in writing to al public comments, which did not
routinely occur.

USE OF WELL-ESTABLISHED GUIDELINES AND RELIABILITY MEASURES

The program called for adherence to, and sponsors generdly appear to have abided by, internationally
accepted guidelines governing, for example, acceptable test protocols, sudy summary format and
content, reiability scoring of experimenta studies, and guidance on the appropriate use of unpublished
data, estimation techniques and category-based approaches. Study summaries of experimenta dataaso
typicaly indicated whether good laboratory practice (GL P) wasfollowed. Ultimately, EPA’sreview of
fina submissons, ill to come, will determine the extent to which the data submitted is complete and of
high quality. A tradeoff engendered by the decison to utilize well-established guidelinesisthat
emerging concerns such as endocrine disruption potentia were not considered.

RESTRICTION OF INDUSTRY'S ROLE TO PROVIDING HAZARD DATA

The program intentionaly limited the scope of industry commitmentsto compiling existing and
developing new hazard data, not to assessing these data or potentia risk. Thiswas done both to
expedite the development and public accessto hazard data by avoiding protracted arguments over
hazard, exposure and risk assessment, and to appropriately assgn those tasksto a public agency rather
than private companies. W hile many sponsors opted to provide limited information regarding use and
exposure, and in some cases provided their own assessment of hazard, exposure and risk, EPA has
committed to conduct its own independent evaluation of these important questions.

INCLUSION OF THE MAJORITY OF INDUSTRIAL CHEMICALS IN COMMERCE, BY TONNAGE

Because of their high manufacturing volumes, H PV chemicals comprise the bulk of industrial
chemicalsin commerce when measured by tonnage. Indeed the vast majority (>99%) of industria
chemical tonnage is contributed by atiny fraction of al such chemicalsin commerce: about 300
industrial chemicals produced in annual quantities exceeding one billion pounds per year.” H owever,
not al of these chemicals, or of HPV chemicals more broadly, are now included in the H PV
Challenge, due to exemptions, removals due to apparent reductionsin production levels, lack of
sponsorship, etc. M oreover, many chemicals (e.g., pesticides, drugs, many inorganics and polymers)
are either exempted or excluded from coverage or reporting requirementsunder TSCA, and therefore
not counted in such estimates. Nonetheless, it can be stated with reasonable assurance that the
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Challengeis providing basic hazard data on the subset of industrial chemicalsthat congtitute the bulk,
by tonnage, of al such chemicasin commerce.

Some minuses of the HPV Challenge

SCREENING-LEVEL DATA ONLY

H azard data being collected under the Challenge are limited to asubset of the SID S, developed under
the auspices of the OECD. The SID S data are generaly acknowledged to be insufficient to provide the
basisfor afull hazard assessment, let alone arisk assessment, for achemical. It relies primarily on
testing of acute or subchronic toxicity, for example, and its ecological endpoints only include toxicity to
aguatic organisms.

FOCUS LIMITED TO HAZARD DATA

By design, the Challenge did not call for submission of use and exposure information, as aready noted,
although some sponsors did submit some such information. Asaresult, the program will provide little
if any reliable, comprehengve information about the use of and exposureto HPV chemicals.

LITTLE RECOURSE IF DATA QUALITY IS POOR OR DATA ARE INCOMPLETE

Because the program isvoluntary, EPA hasvery limited ability to ensure that the data submitted by
sponsors are of high quality and complete. W hile EPA and other commenters have often identified
deficienciesin initia submissons, thereisno lega or binding obligation on the part of sponsorsto heed
those comments. EPA has agreed to conduct a quality and completenessreview on final submissons,
and to make known the results, but cannot compel sponsorsto address any problemsthat are identified.

WEAK REGULATORY "BACKSTOP"

Asnoted above and described in more detail later in thisreport, EPA’sauthority under TSCA to
compel testing of the 10% of H PV Challenge chemicasthat were not voluntarily sponsored is serioudy
congrained; to date, EPA hasissued test rulesfor only 16 (6%) of the 265 orphan HPV chemicals.

"OLD" TOXICOLOGY

W hile enjoying the advantage of international consensus, having been developed nearly 20 years ago, the
SID S does not address new concerns such as endocrine disruption potentia or developmental
neurotoxicity.” Itstest methods, some of which are even older, may not alwaysincorporate the latest in
toxicological testing.

EXCLUSION OF THE MAJORITY OF CHEMICALS IN COMMERCE

While HPV chemicals congtitute the bulk of chemicalsin commerce when measured by tonnage, non-
HPV chemicasfar outnumber HPV chemicals. The TSCA Inventory contains more than 82,000
chemicasthat have been in commerce at some point snce 1979. Under the TSCA Inventory Update
Rule, EPA reports some 5,400 chemicas manufactured in amounts above 10,000 pounds per year but
below the H PV threshold in 2002; an unknown number of chemicasbelow that threshold arein
commercein the US."” The European Union (EU) estimates that about 30,000 chemicals are produced
therein quantities at or above one metric ton (2,200 pounds) per year, fewer than 3,000 of which are
HPV chemicas™
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Assessment of key HPV Challenge "status metrics"

Extent of sponsor ship of HPV Challenge chemicals

SUmmary
Theorigind corelist of HPV chemicadsincluded in the Challenge — those deemed to be manufactured

a HPV levelsin 1990 — comprised 2,782 substances. Some of these chemicals were exempted or
otherwise removed from the scope of the Challenge by EPA, either at the outset or over itscourse,
leaving 2,164 HPV chemicals.

The overal level of sponsorship of these chemicasunder the Challenge isasfollows:
- 68% of the origind program list
- 88% of the HPV chemicals remaining within the scope of the HPV Challenge.
In addition, 10% of the chemicason the origina list are unsponsored orphans.

Lete gradefar extent of pongorship: [ B+[*

Ddails

Of the 2,782 chemicalson the original corelist included in the Challenge, 425 chemicals (15%) were
exempted or otherwise removed by EPA, either initially or during the course of the Challenge” The
reasons were as follows.

- 45 were not consdered candidates for testing because the SID S data would not further
understanding of the chemical’s hazards.*

- 53 were polymers or inorganicsthat were erroneoudy included in theinitid list asthey were to be
excluded.”

- 327 were found to be no longer manufactured at HPV levels.
An additiona 193 (9%) chemicals are being sponsored directly under the OECD SID S Program by

OECD member governments, rather than by industry under the ICCA Initiative.”
Of theremaining 2,164 HPV chemicdsunder the H PV Challenge:

- 1,899 are sponsored by industry, 1,165 directly under the HPV Challenge, and 734 through the
| CCA Initiative under the auspices of the OECD SID S Program.

. 265 are unsponsored “orphan” chemicals.”
Appendix 1 providesalig of the companiesthat reported manufacturing the 265 orphan chemicasin
the 2002 reporting cycle of the TSCA Inventory Update Rule (IUR), but have failed to sponsor them.”
It isimportant to notethat thislist excludes any companiesthat designated their association with

particular chemicalsto be confidentia businessinformation (CBI), and may include companies that
have ceased manufacturing an orphan chemical since reporting it under the 2002 |UR.

In addition to the origina 1990 HPV program list, 373 chemicals beyond that list are sponsored:
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- 101 chemicasarefrom the 1994 HPV lis.

- 272 chemicasare not HPV chemicals, but typicaly are sponsored as members of categories
containing Challenge Program chemicals.

Extent to which sponsors' program commitments (initial and final submissions) were met
Asnoted earlier, two maor milestones were to be met in order to fulfill commitments made under the
HPV Chadlenge:

- Initial ubmissan of robust sudy summaries (RSS) of existing data, along with atest plan (TP)
indicating how remaining information gaps were to befilled
- Final submisson of adata set deemed complete by the sponsor

INITIAL SUBMISSIONS

SUmmary
Initial submissions have been received for 80% of the sponsored chemicals. For 20% of sponsored

chemicals, no initial submissons have been made.
Lete gradefor extent of initial sibmisions [B- [°

Ddails

M ore than 400 initial submissonsof RSS and T Ps have been received for chemicals sponsored directly
under the Challenge, about athird for proposed categories of multiple chemicasand two-thirds
covering individual HPV chemicals.

In addition to these direct submissonsof RSS and TPs, EPA aso alowed sponsors of HPV chemicals
to meet their commitmentsunder the ICCA Initiativeto the OECD SID S Program, provided that they
committed to completing al work no later than the end of 2004.” SIARsare the primary assessment
documents prepared by sponsorsunder the OECD SID S Program. They are prepared initially in draft
form, and are posted to an eectronic discusson group (EDG) for review by OECD member
governments. Hence, for these ICCA Initiative chemicas, the initial submisson milestoneto be
tracked isthe posting by OECD of adraft SIAR.”

For the 1,899 sponsored core-lis HPV chemicas, as of July 2007:

- 1,250 are covered by initia submissonsof RSSand TPs
- 265 are covered by draft SIARS
- 384 are covered by neither

Hencg initial ubmiss onshaveben redved far 80%d the ponsred chamicals(TPIRSSfar 66%and
draft SARsfar 14%). Far 20%d gponsored dnemicals noinitial submiss onshavebean made

T he breakdown of these numbers for chemicals sponsored directly under the Chalenge and those
gponsored under the ICCA Initiative viathe OECD SID S Program isasfollows:
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- Of the 1,165 core-lig HPV chemicals sponsored directly under the Challenge:

0 1,125 are covered by initial submissonsof RSSand TPs
0 9arecovered by SIARS
0 3l arecovered by neither

- Of the 734 core-list HPV chemicas sponsored vial CCA/OECD:
0 125 are covered by initia submissons of RSS and TPs”®
0 256 are covered by SIARsS
o 353 are covered by neither

Hencg initial submiss onshaveben redved far 97%d theHPV dhamicalsgponsred diretly unde the
Challenge but only 52%df thoseponsored under thel CCA Initiativethrough theOECD.*

Appendix 2 providesalig of the companiesand consortiathat have sponsored, directly under the
Chalenge, the 31 HPV chemicasfor which even initid submissons have not been made, despite an
original program deadline of 2003 for their receipt. These companies, despite enjoying the benefit of
being identified and lauded by EPA for voluntarily sponsoring their HPV chemicas, have failed to meet
even theinitia program milestone — marethan three- and- a- half yearsafte they wereexpeted tohavedmeso.

Appendix 2 does nat include the many companies and consortia sponsoring the 353 chemicals under the
ICCA Initiative that have yet to make SIARs available for OECD SID S Program review. Sponsors
working through that channel arguably have less control over timing, because generally the sponsor
OECD country must review aSIAR beforeit ismade available for OECD review. Nonetheless,
submissionsfor these chemicals must be consdered long overdue, as EPA made clear from the outset of
the Challenge that sponsorsthat choseto meet their commitmentsunder the ICCA Initiative rather than
directly under the Challenge also had to commit to complete all work no later than the end of 2004.*

FINAL SUBMISSIONS

SUmmary
Final submissons have been received for 51% of the sponsored chemicals. For the other 49% of
sponsored chemicals, no final submissons have been made.

Leter gradefar extent of final submissons [F [*

Ddails

For assessng “completion” of a sponsorship commitment under the Challenge, we have considered
either remittance of what the sponsor has designated afina submission, or any other indication (e.g., in
theinitia or arevised submission) by the sponsor that it consdered data development to be complete, to
be afinal submisson for the purposes of tracking thismilestone. It isimportant to understand,

however, that EPA hasanly begun toreview sudh submiss onsfar compleenessar quality, and in omeasss
adual final submissonshavena ya bean poted or remved by EPA. (Initia indications are that some final
submissons will present data quality problems and still contain data gaps; see “EPA assessment of HPV
Challenge data,” page 22).
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For sponsors meeting their commitmentsthrough the ICCA Initiativee OECD SID S Program, the final
submission milestone to be tracked isthe approval by OECD of aSIAR considered under its program.®

For the 1,899 core-lisg HPV chemicas sponsored under both programs, as of July 2007 — two-and-a
half years after final data setsor SIARswere to have been submitted:

- 704 have been deemed complete by their sponsors
- 255 havefinal SIARs
- 940 have neither

Henee final submiss onshavebean redved far 51%df the ponsored dhemicals(TPIRSSfar 37%and
SARsfa 13%). Fa theahea 49%d onsred demicals nofinal submiss onshavebean made

T he breakdown of these numbersfor chemicals sponsored directly under the Challenge and those
sponsored under the ICCA Initiative viathe OECD SID S Program isasfollows:

- Of the 1,165 core-lisg HPV chemicas sponsored directly under the Challenge:
0 620 have been deemed complete by their sponsors
0 9havefina SIARs
0 536 have neither

- Of the 734 core-lis HPV chemicas sponsored vial CCA/OECD:
0 84 have been deemed complete by their sponsors
0 246 havefina SIARs
0 404 have neither

Heng final submiss onshavebean redved far only 54%df theHPV chami@alsgponsored diretly unde the
Challenge and only 45%df thoseponsored under thel CCA Initiativethrough theOECD.*

In addition to H PV chemicalsthe original 1990 HPV program lig, the status of the 373 chemicals
beyond that list that are sponsored is asfollows:

- Initial submissons (TPYRSS or posted SIARS) have been received for 267 (72%) of them, while
the remaining 106 (28%) lack initia submissons.

- Fina submissons have been received for 236 (63%) of them, while the remaining 137 (37%) lack
final submissons,

Figure 3 provides a detailed breakdown of the satus of the original chemicalsincluded in the H PV
Challenge, including both those sponsored directly under the Challenge and those being handled under
the OECD SID S Program.
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Extent to which EPA has compelled information development for unsponsored HPV chemicals

SUmmary
EPA’sdevelopment of test rulesto compel data development for unsponsored “orphan” chemicals has

proceeded exceedingly dowly, with only 16 (6%) of the 265 orphans subjected to such rulesto date.
Thisinitid rule took more than five yearsto findize. EPA hopesto propose a second rule in 2008
covering up to about 40 additional orphan chemicals, which will ill leave more than 200 unaddressed.
W hile EPA hasinitiated effortsto develop a better evidentiary basis for these chemicals, because of the
onerous nature of findings EPA must make to compel testing under TSCA, data development for many
H PV Challenge orphan chemicaswill likely not occur.

Leter gradefar extent of tes ruledevecpment: [D [

Ddails

In launching the HPV Challenge, EPA sated itsintention to compel testing and data development for
chemicas not voluntarily sponsored.® Yet thisintent isfar from being redlized: An initiadl TSCA
Section 4 test rule covering 37 unsponsored H PV chemicals proposed in D ecember 2000™ was not

FIGURE 3
Detailed Status of the 2,782 HPV Challenge Core List Chemicals
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findized until M arch 2006, more than five yearslater, by which timeit covered only 17 HPV chemicas®
Subsequently, EPA revoked the testing requirements for one of these.® For the remaining 16 chemicals,
fina SID S datawasto have been submitted by May 17, 2007 (barring an extension).

Asdated in thefina rule

“EPA ismaking the following findingsfor the 17 [now 16] chemical substancesunder TSCA
section 4(a)(1)(B): They are produced in substantia quantities; [and] thereisor may be
substantial human exposure to them; [and] existing data are insufficient to determine or predict
their hedth and environmental effects, and testing is necessary to develop such data.”

