PATTON BOGGS, L.L.P.
2550 M STREET, N.W,
WASHINGTON, D.C. 20037-1350
(202) 457-6000

FacsimiLe, (202) 457-6315 WRITER'S DIRECT DiaL

(202) 457-5270

April 4, 1996

R VINY P

Re: IRIS Update

Attached is an EPA notice announcing the initiation of a Pilot Program to
develop new or updated health assessments and entries in the Integrated Risk
Information System (IRIS) for 11 chemicals. As previously indicated, one of
these substances is vinyl chloride. The notice provides a three-step process for
the submission of information on these substances, including new health effects
studies and other information that would change the information currently on
IRIS.

After the information is submitted, the Pilot Program calls for both internal
and external peer review followed by the preparation of final health effects
summaries for the IRIS data base. When it submits relevant information on vinyl
chloride, the Vinyl Chloride Panel may wish to comment as to the appropriate
level of external peer review needed for vinyl chloride.

The deadline for submission of information in response to the notice is
May 2, 1996.

Co ’0 O /o

W. Caffey Norman, Il

Attachment
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1o respond to a collection of :
information; ssarch data sources;
complete and review the collection of
information; and transmit or otherwise
disclose the information.

Respondent/A Entities: 40.

Estimated Number of Respondents:
40.

u of Response: Variable,

MTgm f:nual Hour Burden:
11,420 hours.

Estimated Total Annuqlized Cost
Burden: $347.739.

Send comments on the Agency’s need
for this information, the accuracy of the
provided burden estimates, and any

methods of minimizing
respondent burden, including through
the use of automated collection
techniques to the following addresses.

Pleasn refer to EPA ICR No. 0664 and

OMB Control No. 2060-00086 in any

correspondence.

Ms. Sandy Farmer, U.S. Environmental
Protection Agency, OPPE
Information Division (2137), 401 M
Su\a:tx.jw , Washington, DC 20460

Office of Information and Regulatory
Affairs, Office of ent and
Budget, Attention: Officer for

EPA 725 17th-Strest, NW,
Washington, DC 10503,
Dated: March 29, 1996.
Joswph Rotzar,
Dwrector, Regulatory Information Division.
{FR Doc. 96—7874 Flled 4-1-98; 8:45 am|
WLLIG COBE 4500-003

FRL-5482-2] v

- integrated Risk Information
(RIS); Announcament of Pllot
Program; Request for information
AGENCY: U.S. Environmental Protection
Agency.
ACTION; Natice; Announcement of IRIS
Pilot Program and request for technical
information on Pilot chemical
substances.

SUMMARY: The Integrated Risk
Information System (IRIS) is a data base
of the United States Environmental
Protectian Agency (EPA) that contains
EPA scientific consensus positions on
potential human health effects from
environmental contaminants. On
February 25, 1993 (58 FR 11490) EPA
requested public comment to improve
IRIS and maks it more useful. In that
notice. EPA also described efforts in the
Agency t idenufy .ssues 1n the
deveiopment and presentation of
information in the data base. Many of
the 1ssues concern the way consensus

health information is developed prior to
-ntryinm\hidnnbm.Au

cansequence of analyxing the IRIS
program and ons

considering
received about IRIS over the past several
years, EPA has initiated a Pilot Program
‘igf improve the comens:ln health
lormation g{loau and strengthen peer
review. The Pllot will new or
updated health assessments md RIS
entries for elsven priority
unvuonmanul chamiml substances
this new The purpose
of this Notice is to advise the public that
the Pilot is underway, and to request
technical information from the public
on the eleven Pilot substances.
DATES: Pleage submit information in
response to this Notica by May 2, 1996.
ADDRESSES: Plaase mail information
(thres copies, at least ane of which
should be unbound) to the IRIS
Submission Desk, NCEA (MS-180}, U.S.
Environmental Protection Agency, 26
Martin Luther King Drive, Cincinnati,
OH 45268. Information may instead be
submitted electronically by sending
electronic mail (e-mail) to:
IRIS.comments@@epamail.epa.gov.
Electronic information must be
gubmitted as an ASGH fils avoiding the
use of special characters and any form
of en: on. information will alao be
accepted an disks in WardPerfect 5.1
format or ASCH file format. All
information in slactronic form must be
identified as TRIS Submission.
FOR FURTHER INFORMATION: For
information on the Pilot, contact Amy
Mills, National Center for
Environmental Assessnent (mail code
8623}, U.S. Environmental Protection
Agency, 401 M St, SW., Washington,
DC 20480. The public information
phone line for the Pilot is (202) 260~

- 8930, or email inquiries may be

addressed to
mills.amy@epamail.epa.gov.
SUPPLEMENTARY INFORMATION:

Background

The Integrated Risk Information
System (IRIS) is an EPA data base
containing Agency consensus scientific
positions on potential adverse human
health effects that may result from
chronic (or lifetime) exposure to
environmental contaminants. RIS
currently provides health effects
information on over 500 specific
chemical substances.

