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Proposed Modifications to
Voluntary Children’s Chemical Evaluation Program (VCCEP) Process

Background

VCCEP was designed to collect health effects, exposure, and risk information on
chemicals to which children are likely to be exposed, to make that information available
to the public so the public may better understand the potential health risks to children
associated with certain chemical exposures, and to allow EPA and others to evaluate the
risks of these chemicals so that mitigation measures may be taken as appropriate. EPA
initiated VCCEP in December 2000 (Ref. 1) and requested chemical manufacturers and
importers to participate in a pilot of the program by voluntarily sponsoring chemicals
selected by EPA. The pilot began in 2001 when companies volunteered to sponsor their
chemicals in response to EPA’s request.

In 2006, EPA sought to evaluate how well the pilot was meeting the objectives of
VCCEP by requesting that VCCEP stakeholders and the public submit comments on their
experience with the pilot phase of VCCEP (Ref. 2). Additionally, EPA developed a list
of questions to focus comments on certain features of the VCCEP pilot. The comments
EPA received were summarized and made available to the public on the VCCEP website
(http:/fwww.epa.gov/opptivecep). The comments principally concerned the chemicals
selected for the pilot program, the timeliness and efficiency of the program, the use of a
tiered approach to testing, and the use of a peer consultation process to review chemical
assessments. Based on those comments, and on internal Agency discussions, EPA
developed a list of modifications to improve the future performance of VCCEP. To share
and discuss the contemplated modifications with the VCCEP stakeholders and the public,
and to listen to any additional comments, EPA held a public meeting on July 22, 2008
(Ref. 3). The proposed modifications were presented at the public meeting. Most of the
stakeholders that presented formal statements and/or submitted written comments to the
docket stated that the modifications would not be sufficient to improve VCCEP, which
they viewed as too time consuming and not effective in obtaining all of the identified data
needs. Some commenters expressed concern that the chemicals included in the VCCEP
pilot were a set of particularly well-studied chemicals for which, in most cases, little
additional assessment was needed. Comments on fiered testing were both for and against
maintaining the current tiered structure, but implicit in most comments was that tiered
testing added to the delay in obtaining test results. Although the peer consultation was
considered by most to be a fair, transparent, and scientifically rigorous process, some
commenters expressed concern that it might be perceived as directed by industry if the
sponsors were required to fund it and that EPA should fund and control the process.
Another concern was that separate peer consultations organized by different service
providers might not produce comparable products, or that chemical assessments would
not be evaluated in a consistent, standardized way by different peer consultation panels.
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Proposed Modifications to VCCEP Process

In recognition of the feedback EPA has received from VCCEP stakeholders, and
to establish VCCEP as an ongoing data development and assessment follow-up option for
EPA screening level risk evaluations, EPA is proposing a number of important changes to
VCCEP’s operations in the future. The changes address the major concerns with the
program -- chemical selection, timeliness, peer consultation, and tiered testing—and are
described in further detail below.

To address the concern that the chemicals covered in the VCCEP pilot were a set
of particularly well-studied chemicals for which little additional assessment was needed,
future VCCEP chemicals will be primarily selected from chemicals that are identified in
the Chemical Assessment and Management Program (ChAMP)' Risk-Based
Prioritization {RBP) documents as presenting hazard/exposure data needs that are
relevant to characterizing risks to children. ChAMP chermicals that also meet the original
VCCEP chemical selection criteria, which were evidence of presence in human tissues
and in relevant environmental media (c.g., indoor air, drinking water, and food), would
remain a particular focus of future VCCEP activity.

To ensure timely completion of chemical evaluations conducted as part of
VCCEP, specific timeframes for each step in the proposed, modified process have been
identified. These timeframes are relevant to the contributions to the program by the
sponsor(s), the public, and EPA. When a sponsor makes a commitment to VCCEP, it is
understood to be made with a full understanding and concurrence with the timeframes for
each step. Also responding to the timeliness concern, the use of peer consultations in the
modified VCCEP will be concerned with resolving scientific and technical issues related
to the development of Test Plans, which is a new focus for peer consultations under the
program.

The timeliness of, and other concerns about, tiered testing will be addressed by
reducing or eliminating tiering. ChAMP prioritization documents will replace the
VCCEP Tier 1 hazard and exposure assessment and chemicals will, in most cases, enter
the moditied VCCEP process at a stage where Tiers 2 and 3 are combined.