All four findings are necessary in order for EPA to compel testing under Section 4, imposing a
substantial burden on EPA, which in part explainswhy proposing and finalizing such rulestakes so
long.” In addition, full notice-and-comment rulemaking procedures must be followed, an economic
analyss must be prepared and OM B review and approval isrequired.

EPA hasyet to propose test rulesfor any of the remaining orphan chemicals, and had hoped to propose
asecond test rule covering up to about 40 additional HPV orphansin early 2007, but now does not
expect to issue the proposed rule until 2008.* Thiswould still leave more than 200 orphan chemicals
completely unaddressed. For these, EPA hastaken some sepsto develop a better evidentiary basis for
further test rule development. In August 2006, EPA promulgated fina rulesunder TSCA Sections 8(a)
and 8)(d) covering 243 ungponsored HPV chemicalsthat “require manufacturersto submit certain
unpublished hedlth and safety data and production/exposure data for these chemicasto EPA."* Of
these, 35 were subsequently withdrawn, leaving 208 chemicals covered by the reporting rules® The
origina deadline for submission of the requested information was N ovember 28, 2006.

EPA hopesthat information obtained through these ruleswill help it to make the requisite findings
needed to dlow it to issue Section 4 test rulesfor at least some of these chemicals. Asof early D ecember,
EPA had received and processed only 55 Section 8(a) reports and 50 Section 8(d) submissons® Since
then the number of Section 8(a) reports hasincreased to more than 160.%

Extent of EPA review of initial submissions

Summary
W hile EPA has provided comments on the great magjority (>90%) of initial submissons, in the past 18-

24 monthsit hasfalen behind. W hile some of that shortfall has been made up in recent months, EPA
has yet to provide comments on asgnificant number of submissonsfor which the 120-day comment
period had passed, induding some for which EPA’s comments are more than ayear overdue.

Leter gradefar extent of EPA review d initial submisions [B- [*

Ddails

One of the mogt ggnificant enhancementsto the Challenge since itslaunch wasthe establishment of a
forma 120-day comment period for test plans and robust summaries, during which EPA aswell asany
member of the public could review and comment on the documents. T he vast mgjority of comments
provided on initial submissons came from EPA, Environmental D efense, and a consortium of animal
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welfare organizations. M ogt critical to the pace of progress of the program was the timely issuance of
EPA’s comments, as sponsors were requested not to proceed with any testing until after the comment
period had cdlosed and to respond to EPA’s commentswithin 60 days.

Whileinitialy EPA provided comments on essentiadly all initial submissions, typicaly within or closeto
within the alotted 120 days, in recent yearsits performance in thisregard hasfalen well behind. Asof
M arch 2005, EPA had reviewed only eight of 61 submissonsfor which the 120-day comment period
had closed, and had reviewed none of the last 48 submissons for which the comment period had closed.
By duly 2007, this shortfall had only been partialy closed: EPA had yet to provide comments on any of
the last 31 submissonsfor which the 120-day comment period had passed. For 21 of these
submissions, EPA’s comments are more than six months overdue.”

Extent to which initial submissions by sponsors were of high quality

Summary
Sponsors have made extensve use of dternativesto direct testing — reliance on unpublished data and

application of estimation methods and category approaches, which is alowed, subject to extensve
guidance, under the Chalenge. EPA’sand Environmenta D efense’'sreviews of sponsors initid
submissions strongly suggest atendency to over-rely on such dternatives, with one or both of usraisng
serious concerns about the data provided or methods proposed to fill data gapsfor a sgnificant mgority
of dl initial submissons. W hile many of these concerns appear to have been addressed in revisons, a
full accounting of the adequacy and completeness of the data must await EPA’s upcoming review of
fina submissons.

The average quality of initial submissons of test plans and robust ssudy summaries, while originaly
quite good, has declined consderably over the course of the Challenge, especialy in the past 18 months.

Leter gradefar quality of initial submissons | C+|*

Ddails

The ultimate measure of the Challenge's success, given itsorigina scope and objective, will be the extent
to which it yields complete screening-level hazard data of high quaity on HPV chemicas. A halmark
of the Challenge has been the extent to which it has allowed or encouraged the use of aternativesto new
testing to provide the requested data. Fewer than 10% of the base set data elements have been proposed
by industry participantsto be filled through new testing. Instead, EPA satistics derived from
examination of theinitial sponsor submissionsindicate that:

- 50-60% of the data elementswere proposed by sponsorsto befilled usng existing experimenta
data— 20-25% from published studies and 30-35% from “unpublished” sudies.

- For the remaining 30-40% of the data e ements, soonsors proposed to derive estimated values
using structure-activity relationship (SAR) models or so-called “read-across’ methods applied to
surrogate or analog chemicals or categories of chemicals grouped together, based on apparent
gructura and functiona smilarity. In both cases, testing-derived datafor one or more chemicas
are used to estimate or interpolate/ extrapolate datafor “related” chemicasthat have not been
directly tested.”
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W hen applied in ascientifically sound manner, use of unpublished data and application of estimation
methods and category approaches can reduce the need for testing — thereby reducing both coststo
industry and the need to sacrifice laboratory animas and increasing the number of chemicalsthat can be
assessed with limited resources. H owever, assessing whether estimation and extrapolation techniques
are being appropriately applied, aswell asjudging the rdiability of unpublished data, requires
consderable and careful oversght. To that end, the program has developed detailed guidance
documents.”

Proposed use of data derived by such means has also been subject to review and comment. Those
reviews have revealed frequent deficiencies. Asof July 2007:*

- For 83% of theindustry submissonsthat Environmenta D efense or EPA has reviewed, one or
both of usindicated either that more testing than proposed was clearly needed (usudly ether
because some of the data provided were unreliable or the rationale offered for not providing
certain data wasinsufficient) or might be needed (usualy because information accompanying the
submitted data was incomplete).

- For nearly half of the category proposdsthat Environmental D efense or EPA hasreviewed, one
or both of usdisagreed with the submitter’s justification for category formation, indicating that
industry proposed to over-rely on such methods as a substitute for direct testing. (Notethat while
about 35% of initial submissonsare for proposed categories, those proposed categories contain
about 80% of all chemicals sponsored under the Challenge.)

Figure 4 showsthe number of initia submissonsfor which EPA and/or Environmental D efense either
caled for more information or testing, or disagreed with the justification for or scope of a category
proposed by the sponsor.

These data clearly demongtrate the critical importance of the public and EPA review processin
identifying deficienciesin sponsors initial proposals. To the extent that industry heeds these comments,
consderably more than the <10% of the required endpointsthat sponsorsinitialy proposed to fill by
testing will in fact require new datato be generated.

Asanother measure of the quality of initia submissions, Environmental D efense assigned aletter grade
(A to F) to each submission we reviewed.” T he grades were used to calculate a grade point average
(GPA) for the submissons on which we provided commentsin each of the past six years of the
Challenge; Figure 5 showsthereaults. adramatic decline over timein the average quality of theinitial
submissons. The overal 2001-2006 GPA was 2.52.

It isimportant to note that these quality measures apply only to theinitial, not final, submissons of
Challenge sponsors. M any sponsors have provided formal responsesto commentsreceived (especidly to
those from EPA), and they and others have no doubt made revisonsthat are or will be reflected in their
fina submissons. At thistime, however, we have no way to sysematically assessthe extent to which
the concernsraised in comments have been addressed and, hence, the ultimate quality and completeness
of data submitted under the Challenge. That task must await EPA’s review and assessment of final
submissions, which hasonly just begun; initial indications are that some fina submissonswill present
data quality problems and sill contain data gaps (see “EPA assessment of HPV Challenge data,” page
22).

18



FIGURE 4
Summary of Test Plan Comments
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FIGURE 5
Grade Point Average for Initial Test Plans, by year and overall
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Extent to which submitted information is publicly accessible, readily retrievable and usable

Summary
Both EPA and industry failed to live up their promisesto provide areasonable means for the public to

track the satus and progress of the Chalenge. While EPA’s development of the HPV Information
System, the repository database for the H PV data, wasfinaly jumpstarted after years of delay, much
work remainsto fully populate it and make it functional and user-friendly.

L etter gradefar providing publicaaesstoinfarmation: Chemicl Indugry

USEPA [C-F°

Ddails

One of the three key dements of the Challenge wasto be “continuous public accessto program status
and reaults” In the Federal Regide notice describing the program, EPA sated that “[t] he public will be
ableto follow the satus and progress of the chemicalsin the voluntary HPV Challenge Program over
time. Thiswill be done by making information publicly available on the Internet. EPA and other
parties have committed to help the public stay informed about progressin the voluntary HPV Challenge
Program, with an emphasis on the status of data collection and testing efforts. EPA will have
responsibility for making the data available in ways which are useful to diverse sakeholders™ EPA also
noted: “M ost information associated with the voluntary H PV Challenge Program will be submitted
electronicaly in order to better alow both efficient analyss of the data by EPA and real-time public
accessto the collected data. M any submissions will be made electronically viathe Internet.” The
chemica industry also committed to manage and track the status of company and consortia commitments
to sponsor chemicals, aswell asto fadilitate public accessto test plans and robust summaries.”

Unfortunately, such timely and ready accessto H PV Challenge data never fully materiaized. After
initial fledging efforts, the industry abandoned its promise to provide and keep current aweb-based “US
HPV Chemica Tracking Sysem.” EPA did develop atabular listing of sponsorship commitments,
complete with linksto the underlying commitment letters; however, given the sheer volume of
correspondence and the frequency of revisons, and the non-database format of thelisting, it was
burdensome both to produce and to use, and was and continues to be updated only infrequently.” EPA
decided to routinely accept and post sponsor submissonsin eectronic formatsthat, while providing for
nominal web access, could not be readily searched or analyzed.”

The greatest failing regarding transparency was the public'sinability to gain any sense of the program’s
real-time gatus, outsde of the snapshots provided by two status reportsissued in 2001 and 2004 by
EPA.” (Asprevioudy noted, Environmental D efense also provided two status reportsin 2003 and
2004.°) To remedy this, Environmenta D efense undertook to develop and maintain its HPV Tradker, a
web- accessble, searchable and sortable Excel spreadshest that tracksthe status of al sponsorsand all
sponsored and unsponsored program chemicals under both the Challenge and the OECD SIDS
program, including commitments, test plan submissions and revisons, and EPA and public comments.
The HPV Tracker dso providessummary statistics showing the overall status and pace of progress of
the Challenge. The HPV Tracker, which has been updated 17 times over the past three years, remains
the only source for such current information.
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T he repository database for housng and providing public accessto the hazard data being devel oped
under the Challenge also got off to avery dow sart, despite EPA’s promise to provide from the outset
“real-time public accessto the collected data.” Work on the HPV Information Sysem (HPVIS) only
began in earnest in mid-2004, and theinitia public verson was launched in April 2006. W hile
consderable progress has been made, the HPVIS remainsincomplete with respect to both content and
functionality, dueto the late sart, budget constraints, the tardiness of many final submissons, the need
to manually input and execute quality control procedures on the mgority of datathat was received in
non-database formats, and the complexity of the datathemsalves. Asof April 2007, HPVIS contains
datafrom 348 submissions, representing 873 chemicals, with additiona submissonsto be added over
time.*

T he accessible datainclude (but do not readily distinguish between) those drawn from both initial and
fina submissons. D ata have been input in the form recelved from sponsors, which poses mgor
chalengesin using the data, most of which can be traced back to earlier decisonsasto acceptable
formatsfor data submisson. For example, there are frequently multiple sudies of the same chemicd for
the same hazard endpoint, and hence no “single” selected value isidentified or available, leaving to the
user the task of selecting or calculating one. The unitsused to report test valuesfor a given endpoint
vary even for the same chemical among the different sudiesincluded, and vary even more for agiven
endpoint across multiple chemicals.

W hile some of these problems— such asthe selection of asingle “best” value — may be resolved over time

or once EPA reviews and assesses the data, others— such asthe disparity in units used for the same
endpoint — are likely to continueto limit the utility of the HPVIS.
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Beyond the Challenge: Status of two critical follow-on steps

Two additiond related activitiesthat follow directly from, but are beyond the origina confines of, the
Challenge are the extent to which EPA assesses and acts on the information received to ensure sound
management of HPV chemicas, and the extent to which the chemical industry commitsitself to
routinely provide information on chemicals once they reach high-volume levels of production or import.

EPA assessment of HPV Challenge data

EPA hasonly begun to review the find data setsthat have been submitted under the Challenge for
quality and completeness, but has agreed to review all such submissons. EPA hasalso agreed to screen
the HPV chemicdls, prioritize them for further scrutiny based on the hazard data, and develop hazard
assessmentsfor high-priority chemicalswithin two years and for al program chemicals by the end of
2009.%

T he assessment process EPA intendsto apply to HPV chemicas entails severa steps.

- Tier I: An automated screening process by which data on key endpoints are compared againgt
predetermined criteriathat are derived primarily from those in the internationally accepted
“Globally H armonized System for the Classfication and L abeling of Chemical Substances.®™ The
automated screening will sort HPV chemicalsinto first, second and third priority groups for
further scrutiny, based on how many, and by how large amargin, the criteria are exceeded.

- Tier 11 A manua review and development of aformal screening-level hazard assessment. Data
quality and completenesswill also be established at this stage, and a description of any available
exposure information will be provided.

- Pogt-Tier II: Follow-up usng EPA’s existing authorities and procedures, including further
assessment and potentia regulatory and voluntary actionsto develop more information or apply
risk management.

Asof December 2006, EPA had applied the automated screening processto 755 of the chemicasfor
which some data were available in the HPVIS, with the following results®

Group Designation Number of Chemicas
Group 1 213 (28%)

Group 2 118 (16%)

Group lor 2 10 (1%

Group 3 142 (19%)

Unableto assgn 272 (36%)

Total 755

In many cases, these assgnments are tentative pending receipt of additiona data, as some of the
chemicasto which the automated screening process was applied did not yet have complete data sets.
Thisfactor aswell asambiguitiesin available data, also explain why nearly athird of the chemicals could
not be assigned to apriority group; EPA indicatesthese chemicaswill require amanua examination of
the datain order to make an assgnment.
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EPA has aso begun developing draft Tier |1 screening-level hazard assessmentsfor HPV chemicals.
The draft assessment documentsinclude:

- ldentification and summarization of critica and supporting studiesfor human hedlth effects,
environmental effects, and environmental fate and behavior;

- A summary of use and exposure information, if available;
- A formal hazard identification; and

- An assessment of data gaps and needs, including whether the SID S data requirements have been
met with data of adequate quality.

In December, EPA released initid drafts of two hazard assessmentsfor public comment on both format
and content,® and in June circulated three othersfor review.” All five of the draft assessmentswere
based on final submissonsfor HPV chemicasor categories. EPA identified ranaining data gapsin at
lead two of theefivefinal submiss ons whidh indicatesthat data quality pradlensand data gapspersd in some
o thedata stsidentified by ponsrsascompleeand final.

EPA hopesto release assessments for more than one hundred HPV chemicalsin the summer of 2007.”
EPA appearsto be getting off to agood start in making good on its promise to develop screening-level
hazard assessments of al Challenge chemicals. AsEPA gaff have stressed, however, receipt of
complete final submissonsfrom sponsorswill be critica if thiseffort isto stay on track.”