IRIS contains chemical-specific
summaries of qualitative and
quantitative health information in
support of the first two steps of the risk
assessment process, 1.e.. hazard
idenufication and dose-response
evaluation. IRIS information includes

effects revulting from oted axposure,
reference concentzation for non-cancer
health ﬂhcbd o from inhahﬂm

an

mmt far both oral and mhalmon
exposure, Combined with specific
situational assessment
information, health hazard
informatian in IRIS may be used as a
source in evaluating potential public
health risks from enviroomental
contaminasnts.

As the data bases has expanded and its
use has increased over the last decade,
issues have surfaced with regard to
entering new information in a timely

manner, while soliciting information
from a hnd of outside
scientists and the public. In 1993, an
EPA team svaluated the status of IRIS
and proposed options for improvement.
This effort was announced in & Notice
in the Federal Register of February 25,
1993 (58 FR 11490). The Notice
addressed the use of IRIS, ard avenues
for public involvement and external
scientific peer review of IRIS summaries
and supporting documents. Public
involvement means opportunities for
affected or interested es to have
some level of input into IRIS health
hazard information, such as providing
relevant health data. Public involvement
can involve a broader spectrum of
participants than external peer review.
which refers to a critical scientific -
appraisal by experts outside of EPA.

e Agency and the public have
continued to express support for
maintsajning (RIS and strengthening the

procass far developing consensus health
mformnﬁun public invelvement, and
peer review. This support has givenrise |
to the new Pilot Program.

The Pilot Program

As a consequencs of analyzing the
IRIS program and considering
suggestions received about IRIS over the

several years, the Agency has

decided to test some improvements
through a Pilot Program. The Pilot wnll
primarily address the scientific
consensus and review that
precedes IRIS data base entries. EPA
will develop (or updats, for existing
entries) all non-cancer and cancer
information for the sleven Pilot
substancss. The Pilot process will
éonsist of, (1) A cal for technical
information on the eleven substances
from the public via this FR Notice. (2)
a search of the current literature, (3)
development of health assesaments and
draft [RIS summaries, (3) internal peer
review (ie., within FPA), ‘4] externai \
peer review {outside EPA), (5 601'@6(&
consensus review and management
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approval within EPA, (8) preparetion of
final IRIS summaries and supporting
documents, snd (7) entry of summaries
e ePRropTicts West of extarnal
@ apprupriste peer

revisw will be determined for each
chemical substance. Depending upon
the camplexity of the scientific
information and other factors, the form
of the pear review will either be via
mail, forums of experts, or formal
federal advisory committess.

The Pilot will also test some
improvements in RIS entries to mare

characterize heaith information

associated with each chemical. For
axample, the RIS summaries will
provide greater elaboration of -
uncertainties in the dats, and our
confidence in the assessment.

Pilot Substances

The eleven Pilot chemical substances
were chosen on the basis of the
Agency's need for new or updated
hazard or dose-response information,
and in an effort to represent a range of
technical complexity so the new process
is realistically tested. Qualitative and

uantitative information will be

eveloped for non-cancer and cancer
effacts of all Pilot substances. In some
cases, the assessment will be developed
for the first time; in others, the
assessment will be reviewed in light of
new information and updated in IRIS if

upﬁ:pmm.

following substances will be
reviewed under the Pilot Program:
. Nama/CAS.No.

* Arsenic—-7440-38-2
* Bentazon—25057-89-0
¢ Beryllium-—744041-7
o Chlordane—57-74-9
o Chromium (TI}—16065-83~1
Chromium (VI}—18540-26-9
Total chromium—7440—47-3
e Cumene—98-82-§
* Methyl methacrylate—80-62-6
* Methylene diphenyl isocyanate-—
101-68-38
¢ Naphthalene—91-20-3
. Trigutyltin oxide—56-35-9
» Vinyl chloride—75-01—4
Note that EPA may initiate other
chemical substance reviews during the
Pilot period; the Pilot does not preclude
additional work on IRIS.

