-,

CHEMICAL MANUFACTURERS ASSOCIATION

March 30, 1994
Dear Vinyl Chloride Research Coordinators:

A calendar to determine your availability to attend the next VCRC
meeting is enclosed. A tentative agenda for the meeting also is
enclosed.

Dr. Greg Bond anticipates sending me the draft scope of work for
the epidemiology study by..“ I will send you the draft as soon as
I receive it.

Two activities recently have been initiated by EPA and ATSDR. Dr.
James Knaak informs me that EPA has commissioned Clemment Associates to
undertake a risk assessment for vinyl chloride. Dr. Richard Reitz,
formerly of Dow Chemical, has developed a physiologically-based
pharmacokinetic model for predicting cancer risk from vinyl chloride
exposure. An abstract of his model is enclosed. Dr. Knaak has
expressed an interest in inviting Dr. Reitz to discuss his model with
the VCRC at its next meeting. As EPA's risk assessment activities for
vinyl chloride already are underway, I think we should meet with Dr.
Reitz as soon as possible and develop a strategy to work with EPA from
the beginning to ensure a scientifically sound risk assessment.

On March 10, the ATSDR announced various research activities that
are underway or are planned for vinyl chloride and other chemicals. The
enclosed Federal Register notice describes those research activities.
The ATSDR has three different options to develop research data as
described in the background section of the Federal Register notice. The
VCRC commissioned Can-Tox to review the ATSDR profile for vinyl chloride
last year and a final report from Can-Tox was issued early this year.
This report has not been submitted to ATSDR. I will contact Dr. William
Cibulas of ATSDR to discuss various research programs underway or
planned as described in Tables 1 and 2 of the Federal Register notice.
It is important for the vinyl chloride industry to meet with ATSDR
and/or EPA to discuss the ATSDR data needs because the ultimate cost of
the ATSDR data needs on the industry will be well over $500,000, if th
data needs are not minimized. One way or the other, industry ultimately
will have to pay for all test costs. We will discuss the enclosed
Federal Register notice at our next meeting and decide on a course of
action.

Please complete your meeting availability calendar and send it to
me by fax at 202/887-1237. If you have any questions, please call me at
(202) 887-1192.

Sincerely,
Hoo Bub_ z
Hasmukh C. Shah, Ph.D. o
Manager, Vinyl Chloride Panel 2
()
4]
Enclosures <
) Responsible Care*
2501 M Street, NW, Washington, DC 20037 Telephone 202-887-1100  Fax 202-887-1237 A Public Commitment
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Agency for Toxic Substances and
Disease Registry
[ATSDR-TO}

Status of the Superfund Substan
SpoelncApplhdnmuehPmm;-

AGENCY: Agency for Toxic Substances
and Disease Registry (ATSDR), Public
Health Servics (PHS), Department of
Health and Hutnan Services (HHS).
ACTION: Notice,

SUMMARY: This notice providesthe -
status of ATSDR’s effart to implement
the Agency's Substance-S;
Applied Research Program (SSARP),
This research program, authorizad by -
the Camprehensive Environmental ,
Responss, Compensation, and Liability
Act (CERCLA), as amended by the
Superfund Amendments and
Reauthorization Act (SARA) {42 U.S.C.
9604 (i)], was initiated on October 17,
1881, At that time, & list of pricrity data
needs for 38 priority

was announced in the
Federal Register (56 FR 52178). The list
was subsequently revised based on

ublic comments, and published in

" It)::rmonNombanﬂ. 1992 (57 FR
54150, .

The 38 substances, each of which is
found on ATSDR's “List of Priority
Hazardous Substances™ (56 FR 52188,
October 17, 1991), are aldrin/dieldrin,
arsenic, benzene, beryllium, cadmium,
carbon tetrachloride, chloroethane,
chloroform, chromium, cyanids, p,p’-
ehyiheciphtbalas, load

y! o, mereury,
methylens chlarids, pickel,
polychlorinated biphenyl compounds
{(PCBs), polycyrlic aromatic
bydrocarbons (PAHs) (inciudes 15
substances), selenium,
tetrachlorocthylens, toluens, .

This notice also serves as a
continuous call for voluntary research
initiatives, ATSDR encourages private
sector organizations to voluntesr to -
conduct research to fill specific ty
data needs. A Tri-Agency Su
Applied Research Committes (TASARC)
ﬁmﬁmmmnsm :

A axicology Program (NTF),
andtheEé:pA) Protection
Agency will review all pro
voluntary research efforts. posed
DATES: ATSDR considers the voluntary
research effort ta be important to the
continuing development of the SSARP.
Therefars, the Agency encourages )
private sector organizations to volunteer

v

at any time to conduct research to fill
identified data needs, until ATSDR
announces that resesrch has been
initiated for & specific dataneed.
ADORESSES: Private sector organizations
intsrested in volunteering to conduct’
this type of research may writs to Dr.
William Cibulas, Chief, Research
Implementation Branch, Divisian of
Toxicology, Agency for Toxde
Substances and Disease Rogistry,
Mailstap E-29, 1600 Clifion Road,
Atlanta, Georgia 30333,

FOR FURTHER INFORMATION CONTACT: Dr,
William Cibulas, Chief, Research
Implementation Branch, Division of
Toxicology, Agency for Toxie -
Substances and Disease Registry,
Mailstap E-29, 1600 Clifion Road, NE..
Atlanta, Georgia 30333, talephone (404}
6396308, .