Emerging HPV chemicals

Sincethe HPV Chalenge waslaunched, more than 700 additiona chemicals have reached HPV levels,
based on manufacturing volume data reported in the 2002 reporting cycle of the TSCA IUR. EPA,
Environmenta D efense and the American Chemistry Council (ACC) jointly identified 574 of these
chemicasthat had not been included in or exempted from the Challenge, and were not otherwise
sponsored under the Chalenge, the OECD SID S program or other related programs.® These 574
“emerging HPV chemicas’ are supposed to be addressed under the so-called Extended HPV Program
that ACC and other chemical industry associations unilaterally announced in 2005.”

According to ACC’swebpage, last viewed on July 20, 2007, companies have agreed to sponsor only 231
(40%) of these emerging H PV chemicas, despite a D ecember 2005 deadline by which commitments
were to have been made.” The origina program announcement indicated that hazard data on any
chemicds sponsored under the EH PV Program are to be generated and submitted to EPA for public
posting between 2006 and 2010.” T o date, however, no EH PV Program submissions have been made
publicly available.

EPA recently examined the extent of screening-level hazard datathat ispublicly available on some of
these emerging HPV chemicals, and found the following:
- Of 235 chemicalsthat were manufactured at HPV levelsin 1998 and 2002 (but not 1990):

0 115 (49%) had no publicly available hazard datafor any of the sx mgjor hazard endpoint
groups examined.

o0 Only 2% of them had publicly available screening-level hazard datafor at least one
endpoint in each of the Sx maor hazard endpoint groups examined.
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- Of 286 chemicalsthat were manufactured at HPV levelsin 2002 but not earlier:

o0 166 (58%) had no publicly available hazard data for any of the six major hazard endpoint
groups examined.

T hese findings can be compared to those of EPA’s 1998 data availability study conducted on the
original 1990 list of HPV chemicals.™ For those chemicas:

- 43% had no publicly available hazard data for any of the sx mgor hazard endpoint groups
examined.

- 7% had publicly available screening-level hazard datafor at least one endpoint in each of the six
major hazard endpoint groups examined.

In other words, the more recent H PV chemicals gppear to have even fewer publicly available hazard data
than H PV chemicalsdid in 1990.

Thefinding that the manufactured quantities of many hundreds of chemicalsincreased within afew
yearsto HPV levesillusratesthe need for a continuous or “evergreen” meansto ensure data
development for HPV chemicas. Based on the degree of sponsor interest expressed to date, it appears
unlikely that the EH PV Program will fulfill more than afraction of thisneed. Thisfinding isaso direct
evidence of the volatility of chemica production and commerce — hence the need to extend hazard data
development efforts beyond a statically defined set of chemicals based on quantity thresholds. Today’s
“niche chemica” could become tomorrow's HPV chemica, with a concomitant increase in the need for
hazard data

Finaly, the very limited publicly available hazard data EPA found for newly emerged HPV chemicas
also indicatesthat — outsde of this structured voluntary program and the infrequent issuance of
regulatory test rulesthat name specific chemicas— little to no hazard data development appearsto be
independently occurring — or at least yielding publicly available data— even for high-volume chemicals.
Thisdgtuation currently fallswell short of EPA’s expectation for the Chalenge'slegacy: “EPA expects
that, over time, thetesting of new H PV chemicaswill become routine, and companies may wish to test
new HPV chemicas asthey appear.””
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Lessons learned

There was a heavy, and likely over-, reliance on alternatives to testing

Experience under the Challenge, aswell as other chemica assessment programs, showsthat —where
provided for — sponsorsrely very heavily on aternativesto conducting new testson their chemicals.
These dternativesinclude: bringing forward unpublished data, deriving esimates usng quantitative
dructure-activity relationship (QSAR) models, and applying “read-across’ methodsto supply endpoint
vaues for the sponsored chemica ether from those for tested surrogate chemicals (also known as anaog
or supporting chemicals), or from tested memberswithin a category of sructuraly related chemicals. As
noted earlier, under the Chalenge, sponsors proposed to fill asgnificant maority (>90%) of all

endpoint valuesthat lack published data by using these methods, rather than conducting new testing.
Thisoutcome has severa major implications.

Firgt, while afina tally isnot yet possible dueto lagging final submissons and the sill-to-come EPA
quality and completenessreview, far less new testing took place under the Challenge than was predicted
by the chemical industry.”

Second, each of these alternative methods hasits appropriate use, but each also has sgnificant
limitations. Collectively, such extensve use of such methods poses challengesto a program intended to
develop arobust understanding of the potentia hazards of chemicals.”” Among the chalenges and
concerns.

- OVER-RELIANCE
Clear financid incentivesexis to avoid the costs of testing, as do incentivesto avoid unnecessary
sacrifice of laboratory animals. T hese incentives may cause those deciding what tests are needed
and whether adternatives are sufficient to over-rely on such methods. 1ndeed, as discussed earlier,
this appearsto be the case under the Chalenge, where EPA and Environmenta D efense
identified many test plansthat proposed to rely on inadequate unpublished data, inappropriate
surrogate chemicals, or insufficiently defined or overly broad chemical categories.

- SELECTIVE USE AND REPORTING OF SUCH METHODS
A corollary concern isthe potentia for dternative methodsto be used, especialy by industry, not
only asthe option of first resort, but also under a“double standard.” Sponsors should not be able
to argue, for example, that QSAR results are sufficient when they yield “favorable’ results, i.e.,
“exonerate” their chemical, and proceed to conduct actua testing only in caseswherethe QSAR
resultsindicate ahazard. Thekey question iswho should decide whether and in what settings
resultsfrom QSARsor other dternative methods are sufficiently reliable. Safeguardsto prevent
selective use and reporting are needed; for example, there should be arequirement that al results
derived using all methods employed must be reported to regulatory officials.

- INAPPROPRIATE USE
Given thetypically greater uncertainty associated with values derived from aternative methods, as
agenerd rule, they are most appropriately used for priority-setting or screening exercises (such as
the Challenge), and less 50 to serve asthe bass for more full-blown risk assessmentsor for risk
management decisons. These limitations, however, need to accompany such dataasthey are
carried forward, so that they are not used for purposesfor which they are too unreliable.
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- DIFFERENT/GREATER EXPERTISE NEEDED

T o appropriately apply and interpret the results of such methodswill require additiona training
and rigorous quality control proceduresto ensurethat the methods are used correctly and that
their limitations (e.g., applicable domains of QSAR models) are fully understood and respected by
the users of both the methods and the results. Careful independent expert review is essential.

- JUSTIFICATION AND TRANSPARENCY

Reliance on aternative methods carrieswith it an added burden of justification and transparency.
T here should be requirements both to justify and to document the use of aternative methods and
decisons based on such information. T he nature, source and means of derivation of each data
value needs to accompany it in any subsequent presentation or communication of the data, and
should be an integral part of the justification provided for any conclusions or decisons based on
such data. Some assessment of the degree of confidencein or reliability of the datais another
prerequidte to transparency, and any resulting uncertainty should be captured and communicated
through aclear articulation of appropriate qualifications or limitationsthat apply to conclusons or
decisons based on such information.

- CONTINUING NEED FOR EXPERIMENTAL DATA

There remains a continuing need for generation of experimenta datato support the use and
refinement of alternative methods. D evelopment and improvement of these aternative methods
are highly dependent on having arobust and expanding underlying experimental dataset of values
derived from testing. Such data are necessary to refine the algorithmsthat underpin QSARsand
to provide a sufficient basisfor interpolation or extrapolation from structurally related chemicals.
In other words, these alternatives will only be as good asthe experimenta datathat underpin
them. Without continued commitment to enhance databases derived from experimenta testing,
the applicability and reliability of such aternative methodswill not progressto where they can
reliably replace direct testing.

Third, clear and comprehensve guidance is needed that delineatesthe limitations aswell as appropriate

uses of each aternative method; the acceptable methods;, the content of needed justifications for

employing the dternatives rather than conducting testing; expectationsfor interpreting the results;, and

gandards for communicating al of the above. Asnoted earlier, EPA did develop fairly extensve
guidance for most of the methods employed (an exception being the use of surrogate or supporting

chemicals), though not all of the agpects noted above were included or emphasized. In addition, some of

this guidance (notably enhancementsto the category guidance governing fina category analyses and
reports) arrived too late to alow for itsincorporation into many final submissions.”

Thorough expert and public review of sponsors’ initial and final submissions is essential
The Challenge has amply demonstrated how critical expert review isboth to the credibility of the

program and the quality of the datait generates. Asaready noted, review of test plansand robust sudy
summaries by both EPA and the public succeeded in identifying many deficienciesin both the existing

data provided and the proposalsto fill datagaps. Thisillustrates how important it isto alow for an
intaimreview step, in order to alow mid-course correctionsto be made.

Thorough review of final submissons— while not formally part of the Challenge — will be equally critical
if thedataareto beviewed asrdiable. Given that the datathemsalvesare public, EPA needsto clearly
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identify and transparently communicate any deficiencies, remaining data gaps and disagreement over
datainterpretation, even asit works with sponsorsto address these issues.

Formal responses to comments received should be required

W hile many sponsors provided written responsesto EPA’s comments, in many other cases no formal
response was provided, making it very difficult to understand whether sponsors agreed or disagreed with
EPA’scommentsand what if any changes were made to addressthese comments. M any fewer sponsors
provided responsesto public commentsreceived, further frustrating efforts to gauge the ultimate effect
of the opportunity for public review and comment on the information generated under the Challenge.

Any such efforts mounted in the future should not only provide for public review and comment, but
should also require that sponsorsrespond in writing to any and all comments received.

Opportunity for public involvement and full public access added significant value and transparency
In addition to being a voluntary program, from the outset the H PV Challenge faced another hurdle to
being viewed as credible by the public: itsreliance on industry to generate the needed data, given the
obvious vested interest by companiesin maintaining the safety of their chemicals. I1n addition to relying
on well-established test guidelines and other program guidance and providing for EPA review, the fact
that all submissonswere made fully accessible to the public and could be examined by anyone was
important to enhancing credibility and accountability. Thisimportance isnot diminished by the fact
that only afew public organizations took routine advantage of the opportunity to submit comments; the
potentia to do so at any time by anyone was essential. Full public access and opportunity for
involvement should be considered a bedrock element of any voluntary program.

The failure to provide for transparent, real-time tracking of program progress was a major
shortcoming

Asnoted earlier, despite promisesto do 0, both the chemica industry and EPA failed to provide a
reasonable means for the public to understand the status of the Challenge at any given time: how many
chemicals were sponsored, had initia or final submissons, etc. Thiscritica task fell to anon-
governmenta organization to undertake by default: T he only effective means available to track program
gatus and progress has been and remains Environmenta D efense’'sH PV Tracker.

Thelack of an officia tracking system has reduced overall program accountability and transparency.

W hen coupled with inaccurate or at-best premature satements, especidly by industry, asto the extent of
completion and the amount of data made available through the Challenge (see next section), the
unavailability of atrangparent meansfor tracking progress has served to undermine the credibility of
both government’s and industry’s characterizations of the Challenge’s achievements.

Going forward, both government and industry must recognize the centrdity of transparent tracking of
progressin establishing and maintaining the credibility of any voluntary program. An upfront
commitment to such a public accountability mechanism, aswell ascommitment of the necessary
resourcesto ensure it happens, should be an absolute given in any such program.
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Delays in devel oping and populating a robust, fully functional repository database have set the
program back considerably

Asnoted previoudy, thisfeature of the Challenge wasintended to be a core element from the outset.
Thedow pace in establishing the H PVIS has spawned or exacerbated additional problems. The many
chalenges being identified by the initial users of HPVIS could have been addressed sooner and more
efficiently had they been caught earlier.” Some emerging problemswith the format of the data
themselves (e.g., multiple or inconsstent units), might have been identified sufficiently early so asto be
remedied prior to submission by industry sponsors, or workarounds could have been implemented to
resolve them.

Any future effort must take all seps necessary to ensure that the public's right to know is not

compromised or delayed due to insufficient attention being paid to how, and how quickly, the data are
be made public.

28



The chemical industry’s deceptive “spin” on the Challenge

Even with theincomplete status of the Challenge, the progressto date ought to have provided the ACC
with plenty of achievementsto which it could point to demonstrate its fulfillment of the commitment
industry made to the program’s objectives and its contribution toward improving the knowledge base
available for chemicals assessment and management. Unfortunately, ACC hasinstead chosen to disort
the facts surrounding the state of knowledge existing both prior to the Chalenge'slaunch and today asa
result of the program.

In avariety of formsand fora, ACC isnow maintaining that:

- “There never really was any ‘toxicignorance.” T hisargument maintainsthat the chemica
industry already had all of the data needed to prove its chemicalswere safe, and the Challenge
samply gave it the opportunity to demonstrate this. The rash of Sudiescdaming that data gaps
exisged smply didn’t have the tools needed to access the wealth of both public and private data
that exigted prior to the Challenge.

- “The chemical datagap hasbeen closed.” Thisargument maintainsthat, even if there were gaps
before, they've now been filled and we have ample data not only for HPV chemicasbut effectively
for al chemicalsin commercetoday. ACC hasdso repeatedly claimed that the HPV Chalengeis
finished and has aready provided complete data for more than 2,200 HPV chemicals.®

Condgder, however, asdocumented in thisreport, the following redlitiesregarding our sate of knowledge.

The initial and remaining knowledge gaps for Challenge chemicals

- Whilethe Chalenge did unearth consderable amounts of unpublished data, soonsors offered such
datato fill only about one-third of the datagaps. M oreover, commentsfrom EPA and
Environmenta D efense frequently questioned the quality and completeness of these data

- Much of theremaining data came from the use of read-across among members of chemical
categories and the application of estimation methods (QSARS). Thevast mgority, if not al, of
the data derived by sponsors using these means was developed in reponsetothe Challenge, not
prior toit.

- TheHPV Chadlengeisincomplete: T here are fill many hundreds of chemicalswith initial
submissions yet to be finalized, overdue test plans and robust summaries, with uncertain timelines
for completion under the OECD program. In addition, 10% of the H PV chemicasare
unsponsored orphans.

- Many of the comments provided by EPA and Environmental D efense identified data gaps beyond
those identified by sponsors and called for more testing to fill them.

- EPA’sassessment of dataquality and completeness has only just begun.

- All parties have agreed that the SID S data comprise only screening-level data, which fall well
short of what would be needed to conduct afull hazard or risk assessment. In other words, these
data are inadeguate to support an assessment that is sufficient to confidently demondgrate either a
chemicd’s safety or likely harm. Nor do these data address emerging concerns such as
development neurotoxicity or endocrine disruption potential.
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Knowledge gaps for chemicals not included in the Challenge

- Beyond the Challenge chemicals, hundreds of other chemicas have risen in production to become
HPV chemicas. Even with the greatly enhanced development of and accessto online databases
relative to the period before the Challenge began, EPA found even larger gapsin publicly available
datafor these emerging H PV chemicasthan wasfound for the original ones. Industry has
managed to achieve only atepid degree of sponsorship of these chemicasacting unilaterally
through itsEH PV Program.