A schematic of the new, proposed process is shown in Figure 1 and explained in
the following narrative:

Step I: Chemicals selected for VCCEP in the future will primarily be ChAMP
chemicals that are determined by EPA to be of high priority and special concern for
potential risks to children. RBP documents generated in EPA’s ChAMP will identify
these chemicals. Because RBP documentation reviews the hazards, exposures, and
potential risks of chemicals in order to prioritize them at a screening level and identifies
additional data needs and exposures of concern, the RBP documentation generally
obviates the need for a VCCEP Tier 1 assessment. Step | is initiated when EP A notifies,

! A more detailed description of ChAMP and its risk-based prioritization (RBP) approach is provided at
hitp:/fwww.epa. zov/ChAMP.
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manufacturers and importers, identified by Inventory Update Rule (IUR) reporting, by
letter of a chemical that has become a candidate for VCCEP as a result of a ChAMP
evaluation and invites them to sponsor their chemical in VCCEP.

To bring concerns for potential chemical risks to prompt resolution, specific
testing priorities from both Tier 2 and 3 of the initial VCCEP pilot will be identified in
the ChAMP RBP. If hazard studies from both Tier 2 and Tier 3 are identified as testing
priorities in the RBP, an approach that separates Tier 2 from Tier 3 may be acceptable
when the sponsor can establish that it is sound scientifically and will not unduly delay the
public availability of Tier 3 data. Whether Tiers 2 and 3 are combined or separate, the
sponsor will also have the opportunity to establish that data on a particular endpoint
should be waived (See Step 3). To the extent that EPA accepts the need for separate
tiers, certain aspects of the steps that follow will be repeated to accommodate the 3™ tier.

Step 2: Manufacturers and importers formalize their decision to participate in
VCCEP by submitting a commitment letter to EPA within 1 month of receipt of EPA’s
mvitation. Alternatively, because ChAMP RBPs may be based on a less than robust set
of exposure information, manufacturers and importers may decline participation and use
the month-long period to make exposure information available to EPA that would
improve the understanding of the chemical’s potential exposures and risks to children and
justify modifications to the RBP decision. EPA commits to promptly review any
exposure data submitted by chemical manufacturers and importers. If no manufacturers
and importers respond to EPA’s VCCEP invitation or decline participation with or
without an exposure-based rationale, EPA will consider use of Section 4 of the Toxic
Substances Control Act (TSCA) or other appropriate authorities to obtain needed
assessment related information.

Step 3:  After submitting 2 commitment letter, a sponsor has 2 additional months
to submit to EPA a test plan for the hazard and/or exposure endpoints identified in the
ChAMP RBP, and a schedule. Ifthe sponsor believes that testing is not needed for some
cr all of the hazard/exposure endpoints identified in the ChAMP RBP or that tiered
testing is a preferred approach for addressing data needs, the sponsor is encouraged to
arrange for an independent third party to conduct a public peer consultation at the
sponsor’s expense to independently review their test plan. If the sponsor opts for a peer
consultation, the sponsor will have an additional 2 months to conduct the peer
consultation and submit a test plan, schedule, and peer consultation report to EPA; upon
request EPA will consider, based on the effort to date, if a one month extension should be

granted.

Step 4: EPA posts the sponsor’s submission on EPA’s VCCEP Web site and
invites prompt public comment. EPA evaluates the submission within 2 months of
receiving it and communicates the next course of action. If EPA concurs with the test
plan, the sponsor promptly initiates the agreed testing. If EPA concurs only in part with
the test plan, the sponsor conducts the agreed testing and EPA may use its TSCA
authorities to obtain the other needed test data. If EPA does not concur with the test plan,
or if there is a delay in its submission, EPA will consider use of its TSCA authorities to



DRAFT — September 25, 2008

obtain needed testing. If the sponsor’s submission indicates that testing is not needed and
EPA concurs, EPA commits to amending the ChAMP RBP for that chemical.

Step 5: The sponsor completes the agreed testing. The timeframe to complete
the testing depends on the tests being conducted and follows the VCCEP time schedule
guidelines noted in Reference 1. For exposure studies, EPA and the sponsor will agree
and announce in advance the timeline for completion of the testing. Within 3 months of
completing the last study?, the sponsor submits the full study reports, robust summaries
of those reports and a risk assessment that includes evaluation of the available hazard and
exposure information.

Step 6: EPA commits to conduct and release an evaluation of the sponsor’s
submission within 3 months of receiving it. If EPA believes the chemical poses a risk to
children, EPA will work to appropriately manage the risk. This could include voluntary
efforts involving the sponsors and stakeholders or regulatory actions. If EPA believes the
chemnical poses a low risk to children, EPA will amend the ChAMP RBP for that

chemical.