Sabmittal of Information

. The Pilot Program is designed to
provide early opportunity for public
involvement. While the Agency
conducts a thorough literature search for
each chemical substance. there mav be
other articles or unpublished studies we
are not aware of. The Agency would
greatly appreciate recerving scientific

information from the public during the
information gathering o:f of the Pilot.
Interested persons should provide
scientific comments, analyses, studies,
snd otber pertinent acientific
information. The most useful
documents for EPA are unpublished
studies or other primary technical
sources that we may not otherwise
obtain through open literature searches.
Also note that if you have submitted
certain information previously, such as
in response to the 1993 FR Notice, then
there is no need to resubmit that
information. Information from the
public is being solicited for 20 days via
this Notice.

As described in the 1993 FR Notice,
submissions will be handled in a three-

step Erocess.

1. First, interested parties should
simply provide a list (submission
inventory), triefly identifying all the
information they wish to submit to the
IRIS Information Submission Desk. The
list should mby name and CAS
{Chemical Al ) number the
Pilot chemical which the
information pertains, sinfie the
assessment that is being addremsed (e.g.,
carcinogenicity), and describe briefly
the information being submitted for
consideration. Whare ible,
documents should be listed in scientific
citation format, that is, author(s), title, -
journal, and date. A cover letter should
state that the correspondence is an RIS
Submission, describe in general terms
the purpose of the submission, and
inclulclie names, addresses, and
telephone numbers of persons mw contact
for zdditional information on the
submission.

2. In the second step, EPA will
compare the submission inventary to
existing files and identify the
information that should be submnitted.
This step will help prevent an influx of
duplicative information. The subtmitter
will receive notification requesting full
submission of the salected witerial.

3. In the third step, the submitter
should promptly send in the
information requested by EPA.
Submittals should include a cover letter
addressing all of the points in item 1
above. In addition, persons subnutting
results of new heaith effects studies
should include a specific explanation of
how and why the study resuits could
change the information in [RIS.

Sugmitters sending paper copies are
requested to send three copies, at least
one of which should be unbound, As
mentioned previously {see ADDRESSES),
the Agency also welcomes slectronic
submuttal of information in response to
this Notice. EPA will transfer all
correspondence received electromcally

into printed, form as it is
d will place the paper copies
:th all information submitted

acknowledged in the manner in whick
it is received, that is, in writing or .~ «
electronically. . =

Other aspects of the information
submittal process are unchanged and
are detailsd in the 1993 FR Notice. Most
impartantly, Confidential Business )
Information {CBI) should not be :
submitted to the IRIS Submission Deak. ;
GBlmultbomhmimnsdtotheed ;
ap) Tiate o via approved Ageocy
prggxum for mhmu:}?n of CBI as-
codified in the Code of Federal
Regulations (40 CFR, Part 2, Subpart B).
if a submitter believes that a CBl
submission eontains information with
implications for IRIS, it should be noted
in the cover letter accompanying the
submission to the appropriate offick”

Dated: March 27, 1996, "
Robert ]. Hugyeit,
Assistant Administrator for Research and
Development.
[FR Doc. 968007 Filed 4-1-96; 8:45 am}
BLLING COOE 050080

[FRL-5451-8

Agency intormation Collection
Activities Under OMB Review

AGENCY: Environmental Protectio
Agency (EPA). .
ACTION: Notice.

SUMMARY: In compliance with the
Paperwork Reduction Act (44 U.5.C
3501 et seq.), this notice announces the
Office of Management and Budget's .
(OMB) responses to Agency PRA

. clearance requests. An agency may net

conduct or sponsor, and a person is not
required to respond to, a collection of
information uniess it displays a
currently valid OMB control number.
The OMB control numbers for EPA's
regulations are listed in 40 CFR Part 9
and 48 CFR Chapter 15.

FOR FURTHER INFORMATION CONTACT:
Sandy Farmer (202) 260-2740. Pleasa
refer to the EPA ICR No.

SUPPLEMENTARY IMFORMATION:

OMB Responses to Agency PRA §
Clearance Requests ’

OMB Approvals

EPA ICR No. 1560.04; National Water
Quality Investory R lean Water
Act Sections 305(h). 303(d). 3174(aj and
106(e); was approved 02/21,96. ZMB
No. 2040-0071: expires 02/28/98.

EPA ICR No. 1698.02; Repcrt:ng and
Recordkeeping Requirements nder

CMA 115844