- There are tens of thousands of non-H PV chemicalsthat remain to be addressed, which likely have
even larger data gapsthan were found for HPV chemicals. Given the dynamic nature of chemical
production and use, many of these chemicals may become tomorrow'sHPV chemicas. And even
today, many of these chemicals may well be used in waysthat could pose sgnificant risks—risks
we cannot asess (or dismiss, as ACC would have us do) without accessto reliable data on their
potential hazards.

So even if we wereto have complete, high-quality SID S datasetsfor all HPV chemicas, we would ill
have only part of the knowledge needed to assessthe potential hazards even of just those chemicals.

ACC’simplied claim that industry already possesses sufficient knowledge of its chemicals (HPV and
others) to know they are safeisaso not supportable: Government programsthat have examined large
numbers of chemicals have consstently identified many that possess hazardous properties sufficient to
warrant further assessment or control. For example:

- The European Commission hasnoted that about 70% of al new substances assessed under
exiging EU legidation were found to have at least one dangerous property. It concludesthat “[a]n
unknown but potentially significant proportion of all chemical substanceswill enter the
environment and reach sufficiently high concentrationsto induce adverse effects.”™

- In Canada, the recently completed D omestic SubstancesList (D SL) Categorization process under
the Canadian Environmental Protection Act (CEPA) that examined all 23,000 previoudy
unassessed existing chemicalson the DSL hasidentified morethan 4,300 DSL chemicals
warranting further assessment or control.*

- Asnoted earlier, EPA hasfound that theinitia results of applying its automated prioritization
screening processto the first 755 HPV Chemicalswith datain the HPVIS place about athird of
the chemicdsin thefirg-priority group for further assessment, based on their having triggered one
or more of the hazard endpoint screening criteria. W hilethese results are certainly preliminary,
for reasonsincluding the fact that they take sponsors data at face value, they suggest that many
H PV chemicaswill be found to possess one or more hazardous propertiesthat warrant further
assessment or control.

In sum, ACC smply can’'t have it both ways:

- They can't daim that extensve data on their chemicals already exist, even asthey project
exorbitant costs for testing programsthat assume no data exist.”

- And they can't cdlaim that al of the needed data on HPV chemicals has now been provided, even
asthey ingst on caution in any use of the data because it represents only screening-level
information.*
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Conclusion: Is the Challenge a success?

Thisreport showsthat the Chalengeisnoticeably limping asit approachesthefinish line, with consderable
amounts of data yet to be made available. Of the nearly 2,800 chemicdsoriginaly induded in the
Chdlenge:

- One-third of thosewith initia submissonsill lack fina datasets. M orethan 500 HPV chemicals
sponsored directly under the Challenge that have initial submissons gill lack final datasets.

- Morethan one-fifth lack even initia submissons. T hirty-one HPV chemicals sponsored directly
under the Challenge and 387 H PV chemicals proceeding through the OECD SID S Program lack
initial submissions, date development for the latter isproceeding on amuch dower track than
caled for under the Challenge, despite EPA having requested that hazard data on such chemicals
be made available by the end of 2004.

- 265 HPV chemicals, 10% of the chemicals éligible for sponsorship, remain unsponsored orphans,
with no near-term prospect for datato be developed.

In addition:

- Use of aternativesto direct testing — reliance on unpublished data and application of estimation
methods and category approaches — are allowed under the Challenge. H owever, sponsors have
made such extensve use of them that more than 80% of sponsored chemicals were grouped into
proposed categories and fewer than 10% of the base set data elementswere proposed to befilled
through new testing.

- EPA’sand Environmenta D efense'sreviews of these proposals strongly suggest that sponsors
tended to over-rely on such aternatives. One or both of usraised non-trivial concerns about the
data provided or methods proposed to fill data gapsfor a significant mgority of dl initial
submissions, although many of these concerns appear to have been addressed in revisons.

- The average quality of sponsors initia submissons, while originally quite good, has declined over
the course of the Challenge, especidly in the past 18 months.

- EPA hasfdlen behind in itsreview of initial submissons, further exacerbating the tardiness of
gponsors submissons under the Challenge.

- EPA’sdevelopment of test rulesto compel data development for unsponsored orphan chemicashas
proceeded exceedingly dowly, with only 16 (6%) of 265 orphans subjected to such rulesto date.

- While EPA’s development of the HPVIS, therepostory database for the HPV data, wasfinaly
jumpstarted after years of delay, much work remainsto fully populate it and makeit fully
functional and user-friendly.

- Of 574 newly “emerged” H PV chemicals—those that have reached HPV levels of manufacture
snce the Chalenge was launched — only 231 have been sponsored through the chemica industry’s
EHPV Program. Widegapsin publicly available hazard datafor these chemicasexist. These
findingsindicate that the industry is not making the development of and public accessto hazard
dataon al HPV chemicas“evergreen” practices.

Critical next sepsthat EPA needsto take — determining data quality and completeness, and using the
datato asessthe hazards of HPV chemicals—have only just begun. Initia indications are that some
fina submissonswill present data quality problemsand still contain datagaps. T he ultimate measure of
the value of the Challenge will, of course, be the extent to which EPA aswell asindustry and the public
use the new information to drive hazard and risk reduction.
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Endnotes

' Toxic Substances Control Act of 1976, §2(b)(1), 15 U.S.C. 2601(b)(1), available at

www4.law.cornell.edu/uscode/ 15/ch53.html.

? TSCA 84(a)(1), 15 U.S.C. 2603(a)(1).

° EPA hasused its TSCA 84 authority to require testing of about 200 chemicals, issuing test rulesfor 140 of them. For the
remaining 60, EPA has obtained data through 84 Enforcesble Consent Agreements (ECAS), which it usesasan dternative
to test rulesin caseswhere there is agreement with industry on the need for, and scope of, testing. U.S. Environmental
Protection Agency, Oveaview: OffieeOf PdIution Prevention and T axicsPrograms January 2007, prepared by OPPT for the
Nationa Pollution Prevention and T oxics Advisory Committee (“OPPT Overview”), p. 4, available at

www.epa.gov/ oppt/ pubs/ oppt101c2.pdf.

* National Research Council, Taxidty Teging (W ashington, D.C.: Nationa Academy Press, 1984), available at
www.nap.edu/ catalog/317.html; Environmental D efense Fund (now Environmental D efense). Toxiclgnarance The
Cotinuing Absned BascHedlth Tetdingfor Tap- Sdling Chemiclsin theUnited States New York, NY: Environmental

D efense Fund, 1997, available at www.environmentaldefense.org/documents/243 toxicignorance.pdf; U.S Environmental
Protection Agency, Office of Pollution Prevention and T oxics. Chamical Hazard Data Availability Sudy: What DoWeRedlly
Know About the Safety of High Produdion Vdume Chemicals? (W ashington, DC: U.S. Environmenta Protection Agency, April
1998) (available online at www.epa.gov/ opptintr/chemtest/ hazchem.htm); and PublicAvailability o S DS Rdated Teting
Datafar U.S High Pradudion VdumeChemicls Prepared by I CF Kaiser Internationa for the Chemical M anufacturers
Association (now the American Chemistry Council), Arlington, Virginia, 1998. An andogous study was conducted in 1999
by the European Union (EU), available at ecb.jrc.it/cgi-bin/reframer.pl?2A =E X & B=/existing-chemicas/ datavail.htm.

® See USEPA’sHPV Challenge website, a www.epa.gov/chemrtk/index.ntm. Also, for descriptions of the origins, purpose,
design and implementation of the HPV Challenge, see EPA’s satusreports on the Chalenge, available at

www.epa.gov/ chemrtk/pubs/ general/hpvstitr.htm; and Environmenta D efense's earlier status reports: Fadng the Challenge
A SatusRepart an theUSHPV ChallengePragram, M arch 2003, and Orphan Chemialsin theHPV Challenge A SatusRepart,
June 2004.

® TSCA defines manufacture to include both domestic production and import. §3(7), 15 U.S.C. 2602(7).

" The base set selected for the HPV Challengeis based on the SID'S, or Screening Information Data Set, developed by the
Chemicas Committee of the Organization for Economic Cooperation and D evelopment (OECD). For adescription of the
Chalenge and aligt of the data elements, see the D ecember 26, 2000 Federal Regige notice announcing the Challenge
(available at www.epa gov/ chemrtk/pubs/ general/frnoticshtm) and USEPA'’s program guidance document, “D etermining
the Adequacy of Existing Data,” Appendix A, available at www.epa.gov/ chemrtk/pubs/genera/datadfin.htm.

® 1n 1998, ICCA committed to provide, by 2004, SID S data sets for 1,000 chemicalsthat meet the OECD definition of an
H PV chemica — produced in one or more OECD countriesat alevel at or above 1,000 metric tons per year —through the
OECD SID S Program. See www.iccahpv.com/hpvchallenge/H PV Challenge.cfm.

° See OECD 'swebpage for the SID S Program, Co-operation on the I nvestigation of Existing Chemicals, available at

¥ Degpitetheterm “test plan,” data under the Challenge can be and have been developed using a variety of meansin addition
to direct testing, asdiscussed later in thisreport.

" The OECD SIDS Program differs from the Challenge in another respect aswell: SIARs provide not only asummary of
SIDSdatafor an HPV chemical, but an assessment of its potentia hazards and arecommendation asto whether further
assessment beyond thisinitia screening level iswarranted.

 For those chemicalsthat overlap with the U.S. HPV Challengelist of chemicals, EPA alowed sponsorsto make
Chalenge program commitments through participation in the ICCA Initiative, provided that they committed to completing
al work no later than the end of 2004. See EPA’s Frequently Asked Questions page for the H PV Challenge, answer to
Quettion 4, available at www.epa.gov/ chemrtk/pubs/ general/hpvfags.htm.

¥ See EPA’sorigind program announcement and description in Federal Regiger, D ecember 26, 2000, Vol. 65, No. 248, p.
81692, available at www.epa.gov/ chemrtk/pubs/ update/ts42213.pdf, and Statusand Future Diretionsd theHigh Produdion
Vdume Challenge Program, Office of Pollution Prevention and T oxics, W ashington, D C, D ecember 2004, pp. 14, 40-41,
available at www.epa.gov/ chemrtk/pubs/general/hpvreport.pdf.

“ See EPA’swebstefor the HPV Challenge, at www.epa.gov/chemrtk/.

® See USEPA National Pollution Prevention and T oxics Advisory Committee (NPPTAC), Broader | ssues W ork Group,
“Initia Thought-Starter: H ow can EPA more efficiently identify potential risks and facilitate risk reduction decisonsfor
non-H PV exigting chemicas? Draft dated October 6, 2005, answer to question 3, p. 4, available at

www.epa.gov/ oppt/ npptac/ pubs/ finaldraftnonhpvpaper051006.pdf.
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* The SIDSwas formally adopted by the OECD in November, 1989. See OECD’sManual for Invedigation of HPV
Chamicals Chapter 2, p. 2, available a www.oecd.org/dataoecd/ 60/43/1947477.pdf.

" See EPA National Pollution Prevention and T oxics Advisory Committee (NPPTAC), Broader |ssues W ork Group,
“Initia Thought-Starter: H ow can EPA more efficiently identify potential risks and facilitate risk reduction decisons for
non-H PV existing chemicas? Draft dated October 6, 2005, answer to questions 1 and 2, p. 3, available at

www.epa.gov/ oppt/npptac/ pubs/finaldraftnonhpvpaper051006. pdf.

® SeeREACH Q&A, December 2006, available at

europaeu/rapid/ pressReleasesA ction.doreference=M EM O/06/488& format=H T M L & aged=0& language=EN & guiL anguag
e=en. TheEU definesan HPV chemica to be one manufactured in the EU at or above 1000 metric tons, or about 2.2
million pounds, annually — more than twice the 1 million pound level that definesaU.S. HPV chemical.

® Thisletter grade of B+ was assigned based on the typica percentile grading scale used in academia, where 90-100%is
considered an A, 80-90%aB, etc.

* See EPA’s 1990 HPV Challenge Program Chemical List and associated indicator codes, available at
www.epa.gov/ hpv/ pubs'update/ hpvchmit.htm. T hereis some overlap among theselists.

% Virtually al of these chemicals are natural products like sugars, oils and fatty acids. See chemicals assigned an indicator of
“1" on EPA’'sH PV Challenge Program Chemical Ligt, available at www.epa.gov/ chemrtk/pubs/update/ hpvchmlt.htm.

Z Polymers and, until recently, inorganic chemicals have generally been exempted from reporting under the TSCA Inventory
Update Rule. See 69 Fed. Rey. 40789-90, available at www.epa gov/fedrgstr/ EPA-T O X/2004/July/D ay-07/t15205.htm.

% Under the OECD SID S Program, chemicals can be sponsored either directly by member governments or by companies
through the ICCA Initiative. For purposes of the Challenge, EPA regarded data development for U.S. H PV chemicas
sponsored by OECD member governments as dready being addressed and therefore these chemicas did not need to be
sponsored by industry directly under the Challenge.

# This count of 265 chemicals excludestwo chemicals — CA S #s 1445450 and 68479981 — designated as orphans by EPA,
which have dso been designated by EPA to be “tentatively” sponsored. EPA’slig of HPV orphans as of November 30, 2006
is available at www.epa.gov/chemrtk/pubs/general/hpvunspn.pdf. Since then, two additiona chemicas— CAS #s 68526829
and 68909182 — have been designated by EPA as orphans, due to withdrawn sponsorships, while two other chemicas— CAS
#5 150505 and 3338247 — have been removed from thelist due to new sponsorships, personal communicationsto the author
from Jeffrey Taylor, EPA Office of Pollution Prevention and T oxics, June 27 and July 11, 2007.

® The datafor the 2002 reporting cycle are the most recent that are publicly available; data now being collected for the 2006
reporting cycle are not yet available. Datafor the 2002 reporting cycle change over time, however, based on corrections
submitted by companies and revisions made by EPA. The 2002 IUR dataused for thisreport were provided to the author by
OPPT «aff in January, 2007.

* Thisletter grade of C+ was assigned based on the typica percentile grading scale used in academia, where 90-100%is
consdered an A, 80-90%aB, 70-80%aC, etc.

" Seeendnote 12.

# Whileinitia test plans are aso sometimes submitted under the OECD program, it isnot aroutine requirement and hence
cannot serve as an interim milestone for the purpose of tracking initial submissions. However, even theinitia posting — prior
to any OECD review — of aSIAR iscounted here as sufficient to have met the initia submission milestone.

# For some | CCA Initiative chemicas, sponsors choose to submit aRSS and TP under the Challenge, aswell asaSIAR
under the OECD SID S Program. T hisoccurs most commonly when the U.S., an OECD member, isthe designated
country sponsor for an industry submission to the OECD program.

* W hile one might think that separate letter grades should have been assigned to these two subcategories of sponsorship,
given that sponsors had a choice asto which program they used and that EPA’stimeline for find submissonswasthe same
for both, it isevident that this milestone should be graded based on the overal performance across both sponsorship
categories.

% See endnote 12.