2 Note that immediate submission o the Agency under TSCA Section 8(e) may be required if the
information obtained reasonably supports the conclusion that the chemical substance presents a substantial
risk. See hitp//www.epa.gov/oppt/ite/pubs/sect8e. htm for more information on TSCA Section 8le).




"B0UDEI JIDOA Wssino 81 e ‘Bupse) pepssu Aq pauliuRlep swRYLW| (8)

RUHA NG TRt |

B 5308md J08UDdS € §) PRiPPOLICIDE 90 g% © 481G 10} SYIICW 7 [BUOIIBDE Uy UCHEISPISLOS
W3 0} 1ok 40} sded ¥ UOHRYNSUOD 159 B AU pemenol It BABY ABW DUE $$83 Si IUBWIRIOP PIIOLS
Josuods el ‘Yogcidde pausie:d e 5 Buyss; pasey eyl 10 S dINYUD Bl Ul payguap; suindpus
BINS0AXSPIBZEY BU} 4O e 10 SLUDS IO} PEPESBU JOU 51 BuRsa) JBL} SeA 9 HeSUDUS 5y i (7)

‘Poyad Yuow | S UM LIBOUOD € 6g joU pasll SeInsadxo &, Uslpiua Jaw usigese o]

uonewio Aejusluaiddns yim wa3 spiroid pue uoiadiued BUljzap 5] 950040 st Jenjoenueiy
€ "uolBuL0ju) BiNSOdXe JG 195 JSNGOI UBY) S86( B UO pUSE BIT SJaY diyyD Ssnedeg (1)

HIOM JBLLNY ON
Y dWWVYD SPUBLIE Yy
NS MDY

+

jusilsbeusw
S LA BUIGW € Lyl
pagzoud usuissasse ]
UIRUES [eojliayd s josuods
StBRu00 SHENERS
. vd3

g do)g

UOPBLELIGH
popasu sayieh o)
SONLIOWINE yDG1 Buien
uapoe Aloieinfou yum
pessoid LBl v UBid 1$e )
BUOSSIUGNS 1M NI
10U SBOD Y4T 10 dianal
LOISSIRUGNS Ul A2{S(]

{g) usLgsasse
{BoHUB YD
sasedad pus
Gusay sagedios
Josuodg

HURIOU 2 LLHM
UOISSHUYNS $21N|RAR
PUE JUUIWOD 4D} 8uljuo
Mossuigng sisod
U 18e)

g deig

s UQESHUGHS
YN SINDUCD YT

v daig

(z) uonsynsuoD
BB

" IRSYLE UM
UBld 1891 B Hlugns o)
SLIIOW ¢ sy Josundg

PIPIOU {8 I "UORELIIORY
Jayed o} sanucwne wos1
Buisn uepoe Ascynbas
Ul poooosd 91 jou
10 JsUIsUM SEPI0ER Yd T
“(popiacid {1y uslBULO
anscdxs Lgjuaueddng
Sdsamoenueiy
U} SIBPIBUD0 Yd

(1)
aulsag)

"dAD0A Ul siedionsed
0} PAYIALL 848 SIBINIDENURY
popbiyby aae wasuos
41 3 sainsedxa pug spaou Buyss )
"HEIPILD @) SHE [BYUelod
40§ LWin w0 jeoeds ‘Aioud
Ui B SE monusy) seluan
B (e} vonezigu

QOURET
L ilja Goisoap
uchedoned
dID3A el

Jdaooy SsemsEnURY

g deig

REsEq- sy grwuD

T deig

i doig

JINVUD UT POIIUSHT 185067 Te1580 “AIIoTIg qbTH
10 S|ESTIISTY) JO USHen|EAT dn-mo[[og SHoUdng USTOM
§85301d d39DA POHIPOIN

T oMb

800¢C ‘§T Toquiodes — 1AV



DRAFT — September 25, 2008

References:

1. EPA. Voluntary Children’s Chemical Evaluation Program; Notice. Federal
Register (65 FR 81699, December 26, 2000)( (FRL-6758-5). Available on-line at:
http:/fwww.epa.gov/fedrastr.

2. EPA. Implementation of the Pilot Voluntary Children’s Chemical Evaluation
Program; Request for Comment; Notice. Federal Register (71 FR 67121, November 20,
2006)( (FRL-8057-1). Available on-line at: h#tp.//www.epa.govifedrastr. ‘

3. EPA. “Overview of Possible Modifications to the Voluntary Children’s
Chemical Evaluation Program (VCCEP).” Slide presentation at public meeting, July 22,
2008.