® Thisletter grade of F was assigned based on the typical percentile grading scale used in academia, where 90-100%is
conddered an A, 80-90%aB, 70-80%aC, 60-70%aD and below 60%an F. In addition, final data setswere originally due
to have been submitted by the end of 2005, more than two-and- & half yearsago. Even for chemicals sponsored directly
under the Challenge, only 54% of final submissions have been received; see text for details.

* In some cases, SIARs are not agreed to after an initial discusson at an OECD meeting, and are sent back for further work
and subsequent re-review.

* See endnote 30.

* Both the extent to which, and therate a which, EPA has developed test rules for Challenge orphans has been dismal, and
would warrant aletter grade of F wereit not for thefact that EPA’s evidentiary burden under TSCA severely congtrainsits
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ability to compe testing. Given those congtraints, EPA is making significant efforts usng authorities available to it to meet
that evidentiary burden wherever it can. But itsprogressto date and limited ability to deliver on its promiseto use test rules
to ensure data development for all Challenge chemicals ill warrantsno better than agrade of D.

* See EPA’s Frequently Asked Questions page for the HPV Challenge, available at

www.epa.gov/ chemrtk/pubs general/hpvfags.htm, wherein EPA states. “EPA plans, if necessary, to make those H PV
chemicads not sponsored in the Challenge Program subject to atest rule under Section 4 of the T oxic Substances Control Act
(TSCA).”

¥ 65 Federal Regiger 81658. Asdated in thisnotice: “EPA has made preliminary findings for these [initial 37] chemicals
under TSCA section 4(a)(1)(B) that: They are produced in substantial quantities; there is or may be substantial human
exposure to them; existing data are insufficient to determine or predict their heath and environmenta effects; and testing is
necessary to develop such data. Testing for additional H PV chemical substanceswill be proposed at alater date asthe
Agency learns more about these additional substanceswith respect to human exposure, release, and sufficiency of the data
and experience available on the hazards of the substances.”

* See www.epa.gov/fedrgstr/ EPA-T OX/2006/M arch/D ay- 16/t2483.htm. The removal of 20 chemicals from the original
list of 37 was dueto two factors. sponsorship of 13 chemicalsin the face of test ruleissuance, and an EPA determination
that seven of the chemicals were no longer produced at H PV levels, based on data from the 2002 reporting cycle under the
TSCA IUR.

* EPA dated it revoked the testing requirements for this substance because it received new information indicating that
worker exposure is limited due to product reformulation, and hence the substance no longer mestsits criteriafor “substantial
human exposure,” asrequired under TSCA. See 71 Fed. Rey. 71058, available a www.epa.gov/fedrgstr/ EPA-

T OX/2006/D ecember/D ay-08/t20908.htm.

“ EPA officids have themselvesindicated that finalization of atest rule can take two to ten years and consume considerable
financia resources, see Government A ccountability Office, Report GAO-05-458, Chemical Regulation — OptionsExid to
Improve EPA'sAbility to Asess Health Risksand M anagel tsChamical Review Pragram, 2005, p. 26, available at

WWW.ga0.gov/ new.items/ d05458.pdf .

“ The early 2007 date was noted in a presentation by Jm Willis, EPA Office of Pollution Prevention and Toxics, a the

H PV DataUsers Conference held in Augtin, T X on December 12-14, 2006, available at

www.nhewmoa.org/ prevention/chemicaspolicy/hpv/materids.cfm. The 2008 date was provided by personal communication
from Jeffrey Taylor, EPA Office of Pollution Prevention and Toxics, duly 11, 2007.

* See EPA’s TSCA Section 8(a) Preliminary Assessment | nformation Reporting (PAIR) Rule and its TSCA Section 8(d)
"Hedth and Safety D ata Reporting Rule. Asexplained in these notices, because EPA had firg listed the chemicason the
Priority Testing List maintained by the Interagency Testing Committee, it was ableto issuetheserulesasfina rulesrather
than first propose and then findize them using full notice-and-comment rulemaking procedures.

® Of theinitial 33 chemicals withdrawn in the face of issuance of the reporting rules, 22 were sponsored directly under the
Chalenge, four more under the OECD and ICCA efforts and seven were determined by EPA no longer to be manufactured
a HPV leves. SeeWillis, op. dt. and Fedaral Regider, September 29, 2006, Vol. 71, No. 189, p. 57439, avalable at
www.epa.gov/fedrgstr/ EPA-T O X/ 2006/ September/ D ay-29/t15959.htm.  Subsequently, two additiona chemicalswere
withdrawn based on sponsorship; see Federal Regider, April 30, 2007, Vol. 72, No. 82, p. 21119, available a
www.epa.gov/fedrgstr/ EPA-T O X/2007/April/D ay-30/t2104.htm.

“ Willis, op. dt.

* Personal communicationsto the author from Joseph Nash, EPA Office of Pollution Prevention and T oxics, July 18, 2007.
* EPA’soveral comment rate exceeding 90%is tempered by the significant number of overdue comments on more recent
submissons; seetext for details.

" See EPA's posting of HPV Challenge submissons and comments, available at

www.epa.gov/ chemrtk/pubs/ summaries/ viewsrch.htm.

* Thisletter grade of C+ isbased primarily on the overall GPA of 2.52, based on grades we assigned to each initial
submission wereviewed. Seetext for details.

* These statistics are drawn from EPA’s latest status report on the HPV Challenge: Statusand FutureDiretionsdf theHigh
Praodudion Vdume ChallengePragram, Office of Pollution Prevention and T oxics, W ashington, DC, December 2004, p. 8,
available at www.epa.gov/ chemrtk/pubs/ general/hpvreport.pdf. W hile they only reflect initia submissions received and
compiled by EPA asof that time, thereisreason to expect that the statistics are largely representative of subsequent
submissions aswell; if anything, the extent of testing proposed by sponsors has declined till further for submissions posted in
recent months.

* See EPA’s guidance documents for the Challenge at www.epa gov/ chemrtk/pubs/ general/guidocs.htm.
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* See Environmenta D efense, HPV Trader, available online at www.environmentaldefense.org/go/ hpvtracker, which is
based on data made public by EPA viaitsH PV Challenge website, www.epa.gov/ chemrtk/index.htm.

* T hese grades were assigned by the principal authors of al of the comments on test plans and robust summaries submitted
by Environmenta Defense: Dr. George Lucier, Director Emeritus of the Environmenta T oxicology Program for the
Nationa Ingtitute for Environmental Hedth Sciences, and Dr. Hazd "Skip" M atthews, toxicology consultant and former

H ead of the Chemistry Section and Chair of the Nomination Faculty for the Nationa T oxicology Program.

® These letter gradesreflect EPA’slate start on developing the H PVI'S, leading to its current partial population and limited
functionality, and thefailure of both the chemical industry and EPA to provide areasonable meansfor the public to track the
status and progress of the Challenge; seetext for details.

* Federal Regiger, December 26, 2000, Vol. 65, No. 248, p. 81692, available at

www.epagov/ chemrtk/pubs/update/ts42213.pdf.

* Federal Rejge, op. dt., p. 81694.

* Ihid.

* The current version of EPA’s“H PV Challenge Summary Report (see www.epa.gov/ chemrtk/pubs/sumresp.htm) has not
been updated since January 20, 2006.

* EPA did add very basic search functiondlity for these documentsto itswebsite in early 2004.

EPA’s status reports are available at www.epa gov/ chemrtk/pubs/general/ hpvstitr.htm.

* See endnote 5.

* SeetheHPV Information System (H PVIS) at www.epa.gov/hpvis.

** EPA agreed to implement the HPV chemical screening process outlined herein within thistime frame, as proposed by its
federal advisory committee, the Nationa Pollution Prevention and T oxics Advisory Committee. See

www.epa.gov/ oppt/ npptac/ pubs/ recommendationfeb2005. pdf.

® See OECD Serieson Tegting and Assessment, No. 33. Harmonised | ntegrated Classfication Sygem for Human Heelth and
Environmental Hazardsdf Chemical Subdanasand Mixtures 14 August 2001, available at
www.olis.oecd.org/olis/2001doc.nsf/L ink T o/ env-jm-mono(2001)6.

* See presentation of M eena Sonawane, EPA Office of Pollution Prevention and Toxics, a the HPV DataUsers
Conference held in Augtin, T X on D ecember 12-14, 2006, available at

www.newmoa.org/ prevention/ chemicaspolicy/ hpv/materials.cfm.

* See presentation of M eena Sonawane, op. dt. The draft screening assessments are for Primene 81-R Amines and 1,3-
Dioxolane.

® Thesethree draft hazard assessments were for two categories, Tdl oil and related substances and Rosin and rosin sdlts, and
for oneindividual chemical, Dichloroacetyl chloride. Communication from Charles Auer, EPA Office of Pollution
Prevention and T oxics, June 26, 2007.

* Communication from Charles Auer, EPA Office of Pollution Prevention and T oxics, June 26, 2007.

* See presentation of M ark Townsend, EPA Office of Pollution Prevention and T oxics, a the H PV Data Users Conference
held in Austin, TX on December 12-14, 2006, available & www.newmoa.org/ prevention/ chemicaspolicy/ hpv/ materias.cfm.
* See ACC’s“Questions and Answers on the Extended H PV Program,” especially the answer to Question 12.

" See ACC’sEH PV webpage, at www.americanchemistry.com/s acc/sec policyissues.asp?CID=432& D1D=1493. In
marked contrast to the HPV Challenge, the chemica industry chose to develop and execute the EH PV Program without
sgnificant involvement of EPA or other stakeholders. Asaresult, basic questions regarding transparency, public access and
EPA and public review of sponsors initia and final submissonsremain at issue. At thetime of the announcement,
Environmenta D efenseissued a pressrelease that both welcomed theinitiative and raised a number of these concerns, severd
of which have yet to be fully addressed.

" See ACC’s EH PV webpage, and ACC'’s press release announcing the EH PV Program, at
www.americanchemistry.com/s acc/bin.asp?CID=206& DID=1711& DOC=FILE.PDF. W hen accessed on July 20, 2007,
the webpage till indicated that “as of M ay 12, 2006” 231 EH PV chemicals had been sponsored, and the spreadsheet posted
on the page also listed that number of commitments.

" See ACC’s press release announcing the EH PV Program, op. dt. In addition to hazard data, companies sponsoring
chemicds have aso been asked to provide information on use and exposure, both for the EH PV chemicas and for origina
Challenge chemicalsfor which it was not provided originaly. For the 231 EH PV chemicalsand for 462 Chalenge
chemicads, companies have agreed to provide such information. See ACC’s EH PV webpage, op. dt.

* 58" (2006) and 56" (2005) Repartsdf the T SCA I nteragengy Teting Committeetothe Adminigratar, U.S.

Environmental Pratetion Agengy, available at tsca-itc.syrres.com/Reports/; and personal communication to the author from
John D. Wadker, EPA Office of Pallution Prevention and T oxics, D ecember 2006. Notethat, if anything, these numbers
overstate the extent to which afull screening-level hazard data set is available, because the search method employed groups
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together multiple endpoints and scores the endpoint category as having data available if even asingle study for asingle
endpoint wasfound. H ence, achemica that hasasngle algae sudy but no fish or Daphnia study would still be scored as
having ecotoxicity data available.

" See EPA’s 1998 Data Availability Study, available at www.epa.gov/ chemrtk/pubs/ general/hazchem.htm.

" See www.epa.gov/ chemrtk/ pubs/ update/ hpvchmlt.htm.

" ACC damed that the Chalenge would cost industry $500 million. Seelast sentence of the summary paragraph at the top
of the following page: www.chemica awareness.org/background/. (T hispage, last visited on 7-11-07, isfrom the website of
the Alliance for Chemical Awareness, an industry group of which ACC isamember. Thetext appearing thereisidentica to
the text Environmentd D efense saved from ACC’s own website on 3-31-05, which has since been modified to eiminate the
reference to the $500 million cost figure. The current version of that pageis available at
www.americanchemistry.com/s acc/bin.asp?CID=439& DID=1515& DOC=FILE.PDF).

At thetime the Challenge was launched, EPA estimated the totd cost to industry (including laboratory, reporting,
adminigtrative and export notification costs) would be $250,000 per chemica to provide afull SID S dataset, assuming no
data dready existed and all endpointswere filled by new testing (see EPA’s Factsheet “High Production Volume Chemicals
Frequently Asked Questions,” p. 4, available at www.epa.gov/ chemrtk/pubs/general/hpvg& a.pdf). Using that figure, $500
million would pay the total costs of fully testing 2,000 chemicas— more than the 1,900 origina program chemicals sponsored
under the Challenge. M orerecently, EPA has estimated that the total cost to industry for full SID S testing would be
$237,000; see 71 Fed. Reg. 71061, available at www.epa.gov/fedrgstr/ EPA-T O X/2006/D ecember/D ay-08/t20908.htm.
Using that figure, $500 million would cover the tota costsfor fully testing more than 2,100 chemicadls.

" Thisdiscussion of aternative methods and needed cautions to prevent their overuse or inappropriate use is adapted from
Denison, R.A. and Balbus, JM . “Environmenta D efense Perspective on I ntegrated Approachesto Chemica T esting and
Assessment,” paper presented at the 39th Joint M eeting of the Chemicals Committee and the W orking Party on Chemicals,
Pegticides and Biotechnology, Organization for Economic Cooperation and D evelopment, 15-17 February, 2006, available at
www.oecd.org/dataoecd/ 19/ 34/ 36286018.pdf.

" This supplemental guidance, which was developed by EPA’s advisory committee, NPPT AC (see “Guidance for Preparing
the Final Category Analyss,” pp. 14-17 of the NPPT AC recommendation document, available at

www.epa.gov/ oppt/ npptac/ pubs/ recommendationfeb2005.pdf), was only communicated to sponsors on July 14, 2005.

* Aspart of the preparation for itsH PV DataUser Conference, EPA funded severa organizations to conduct case studies
entailing the use of the H PVIS and itsdata, both to identify barriersto the use of the database and its data (with the aim of
enhancing HPV1S), and to explore potentia applications of the H PV data. T he reports of those case studiesinclude
discussions of the problemsthe users confronted in carrying out their projects; see the four case sudy reports available at
www.newmoa.org/ prevention/ chemicaspolicy/ hpv/materials.cfm.

* Variations on these arguments have appeared in numerous written materials authored by ACC daff; e.g.:

(1) ACC, “TSCA Myth vs. Fact,” August 2, 2006, available at

www.americanchemistry.com/s acc/bin.asp?SID=1& D1D=3384& CID=433& VID=115& DOC=File.PDF;

(2) Conrad, JW., J., ACC’'s Assstant Genera Counsd, “Open Secrets. The Widespread Availability of Information about
the H ealth and Environmenta Effects of Chemicals,” Law & Contemparary Prddlems Summer 2006, pp. 141- 165, available
at www.law.duke.edu/journals/Icp/articles/ | cp69dsummer2006p141.htm;

(3) Rus=ll, S., Senior Director at ACC, “Views on Success & Future Directions,” presentation at EPA’sHPV DataUsers
Conference held in Augtin, T X on D ecember 12-14, 2006, available at
www.newmoa.org/ prevention/ chemicaspolicy/ hpv/materias.cfm;

(4) Wadls, M., ACC’'sM anaging Director for Regulatory and T echnical Affairs, “T estimony of the American Chemistry
Council before the Senate Environment and Public W orks Committee on the T oxic Substances Control Act,” August 2,
2006, available at epw.senate.gov/public/109th/W alls T estimony.pdf;

(5) Bond, G., Team L eader for ACC’s Hedth, Product and Science Policy Team, “T aking Responsible Action by M aking
Chemical Safety Data Public,” Chemidry Busness September 2004, pp. 17-20, available at

www.americanchemistry.com/s acc/bin.asp?CID=181& DID=334& DOC=FILE.PDF;

(6) Walls, M ., in “The Future Of U.S. Chemical Regulation,” Chamical & Enginexing News January 8, 2007, pp. 34-38,
available at pubs.acs.org/ cen/ government/85/8502regulation.html

* European Commission, Extended | mpad Assessment, COM (2003)644 final, SEC(2003)1171/3, October 29, 2003, p. 27,
available at ec.europa.eu/enterprise/reach/eia_en.htm.

® CEPA Regigiry, “Categorization of Existing Substances’ at www.ec.gc.cal CEPARegistry/subs list/ddl/sl.cfm. Asnoted
by Environment Canada: “T he purpose of categorization isnot to establish therisks to the environment or human health.
Any such risk must be additionaly investigated through a screening assessment of the substance.” See
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www.ec.gc.cal substances’ esel eng/ddl/ cat_background.cfm. Nonethedess, sufficient evidence of potentid risk based on

available information has been found for these chemicasto warrant their further investigation.
® See endnote 76.

* See, for example, Russdll, S., Senior Director at ACC, “Viewson Success & Future Directions” presentation a EPA’s
HPV DataUsers Conference held in Austin, T X on December 12-14, 2006, available at
Www.newmoa.org/ prevention/ chemical spolicy/ hpv/ materias.cfm.
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Appendix 1
Companiesthat reported manufacturing orphan chemicalsbut have not sponsored them

[NOTE: Bemausethebadsfar thislig isthenon-anfidential portion of the2002 IUR, thislig exdudesany companiesthat
desgnated thar assodation with partiaular arphan chemicalsto beanfidential bugnessinfarmation (CBI). “Noampany identified
meansthat no companiesin thenaon- anfidential data wereidentified asassodated with thechamical. Thislig may aloindude
aompani esthat have casad manufacturing an arphan chemical Sneerepartingit in under the2002 |UR.]

CAS Chemical name Producers/importersof each orphan chemical as of 2002,
N umber aslisted in 2002 I nventory Update and current as of 1/07

CHARKIT CHEMICAL CORPORATION
CHATTEM CHEMICALS, INCORPORATED
56406 Glycine GNC GROUP, INC.

TESSENDERLO KERLEY, INC.

THE DOW CHEMICAL COMPANY

CAMBREX CHARLESCITY, INC.
62237 Benzoic acid, 4-nitro- PHT INTERNATIONAL, INC.
R.W.GREEFF & CO.,L.L.C.

CHEM ONELTD

62566 Thiourea SAKAI TRADING NEW YORK INC.

CELANESE CHEMICALS, INC.
CELANESELTD.

75070 Acetaldehyde DAK AMERICAS,LLC

EASTMAN CHEMICAL COMPANY
THE DOW CHEMICAL COMPANY
CHARKIT CHEMICAL CORPORATION

73365 Acetyl chloride TESSENDERLO KERLEY, INC.
75876 Acetadehyde, trichloro- GEMCHEM INC.

77769 Propane, 2,2-dimethoxy- no company identified

78002 Plumbane, tetragthyl- no company identified

BESTON CHEMICAL CORP.
DYNO NOBEL, INC.

1,3-Propanedial, 2,2-

78115 b (itroog)metin]-. dinitrate (eser) | ENS ON-BICKFORD INDUSTRIES, INC.
INTERNATIONAL SPECIALTY CHEMICALS,
INC.

61072 1,2-Benzisothiazol-3(2H)-one, 1,1- CINCINNATI SPECIALTIES, LLC

dioxide HENKEL LOCTITE CORP.
- . OMNISPECIALTY CORPORATION

81163 1-Naphthalenesulfonic acid, 2-amino- =y un = S S = SRPORATION OF AMERICA

81845 Naphthalic anhydride no company identified

83410 Benzene, 1,2-dimethyl-3-nitro- BASF CORPORATION

CHEMICAL PRODUCTSCORP.
MITSUBISHI INTERNATIONAL
84651 9,10-Anthracenedione CORPORATION

SHANCO INTERNATIONAL, INC.
SUNBELT CORPORATION

BOEHME FILATEX, INC.
KIC CHEMICALS, INC.
UNITEX CHEMICAL CORP.

1,2-Benzenedicarboxylic acid, big(2-

84695 methylpropyl) ester
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CAS Chemical name Pro_ducqs/importersof each orphan chemical as of 2002,
Number aslisted in 2002 | nventory Update and current as of 1/07
85405 4-Cycdohexene- 1,2-dicarboximide no company identified
89327 1H,3H-Benzo[1,2-c:4,5-cdifuran- E.|.DUPONT DE NEMOURSAND CO., INC.
1,3,5,7-tetrone JAYHAWK FINE CHEMICALS
91532 Q_uinoline, 6-ethoxy-1,2-dihydro-2,2,4- | CINCINNATI SPECIALTIES, LLC
trimethyl- FLEXSYSAMERICA, LP
91689 Phenal, 3-(diethylamino)- MITSUI & CO. (U.SA.)INC.
94962 1,3-Hexanediol, 2-ethyl- DIXIE CHEMICAL COMPANY, INC.
BASF CORPORATION
96220 3-Pentanone EXXON MOBIL CORP.
THE DOW CHEMICAL COMPANY
97007 Benzene, 1-chloro-2,4-dinitro- no company identified
. GNC GROUP, INC.
98099 Benzenesulfonyl chloride UNIVAR USA INC.
98168 m-Tquidine, .apha,.dpha,.apha- no company identified
trifluoro-
CHEMCENTRAL CORP.
E.|.DUPONT DE NEMOURSAND CO., INC.
MITSUBISHI INTERNATIONAL
98566 Benzene, 1-chloro-4-(trifluoromethyl)- CORPORATION
PHT INTERNATIONAL, INC.
R.W.GREEFF & CO.,L.L.C.
UNIVARUSA INC.
100538 Nicotinonitrile EE EVRON PHILLIPSCHEMICAL COMPANY
9-Octadecenoic acid, 12- (acetyloxy)-,
101348 1,2,3-propanetriyl ester, CASCHEM, INCORPORATED
(92,92,9'7,12R,12'R,12"R)-
104665 | Bonzene L1V[12- SPECIALTYCHEM PRODUCTS CORPORATION
ethanediylbis(oxy)]bis-
104916 Phenal, p-nitroso- no company identified
HAARMANN & REIMER
104938 Benzene, 1-methoxy-4-methyl- AYHAWK FINE CHEMICALS
no company identified
107391 1-Pentene, 2,4,4-trimethyl- no company identified
no company identified
107404 2-Pentene, 2,4,4-trimethyl- no company identified
108190 I midodicarbonic diamide CFINDUSTRIES, INC
AMERIBROM, INC.
109875 Diethylamine THE DOW CHEMICAL COMPANY
TICONA
. AIR PRODUCTSAND CHEMICALS, INC.
110052 | t-Butyl peroxide AKZO NOBEL POLYMER CHEMICALSLLC
110189 l(;lthlir,]l;ld,il:n—“tr?garnethyl-l,Z— no company identified
110338 Adipic acid, dihexyl ester no company identified
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CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
DOW CORNING CORPORATION
MITSUI & CO. (U.SA)INC.
110441 2,4-H exadienoic acid, (2E,4E)- SAKAI TRADING NEW YORK INC.
TOMEN AMERICA, INC.
UNIVARUSA INC.
111444 Ethane, 1,1'-oxybig2-chloro- E.T.HORN CO.
111853 Octane, 1-chloro- LONZA INC.
111911 M ethane, big(2-chloroethoxy)- no company identified
112527 D odecane, 1-chloro- LONZA INC.
118821 ES;?_OI' 4,4-methylenebis|2,6-di-tert- no company identified
no company identified
118901 o-Toluic acid no company identified
no company identified
119335 p-Cresol, 2-nitro- no company identified
ATOFINA CHEMICALS, INC.
BERXE INC.
CIBA SPECIALTY CHEMICALS
. CORPORATION
119619 M ethanone, diphenyl- COGNISCORPORATION
MORRE-TEC IND. INC.
SARTOMER COMPANY, INC.
VELSICOL CHEMICAL CORPORATION
. . BASF CORPORATION
121697 | Benzenamine, N, N-dimethyl- BUFFALO COLOR CORPORATION
ALLIANT TECHSYSTEMSINC.
. - BAE SYSTEMSORDNANCE SYSTEMSINC.
121824 1,3,5-Triazine, hexahydro-1,3,5-trinitro- BESTON CHEMICAL CORP.
TRW VEHICLE SAFETY SYSTEMS, INC..
. ATOFINA CHEMICALS, INC.
124630 M ethanesulfonyl chloride PHT INTERNATIONAL, INC.
197684 Benzenesulfonic acid, 3-nitro-, sodium BASF CORPORATION
st COLOR RESOURCESINTERNATIONAL
131577 | Methanone, (2-hydroxy-4- DOW CORNING CORPORATION
methoxyphenyl)phenyl-
137166 Disulfide, big(dimethylthiocarbamoyl) THE DOW CHEMICAL COMPANY
137202 ;‘afrme’ N-methyi-N-oleoyl- sodium no company identified
138250 I sophthalic acid, 5- no company identified
s Triazine, 2-chloro-4,6- . .
139402 bis(isopropylaming)- no company identified
140932 Carbonadithioic acid, O- (1-methylethyl) | ALKEMIN
edter, sodium salt UNIVARUSA INC.
142303 Oleic acid, butyl ester AIR PRODUCTSAND CHEMICALS, INC.
142734 Glycine, N-(carboxymethyl)- no company identified
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CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
CHEM ONELTD
144627 Ethanedioic acid LM MARKETING, INC.
UNIVARUSA INC.
149440 M ethanesuifinic acid, hydroxy-, THE GOODYEAR TIRE & RUBBER COMPANY
monosodium salt
. no company identified
330541 Urea, 3-(3,4-dichlorophenyl)-1,1- no company identified
dimethyl- - —
no company identified
460004 Benzene, 1-bromo-4-fluoro- DIAZ CHEMICAL CORP
506514 1-Tetracosanal SASOL NORTH AMERICA INC.
506525 1-H exacosanal SASOL NORTH AMERICA INC.
513746 SC;[rbamlc acid, dithio-, monoammonium no company identified
515402 Benzene, (2-chloro-1,1-dimethylethyl)- CLARIANT LSM (AMERICA) INC.
529339 1-Naphthoal, 1,2,3,4-tetrahydro- no company identified
529340 1(2H)-Naphthaenone, 3,4-dihydro- no company identified
CYMETECH, LLC
542927 1,3-Cyclopentadiene SUMITOMO CORPORATION OF AMERICA
VELSICOL CHEMICAL CORPORATION
553264 Ethanol, duminum salt SYNGENTA CROP PROTECTION, INC.
557619 1-Octacosanol no company identified
563724 Oxdic acid, cacium st (1:1) no company identified
. EXXON MOBIL CORP.
590192 1,2-Butadiene 1M MARKETING. INC.
592450 1,4-H exadiene no company identified
594423 M ethanesulfenyl chloride, trichloro- no company identified
598721 Propanoic acid, 2-bromo- CLARIANT LSM (MISSOURI) INC.
617947 E?Ztelfl’jj”ethano" -apha., apha- GEO SPECIALTY CHEMICALS, INC.
624839 I socyanic acid, methyl ester no company identified
628137 Pyridine, hydrochloride no company identified
628966 1,2-Ethanediol, dinitrate DYNO NOBEL, INC.
. OXY VINYLS,LP
630206 | Aluminum stearate THE DOW CHEMICAL COMPANY
645625 2-H exend, 2-ethyl- THE DOW CHEMICAL COMPANY
693958 Thiazole, 4-methyl- no company identified
756809 ePﬁr:grsphorodnhlmc acid, O,0-dimethyl no company identified
groroa | Methanesulfonicadd, hydroxy-, EASTMAN KODAK COMPANY
monosodium salt
. L MONSANTO COMPANY
928793 SGﬂlglc:me, N - (carboxymethyl)-, disodium SOLUTIA INC.
STERLING CHEMICALS, INC.
939979 Benzddehyde, p-tert-butyl- no company identified
BASF CORPORATION
1000824 | Urea. (hydroxymethyl)- BORDEN CHEMICAL, INC.
1002693 Decane, 1-chloro- LONZA INC.
1111780 Carbamic acid, monoammonium salt BASE CORPORATION

CFINDUSTRIES, INC
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CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
1323655 Phenal, dinonyl- DOVER CHEMICAL CORP.
Benzenesulfonic acid, [[4-[[4- BASF CORPORATION
(phenylamino)phenyl][4- (phenylimino)-
1324761 2.5-cyclohexadien-1- MICRO INKS
ylidenel methyl] phenyl]amino]- TOYO INK AMERICA, LLC.
1401554 Tannins no company identified
1498517 Phosphorodichloridic acid, ethyl ester no company identified
1738256 Propanenitrile, 3-(dimethylamino)- AIR PRODUCTSAND CHEMICALS, INC.
1912249 s Triazine, 2-chloro-4-(ethylamino)-6- no company identified
(isopropylamino)-
2152649 C.I. Solvent Blue 23, monohydrochloride | no company identified
DYNACHEM, INC
2210799 Oxirane, [(2-methylphenoxy)methyl]- RESOLUTION PERFORMANCE PRODUCTS
VANTICO INC.
2372454 Butyl alcohol, sodium sat no company identified
2409554 Phenoal, 2-(1,1-dimethylethyl)-4-methyl- | MERISOL ANTIOXIDANTSLLC
2425549 T etradecane, 1-chloro- LONZA INC.
2494895 Ethanal, 2-[(4-aminophenyl)sulfonyl]-, CIBA SPECIALTY CHEMICALS
hydrogen sulfate (ester) CORPORATION
Phosphorochloridothioic acid, O,0-
2524030 dimethyl ester AVECIA INC.
2524041 Rhosphorochlorldoth|0|c acid, 0,0- DOW AGROSCIENCES
diethyl ester
2691410 1,3,5,7- T etrazocine, octahydro-1,3,5,7- BAE SYSTEMSORDNANCE SYSTEMSINC.
tetranitro- BESTON CHEMICAL CORP.
2814202 4(1H)-Pyrimidinone, 6-methyl-2-(1- CIBA SPECIALTY CHEMICALS
methylethyl)- CORPORATION
2905626 Benzoyl chloride, 3,5-dichloro- OCCIDENTAL CHEMICAL CORPORATION
2015539 | Maleic adid, dioctyl ester no company identified
no company identified
2941642 Carbonochloridothioic acid, S-ethyl ester | SYNGENTA CROP PROTECTION, INC.
AIR PRODUCTSAND CHEMICALS, INC.
3030836 | Ethenesulfonic acid, sodium salt BASF CORPORATION
HUNTSMAN PETROCHEMICAL
CORPORATION
3132998 Benzaldehyde, 3-bromo- CLARIANT LSM (AMERICA) INC.
3386332 Octadecane, 1-chloro- LONZA INC.
3724650 Crotonic acid no company identified
3779633 | Lo Triazine24,6(1H,3H SH)-trione, | | yoNpEL L CHEMICAL COMPANY
1,3,5-trisg(6-isocyanatohexyl)-
1,3-Benzenedicarboxylic acid, 5-sulfo-,
3965557 13-dimethyl ester, sodium salt E.|.DUPONT DE NEMOURSAND CO.,INC.
4035896 _Imldodlcarbonlc diamide, N,N",2-trig(6- BASE CORPORATION
isocyanatohexyl)-
4170303 2-Butena SASOL CHEMICALSNORTH AMERICA LLC
4316738 Glycine, N-methyl-, monosodium salt BASF CORPORATION

THE DOW CHEMICAL COMPANY
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CAS Chemical name Pro_duce_rs/importersof each orphan chemical as of 2002,
N umber aslisted in 2002 I nventory Update and current as of 1/07
BORDEN CHEMICAL, INC.
. CHAMPION TECHNOLOGIES, INC/EH&S
4719044 tlr’i?;i';gfz'”el'g’5(2H AH.6H)- CORSICANA TECHNOLOGIESINC.
MARCHEM TECHNOLOGIES
PCHEM, INC.
4860031 H exadecane, 1-chloro- LONZA INC.
Oxiranemethanamine, N-[4-
5026744 (oxiranylmethoxy)phenyl]-N- VANTICO INC.
(oxiranylmethyl)-
5216251 ;I'e;)rlziﬂirg,_.a}pha,.alpha,.alpha- no company identified
5460003 2,7_—Na)hthaienedisjlfonic ac1d 4- CIBA SPECIALTY CHEMICALS
amino-5-hydroxy-, monosodium salt CORPORATION
s Triazine, 2-(tert-butylamino)-4- . .
5915413 chloro-6-( ethy(llaﬂino)}/ ) no company identified
CHEM ONELTD
D-erythro-H ex-2-enonic acid, .gamma.-
6381777 ' PMPFERMENTATION PRODUCTS, INC.
lactone, monosodium salt
UNIVARUSA INC.
2-Naphthaenesulfonic acid, 6-[(2,4-
diaminophenyl)azo]-3-[[4-[[4-][[7-[(2,4-
6473138 dianinophmyl)azo]-1-hydroxy—3-sulf0- CIBA SPECIALTY CHEMICALS
2-naphtha enyl]azo] phenyl]amino] - 3- CORPORATION
aulfophenyl] azo] - 4- hydroxy-, trisodium
st
7795951 1-octanesulfonyl chloride no company identified
COOPERSCREEK CHEMICAL CORPORATION
CROWLEY TARPRODUCTSCO,, INC.
8001589 Creosote RAILWORKS CORP.
SUMITOMO CORPORATION OF AMERICA
TRENTON SALES, INC
E.|.DUPONT DE NEMOURSAND CO.,INC.
FORMULABS
8005025 C.l. Solvent Black 7 INTERNATIONAL BUSINESSMACHINES
ORIENT CORPORATION OF AMERICA
USR OPTONIX, INC.
ERIE COKE CORP.
8007452 Tar, cod REILLY INDUSTRIES, INC.
TONAWANDA COKE CORP.
10265697 | Glycine, N-phenyl-, monosodium salt BUFFALO COLOR CORPORATION
13749945 | Acetohydroximic acid, thio-, methyl ester | no company identified
CLARIANT LSM (AMERICA) INC.
13826352 | Benzenemethanol, 3-phenoxy- FMC CORPORATION
17103310 | Urea sulfate (2:1) AGRIUM U.S. INC.
17321470 ;r;?gaﬁﬁrgel:jothmm add, 0,0- no company identified
2,4,6,8,3,5,7-
17976431 | Benzotetraoxatriplumbacycloundecin- HALSTAB DIVISION, HAMMOND GROUP,

3,5,7-triylidene, 1,9-dihydro- 1,9-dioxo-

INC.
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CAS Chemical name Prqduce_rs/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
19438610 | Phthdic anhydride, 4-methyl- no company identified
19525598 | Glycine, N-phenyl-, monopotassum sdt | BUFFALO COLOR CORPORATION
20068024 | Crotononitrile, 2-methyl-, (Z)- no company identified
Phosphorous acid, 2-(1,1-
dimethylethyl)-4-[1-[3-(1,1-
20227536 | dimethylethyl)-4-hydroxyphenyl]-1- ZEON CHEMICALSL.P.
methylethyl] phenyl big(4- nonylphenyl)
ester
21351393 | Urea, sulfate (1:1) AGRIUM U.S. INC.
Propanoic acid, 2-methyl-, 3-
22527635 (ber?zoyloxy)—2,2,4—trim):athylpentyl eter VELSICOL CHEMICAL CORPORATION
24615847 | Hydracrylic acid, acrylate no company identified
MITSUI & CO. (U.SA)INC.
24634615 2,4-H exadienoic acid, potassum sdt, SAKAI TRADING NEW YORK INC.
(2E,4E)- TOMEN AMERICA, INC.
UNIVARUSA INC.
24794589 | FOrmicadd, compd. with 2,212 W.R. GRACE, PERFORMANCE CHEMICALS
nitrilotrig ethanol] (1:1)
25154385 | Piperazineethanol no company identified
25168052 | Toluene, ar-chloro- no company identified
25168063 | Phenal, isopropyl- no company identified
L DYNACHEM, INC
25321419 | Benzenesulfonic acid, dimethyl- RUTGERS ORGANICS CORPORATION
25377735 | Oléin mono-Octadecenoic acid, 12.3- | 4\ E cHEMICAL COMPANY, INC.
propanediol monoester
25383097 ;e:r'i';a;'j;n%e[ with lacticadd bimol. | ) ey identified
M ethanesulfonamide, N-[2-[(4-amino-
25646713 | 3-methylphenyl)ethylamino]ethyl]-, AGFA CORPORATION
aulfate (2:3)
26377297 Q;S,p:o%ri%?:gotlc aid, 0,0-dimethyl no company identified
26401274 | Phosphorous acid, isooctyl diphenyl eter | GENERAL ELECTRIC CO.
Phosphorous acid, cydic HEICO CHEMICALSINC
26544387 | neopentanetetrayl big(2,4,di-tert- LONZA INC.
butylphenyl) ester MILLIKEN CHEMICAL
: : LONZA INC.
26680546 | 2,5-Furandione, dihydro-3-(octenyl)- MILLIKEN CHEMICAL
27193288 | Phenal, octyl- no company identified
27859581 | Phthalic acid, diisononyl ester MILLIKEN CHEMICAL
28106301 | Benzene, ethenylethyl- THE DOW CHEMICAL COMPANY
28188241 | Stearic acid, triester with pentaerythritol | no company identified
28908001 | Benzothiazole, 2-[(chloromethyl)thio]- no company identified
30574971 | 2-Butenenitrile, 2-methyl-, (2E)- E.|.DUPONT DE NEMOURSAND CO.,INC.
I ic acid gi MILPORT ENTERPRISES, INC.
31138655 ;‘t? E’Z?(;_';epton'c aad, MONOsDAUM /L CAN PERFORMANCE CHEMICALS
W.R. GRACE, PERFORMANCE CHEMICALS
34689468 | Phenol, methyl-, sodium sait MERISOL USA LLC (FORMERLY MERICHEM -

SASOL USALLC)
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CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
35203066 | Conzenamine, 2-ethyl-6-methyl-N- MONSANTO COMPANY
methylene-
35203088 | Benzenamine, 2,6-diethyl-N-methylene- | MONSANTO COMPANY
37734455 | Cabonochloridothioic add, S SYNGENTA CROP PROTECTION, INC.
(phenylmethyl) ester
37764253 Sr%i:?ylfe' 2:2-dichloro-NN-di-2- SYNGENTA CROP PROTECTION, INC.
Benzenesulfonic acid, 4-chloro-3,5- . -
38185067 dinitro-, potassium sait no company identified
38321185 g?mol, 2-(2-butoxyethoxy)-, sodium no company identified
CLARIANT LSM (AMERICA) INC.
39515510 | Benzddehyde, 3-phenoxy- FMC CORPORATION
SYNGENTA CROP PROTECTION, INC.
40630635 | 1-octanesulfonyl fluoride no company identified
40876980 | Butanedioic add, oxo-, diethyl eter, no company identified
ion(1-), sodium
51632167 | Benzene, 1-(bromomethyl)-3-phenoxy- no company identified
52184197 | Phenol, 24-bis(1,1-dimethylpropy)-6- | ) company identified
[(2-nitrophenyl)azo] -
Propanesulfonic acid, 2- hydroxy-3- . .
52556420 (propenyloxy)-, Nasalt no company identified
52663577 | Ethanol, 2-butoxy-, sodium salt no company identified
Phosphoric acid, (1,1- . -
56803373 dimethylethyl)phenyl diphenyl ester no company identified
Chromate(3-), big 3- (hydroxy- CIBA SPECIALTY CHEMICALS
kappa.0)-4-[[2- (hydroxy-.kappa.0)-1- | CORPORATION
57693148 :
naphthadenyl] azo- .kappa.N 1]- 7- nitro-1-
naphthalenesulfonato(3-)]-, trisodium ORGANIC DYESTUFFSCORPORATION
CAPITAL RESIN CORPATION
COGNISCORPORATION
61788441 | Phenoal, styrenated DUREZ CORPORATION
FLEXSYSAMERICA LP
THE GOODYEAR TIRE & RUBBER COMPANY
61788769 | Alkanes, chloro DOVER CHEMICAL CORP.
61789853 | Sulfonic acids, petroleum no company identified
61790134 | Naphthenic acids, sodium salts WILLIAMSREFINING & MARKETING, L.L.C.
Phosphorochloridous acid, bis(4- . .
63302498 nonylphenyl) ester no company identified
64743028 | Alkenes C>10 .dpha- MITSUBISHI CHEMICAL AMERICA INC.
64743039 | Phenals, (petroleum) FARMLAND INDUSTRIES, INC.
65652417 | nosphoricacid, big(1,1- no company identified

dimethylethyl)phenyl] phenyl ester
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CAS
Number

Chemical name

Producers/importersof each orphan chemical as of 2002,
aslisted in 2002 I nventory Update and current as of 1/07

65996783

Light ail, coal, coke-oven

ACME STEEL COMPANY

CITIZENSGAS& COKE UTILITY, MFG.
DIVISION

DRUMMOND COMPANY, INC.

EMPIRE COKE COMPANY

GREAT LAKESDIVISION, NATIONAL STEEL
CORPORATION

ISG WARREN INC.

KOPPERSINDUSTRIES, INC.

NATIONAL STEEL CORP.

TONAWANDA COKE CORP.

UNITED STATESSTEEL CORP.

USSCLAIRTON WORKS

WHEELING-PITTSBURGH STEEL
CORPORATION

65996794

Solvent naphtha, coa

HEMPEL (USA)

KOPPERSINDUSTRIES, INC,CM&C

65996829

Tar ails, cod

HONEYWELL INTERNATIONAL, INC

KOPPERSINDUSTRIES, INC,CM&C

KOPPERSINDUSTRIES, INC.

REILLY INDUSTRIES, INC.

65996830

Extracts, cod tar oil ak.

KOPPERSINDUSTRIES, INC,CM&C

MERISOL USA LLC (FORMERLY MERICHEM-
SASOL USA LLC)

65996863

Extract ails, cod, tar base

KOPPERSINDUSTRIES, INC,CM&C

65996874

Extract resdues, cod, tar oil ak.

KOPPERSINDUSTRIES, INC,CM&C

65996896

Tar, coal, high-temp.

ACME STEEL COMPANY

BETHLEHEM STEEL CORPORATION

COOPERSCREEK CHEMICAL CORPORATION

DRUMMOND COMPANY, INC.

EMPIRE COKE COMPANY

GREAT LAKESDIVISION, NATIONAL STEEL
CORPORATION

HONEYWELL INTERNATIONAL, INC

ISG WARREN INC.

KOPPERSINDUSTRIES, INC,CM&C

KOPPERSINDUSTRIES, INC.

NATIONAL STEEL CORP.

ORMET PRIMARY ALUMINUM
CORPORATION

REILLY INDUSTRIES, INC.

UNITED STATESSTEEL CORP.

WHEELING-PITTSBURGH STEEL
CORPORATION

65996910

Digtillates, coa tar, upper

HONEYWELL INTERNATIONAL, INC

KOPPERSINDUSTRIES, INC,CM&C

KOPPERSINDUSTRIES, INC.

REILLY INDUSTRIES, INC.
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CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
COOPERSCREEK CHEMICAL CORPORATION
65996921 | Didillates, cod tar KOPPERSINDUSTRIES, INC.
RAILWORKSCORP.
66241110 | C.I. Leuco Sulphur Black 1 no company identified
67763148 | nosphoricadd, mono(2-ethyiheyl) | e 5\ MoBIL CORP.
ester, compound with tert-dodecanamine
68081867 | Phenol, nonyl derivs. no company identified
68082780 | Lard, oil, Meesters no company identified
68131135 | Amides, coco, N-(hydroxyethyl) no company identified
68153606 7 S
with diethylenetriamine, acetates PCHEM. INC.
Phosphorodithioic acid, O,0-di-C1-14- . .
68187417 alkyl esters no company identified
68187575 | Pitch, coa tar-petroleum KOPPERSINDUSTRIES, INC.
68187597 | Coal, anthracite, calcined UCAR CARBON CO.INC.
. : COGNISCORPORATION
68187768 | Cadtor ail, sulfated, sodium salt FREUDENBERG - NOK, GP
L CASCHEM, INCORPORATED
68187848 | Cagor ail, oxidized WERNER G. SMITH_ INC.
68188181 | Paraffin oils, chlorosulfonated, saponified | BASF CORPORATION
68308747 | Amides, tall-oil fatty, N,N-di-Me no company identified
Fatty acids, tal-oil, 2-(2- . o
68309160 hydroxyethoxy)ethyl esters no company identified
68309273 ;af[tsy adids, tall-oil, sulfonated, sodium no company identified
68334010 Disulfides, alkylaryl diakyl, petroleum MERISOL USALLC (FORMERLY MERICHEM-
refinery spent caustic oxidn products SASOL USALLC)
D ecanoic acid, mixed esterswith
68441667 | dipentaerythritol, octanoic acid and no company identified
valeric acid
Acetadehyde, reaction productswith . .
68442604 formadehyde, by-products from no company identified
2-Butenediamide, (E)-, N,N'-big2-(4,5-
68442773 | dihydro-2-nortal-oil akyl-1H-imidazol- | no company identified
1-yl)ethyl] derivs,
68457749 | Phenol, isobutylenated methylstyrenated | THE GOODYEAR TIRE & RUBBER COMPANY
68513622 | Disulfides, C5-12-akyl no company identified
68515809 | Barium, carbonatenonylphenol BAERLOCHER USA LLC
complexes
6520820 | Alkenes C6-10, hydroformylation STERLING CHEMICALS, INC.
products, high-bailing
68527026 | Alkenes, C12-24, chloro DOVER CHEMICAL CORP.
68527220 | N\ Phtha petroleum, day-treated light | 1oy R NTEXACO CORPORATION
graight-run
68584258 | Denzenesulfonic add, C10-16-alkyl HUISH DETERGENTSINC.
derivs., compds. with triethanolamine
6602813 | DiStillates hydrocarbon resin prodn. SARTOMER COMPANY, INC.

higher boiling
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CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
Quaternary ammonium compounds,
68607283 | (oxydi-2,1-ethanediyl)bigcoco CHAMPION TECHNOLOGIES, INC/EH&S
akyldimethyl, dichlorides
Ethane, 1,2-dichloro-, manuf. of, by- . .
68608593 oroducts from, distn. lights no company identified
68600041 | CYdlohexane, oxidized, non-addichy- | g\ o cORPORATION
products, distn. residues
68600052 | Cydohexane oxidized, non-addichy- | 55 o cORPORATION
products, digtn. lights
68610902 ;z:‘;med'o'c aid (2E)-, di-C8-18-akl | ;| cAN PERFORMANCE CHEMICALS
AGRIUM U.S. INC.
CFINDUSTRIES, INC
68611643 Urea, reaction products with FARMLAND INDUSTRIES, INC.
formaldehyde ROYSTER-CLARK NITROGEN, INC
TERRA NITROGEN, LP
TRIAD NITROGEN, L.L.C.
68647609 | Hydrocarbons, C>4 no company identified
68649423 Phosphorodithioic acid, O,0-di-C1-14- | EXXON MOBIL CORP.
akyl esters, zinc salts FORD MOTOR COMPANY
68650362 I’;;ma“c hydrocarbons, C8, o-xylene- | 5N ocoPHILLIPS
68782978 D|st_|llat_$(p_aroleum), hydrofined no company identified
lubricating-oil
with 2-[(2-aminoethyl)amino] ethanol KAO SPECIALTIESAMERICASLLC
CHAMPION TECHNOLOGIES, INC/EH&S
68900182 | Fyrdinium, 1-(phenylmethyl)-, EtMe ) o7 .
derivs, chlorides
PCHEM, INC.
68009773 | vith ammenia morphomedanve. | HUNTSMAN PETROCHEMICAL
. & morp CORPORATION
Residues
Fatty acids, tal-oil, low-boiling, reaction
68915059 | productswith anmonia ethanolamine ARR-MAZ PRODUCTS, L.P.
reaction by-products
68915399 ;Iytd‘)hexa”e' oxidized, ag. @t., sodium | 55 o cORPORATION
68918161 | Tar, cod, dried and oxidized no company identified
68919175 H ydrocarbons, C12-20, catalytic COASTAL EAGLE POINT OIL COMPANY
akylation by-products THE GOODYEAR TIRE & RUBBER COMPANY
N . TPI PETROLEUM, INC.,A COMPANY OF
68920649 | Disulfides, di-C1-2-akyl VALERO
68937291 | 1,6-Hexanediol, distn. resdues BASF CORPORATION
68937699 | Carboxylic acids, C6-18 and C5-15-di- no company identified
68938965 | Benzene, phenoxytetrapropylene- no company identified
Benzene, mixed with toluene,
68953800 dealkylation product CONOCOPHILLIPS
68955373 | Chlorides, talow, hydrogenated no company identified
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chloroethyl esters

CAS Chemical name Producers/importersof each orphan chemical as of 2002,
Number aslisted in 2002 I nventory Update and current as of 1/07
68955760 | \romatic hydrocarbons, C9-16, biphenyl | -\ 5 copHLLIPS
deriv.-rich
68987417 | Benzene, ethylenated no company identified
68987666 | Ethene, hydrated, by-productsfrom no company identified
6808g227 | LA-Benzenedicarboxylicadid, dimethyl | )\ pry/A SPECIALTIESSARL. D/BIA KOSA
ester, manuf. of, by-products from
BETHLEHEM STEEL CORPORATION
CITIZENSGAS& COKE UTILITY, MFG.
68990614 | Tar, cod, high-temp., high-solids DIVISION
WHEELING-PITTSBURGH STEEL
CORPORATION
68990658 Fats_and Glyceridic oils, vegetable, no company identified
reclaimed
70084089 | " bencsand Terpenolds C10-30, disn- |y oy EMCIAL HOLDINGSING
20693504 Phenal, 2,4-big(1-methyl- 1- CIBA SPECIALTY CHEMICALS
phenylethyl)- 6-[ (2- nitrophenyl)azo] - CORPORATION
Amides, coco, N-[3-
(dimethylamino)propyl], alkylation . o
70851080 products with sodium 3-chloro-2- no company identified
hydroxypropanesulfonate
Ethanal, 2,2'-oxybis-, reaction products
71077059 | with ammonia, morpholine product no company identified
tower resdues
72162153 | 1-decene, sulfurized BP AMERICA INC.
Tannins, reaction products with sodium
72854274 | bisulfite, sodium polysulfide and sodium | no company identified
aulfite
73665186 Extract resdues, (cod), tar ail k., no company identified
naphthalene distn. residues no company identified
83864022 B|s(§d|pon|tr|Ie)d|q1anob|s(tr|phenylbora no company identified
ne)nickel
H exanedioic acid, esterswith high-
84501860 | boiling C6-10-akene hydroformylation WERNER G. SMITH, INC.
products
90640805 | Anthraceneail HEMPEL (USA)
- . KOPPERSINDUSTRIES, INC,CM&C
90640861 | Didillates, coal tar, heavy oils KOPPERS INDUSTRIES, INC.
119345027 Sgi]j:]e’ 1.1-oxybis-, tetrapropylene no company identified
Phosphoric acid, mixed 3-bromo-2,2-
125997208 | dimethylpropyl and 2-bromoethyl and 2- | no company identified

SOURCE: (1) Companiesreporting 1990 HPV chemicasin the 2002 TSCA Inventory Update reporting cycle, available at
www.epa.gov/ oppt/iur/tools data/ 2002- comp-chem-recordshtm. T he datafor the 2002 reporting cycle are the most recent that are

publicly available; data now being collected for the 2006 reporting cycle are not yet available. D atafor the 2002 reporting cycle change over
time, however, based on corrections submitted by companies and revisons made by EPA. The 2002 |UR data used for thisreport were

provided to the author by OPPT gaff in January, 2007. (2) EPA’sligt of orphan chemicads as of 11-30-06, available at

www.epa.gov/ chemrtk/pubs/ general/ hpvunspn.xls, plustwo additional chemicals— CA S #s 68526829 and 68909182 — that have since been

designated by EPA as orphans, due to withdrawn sponsorships, and minustwo other chemicals— CAS#s 150505 and 3338247 — that have
since been gponsored; personal communicationsto the author from Jeffrey Taylor, EPA Office of Pollution Prevention and T oxics, June 27
and duly 11, 2007. (EPA’slig indudestwo other chemicals our table doesnot include. These are chemicals EPA designates as orphans

but for which tentative sponsorships have been made: CA S#s 1445450 and 68479981).
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Appendix 2

Chemicalssponsored directly under theH PV Challengelacking even initial submissions,
and the companiesor consortiathat have sponsored them

A. Ligted by chemical

CAS Chemical Name Companies/Consortia
Number
74953 M ethylene bromide* Albemarle Corporation
74975 Chlorobromomethane Albemarle Corporation
75467 Trifluoromethane E.l. du Pont de Nemours and Company
90437 Ortho-phenyl phenol The Dow Chemica Company
94757 2,4-dichlorophenoxyacetic acid The Dow Chemica Company
118489 | satoic anhydride Synthetic Organic Chemical M anufacturers
Association (SOCM A) Isatoic Anhydride
Codlition
122190 Benzyl dimethyl octadecyl ammonium chloride Consumer Specialty Products Association
(CSPA) ADBAC Steering Committee/ Joint
Venture
150505 Tributyl trithiophosphite Bayer Corporation
288880 s Triazole Bayer Corporation
409029 H eptenone, methyl- ExxonM obil Chemical Company
542756 1,3-dichloropropene The Dow Chemica Company
929066 Diglycolamine Huntsman Corporation
1333079 Toluenesulfonamide Toluenesulfonamide T eting Group
1809194 Phosphonic acid, dibutyl ester Rhodialnc.
1918021 4-amino-3,5,6-trichloropicolinic acid The Dow Chemica Company
1929824 2-chloro-6- (trichloromethyl)- pyridine The Dow Chemica Company
3338247 Sodium diethyl dithiophosphate Bayer Corporation
6289469 1,4- Cycdohexanedicarboxylic acid, 2,5-dioxo-, Color Pigments M anufacturers Association, Inc.
dimethyl ester (CPMA)
6471789 Benzenesulfonic acid, 4-amino-5-methoxy-2- International Association of Color M anufacturers
methyl- Noveon, Inc.
Sengent ColorsInc.
61789728 | Benzyl (hydrogenated tallow alkyl) dimethyl Consumer Specialty Products Association
ammonium chloride (CSPA) ADBAC Steering Committee/ Joint
Venture
61789739 | Benzyl (hydrogenated tallow akyl) methyl Consumer Specialty Products Association
ammonium chloride (CSPA) ADBAC Steering Committee/ Joint
Venture
68391015 | Benzyl C12-18 dkyl dimethyl ammonium chloride | Consumer Specialty Products Association
(CSPA) ADBAC Steering Committee/ Joint
Venture
68424851 | Benzyl C12-16 dkyl dimethyl ammonium chloride | Consumer Specialty Products Association
(CSPA) ADBAC Steering Committee/ Joint
Venture
68514410 | Ketones, C12-branched ExxonM obil Chemical Company
68937724 | Carboxylic acids, di-, C4-11 The Soap and D etergent Association
68953708 | Oxirane, reaction productswith ammonia, distn. Huntsman Corporation
resdue
70024678 | Benzenesulfonic acid, C16-24-akyl derivatives American Chemistry Council (ACC) Hedlth,

Environmental, and Research Task Group
(HERTG)

*Thischemical islisted in EPA'sfina test rule covering 17 HPV orphansissued in M arch 2006.
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CAS Chemical Name Companies Consortia
Number
98510895 | Bicyclo[3.1.1]heptanal, 2,6,6-trimethyl The Flavor and Fragrance High Production
Volume Consortia (FFH PVC) T erpene
Consortium
Millennium ChemicalsInc.
102479878 | Gases, (petroleum), extractive, C3-5, butene- ExxonM obil Chemical Company
isobutylene-rich, reaction productswith butene,
isobutylene and methanol, distn. resdues
108083438 | Gases, (petroleum), extractive, C4-6, isopentane- ExxonM obil Chemical Company
rich, reaction products with methanol, byproducts
from
108083449 | Gases, (petroleum), extractive, C4-6, isopentane- ExxonM obil Chemical Company
rich, reaction products with methanol, ether
fraction, hydrogenated, cracked, isopentane fraction

B. Listed by consortium/company

Companies/Consortia CAS Chemical Name
N umber
CONSORTIA
American Chemistry Council (ACC) 70024678 | Benzenesulfonic acid, C16-24-dkyl derivatives
H edlth, Environmental, and Research Task
Group (HERTG)
Color Pigments M anufacturers Association, | 6289469 1,4- Cyclohexanedicarboxylic acid, 2,5-dioxo-,
Inc. (CPMA) dimethyl ester
Consumer Specidty Products Association 122190 Benzyl dimethyl octadecyl anmonium chloride
(CSPA) ADBAC Steering 61789728 | Benzyl (hydrogenated talow alkyl) dimethyl
Committee/ Joint Venture ammonium chloride
61789739 | Benzyl (hydrogenated tallow alkyl) methyl anmonium
chloride
68391015 | Benzyl C12-18 akyl dimethyl anmonium chloride
68424851 | Benzyl C12-16 akyl dimethyl anmonium chloride
International Association of Color 6471789 Benzenesulfonic acid, 4-amino-5-methoxy-2-methyl-
M anufacturers
Synthetic Organic Chemical M anufacturers | 118489 | satoic anhydride
Asociation (SOCMA) Isatoic Anhydride
Coadlition
The Flavor and Fragrance High Production | 98510895 | Bicyclo[3.1.1]heptanal, 2,6,6-trimethyl
Volume Consortia (FFH PVC) T erpene
Consortium
The Soap and D etergent Association 68937724 | Caboxylic acids, di-, C4-11
Toluenesulfonamide T esting Group 1333079 T oluenesulfonamide
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COMPANIES

Companies/Consortia CAS Chemical Name
Number
Albemarle Corporation 74953 M ethylene bromide*
74975 Chlorobromomethane
Bayer Corporation 150505 Tributyl trithiophosphite
288880 s Triazole
3338247 Sodium diethyl dithiophosphate
E.l. du Pont de Nemours and Company 75467 Trifluoromethane
ExxonM obil Chemical Company 409029 H eptenone, methyl-
68514410 | Ketones, C12-branched
102479878 | Gases, (petroleum), extractive, C3-5, sutane-
isobutylene-rich, reaction productswith sutane,
isobutylene and methanol, distn. Residues
108083438 | Gases, (petroleum), extractive, C4-6, isopentane-rich,
reaction products with methanol, byproducts from
108083449 | Gases, (petroleum), extractive, C4-6, isopentane-rich,
reaction products with methanol, ether fraction,
hydrogenated, cracked, isopentane fraction
H untsman Corporation 929066 Diglycolamine
68953708 | oxirane, reaction productswith anmonia, distn.
Resdue
Millennium ChemicalsInc. 98510895 | Bicyclo[3.1.1]heptanal, 2,6,6,-trimethyl
Noveon, Inc. 6471789 Benzenesulfonic acid, 4-amino-5-methoxy-2- methyl
Rhodialnc. 1809194 Phosphonic acid, dibutyl ester
Sendent ColorsInc. 6471789 o- T oluenesulfonic acid, 4-amino-5-methoxy-
The Dow Chemica Company 90437 Ortho-phenyl phenol
94757 2,4-dichlorophenoxyacetic acid
542756 1,3-dichloropropene
1918021 4-amino-3,5,6-trichloropicolinic acid
1929824 2-chloro- 6- (trichloromethyl)- pyridine

* Thischemical islised in EPA'sfinal test rule covering 17 HPV orphansissued in M arch 2006.

SOURCE: Environmenta D efense analyss of datain itsH PV Tracker, available online at www.environmentaldefese.org/go/ hpvtracker

52



National Headquarters
257 Park Avenue South
New York, NY 10010
212-505-2100

National Capital Office

1875 Connecticut Avenue, NW
Washington, DC 20009
202-387-3500

3250 Wilshire Boulevard
Los Angeles, CA 90010
213-386-5501

5655 College Avenue
Oakland, CA 94618
510-658-8008

1107 Ninth Street
Sacramento, CA 95814
916-492-7070

2334 North Broadway
Boulder, CO 80304
303-440-4901

18 Tremont Street
Boston, MA 02108
617-723-2996

4000 Westchase Boulevard
Raleigh, NC 27607
919-881-2601

44 East Avenue
Austin, TX 78701
512-478-5161

Project Office

East 3-501, No.28 East Andingmen Street
Beijing 100007 China

+86 10 6409 7088