SUPPLEMENTARY INFORMATION:

Background .

The Comprehensive Environmental ,
Response, Compensation, and Liahility
Act of 1980 (Superfund) or CERCLA, as
amended by the Superfund - :
Amendments and Resuthorization Act
(SARA) (42 U.S.C. 9604(f)], requires that
ATSDR (1) jointly with the ,
(EPAY, dovelop 40d prioiss s 0% of

A an a
hazardous substances found at National
Priorities List (NFL) aites, (2} prepare
toxicological profiles for these
substances, and {3) assure the initiation
of & research program to fill jdentified .
dats nesds assaciated with the
starting such &

esting
section 4{e) of the Taxic Substances
Control Act on the type of research that
should be done. - ST
On October 17, 1991, ATSDE .
snnounced the identification of the
data needs for 38 priocity - -
substances (36 FR52178),
invited

private sectog orgamizations to volunteey
to conduct research to fill specific

data needs. On November 16,
1992, published & revised -
list of 117 priority data needs for these
pﬂoﬂ?hamdoumhﬂancuﬁ?ﬂi .
54150). .

The major goals of the ATSOR SSAHP
are: (1) To fill the substance-
information needs of the and
scientific community, and-(2} to supply
information necessary to conduct - | _
comprehensive publichesalth -+ .
assessments of populations living near
also will provide data that can be
generalizad to other substances or areas

* of research in other

e —————————————

—

of science, including risk assessment of
chemicals, thus creating a scientific base
for filling a broader range of data needs.
CERCLA, in sectian 104(i)}(5)D),
states that it is the sense of Congress
that the costs for conducting this
resoarch program be borne by the
manufacturers and processors of the
hazardous substances under the Toxic
Substances Control Act {TSCA) and by
pegistrants under the Federal
Insecticide, Pungicide, and Rodenticide
Act (FIFRA), ar by cost recovery from
responsible parties under CERCLA. To
:ltfac: this mmht:ry I::nt ATSDR
eveloped & plan w of the
SSARF will be conducted via 1
mechanisms (TSCA/FIFRA), ptivate
sector voluntarism, and the direct use of
ATd Ahnd" Superfund Applied
-Agency
Research. Committes (T. £
camprised of scientists from ATSDR,
NTP, and the EPA has been set up to:
(1) Advise an the of .
priorities on mechanisms for filling data
needs; (2) coordinate knowledge
research activities to avoid duplication
and under
other authorities; (3) advise on issues of
science related to
data needs; and (4) maintaine
schaduled forum that provides an
overall review of the ATSDR SSARP.
The TASARC has met four times since
the initiation of the SSARP. This notice
des the status of ATSDR's efforts to
plement the SSARP, focussing on -
activities relevant to test rule
development under TSCA/FIFRA,
private sector voluntarism, and direct
use of CERCLA funds. Additional data
?:ods are being nddnsmsh b;n
teragancy agreement s *
ATSDR's Great Lakes human heaith
effects research pm'lgn::. and mh:-i ty
Agency programas. To date, 59 pri
data gedu associated with 35 ATSDR
hazardous substances
15 PAHs) are being
via these mechanisms (Table
1).

A. TSCA/FIFRA

In developing and implementing the
SSARP, ATSDR, NTP, and EPA have
established procedures to identify
priority data needs of mutual interest to
‘I::derllﬁn mthrough These dmfnudl will

od igh & program o
toxicological testing under TSCA. This
portion of the research will ba -
conducted according to established
TSCA procedures and guidelines. This
testing will fulfill more than one Federa

‘s need. During FY 1993, a

- subset of the 117 priority data needs for

38 substances (about 80) was referred t¢
the EPA under its authorities following

R&S150833
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. review and endorsement by the
TASARC oversight committee.
Currently, 26 priarity data needs
associated with 11 ATSDR substances
have been recommended by EPA to be
added to its Master Testing List, the first
step in test rule development under
TSCA. section 4 (Table 2), Pleasa note
that nlthg‘ugh .mk ha;{denu.ﬁed .

riority datan or oral exposure to
retrachloroethylm. cyanide, and
beryllium, in response to other Federal
government agency needs, ATSDR will
consider proposals to conduct
inhalstion studies in conjunction with

. pbarmacokinetic studies for these

i substances in lieu of bicsasays using

v. oral exposures. It is anticipated that

- inhalation data derived from thess

¢ studies can be used, in conjunction with

pharmacokinetic modeling, to address

ATSDR's oral toxicity data needs,

Some of ATSDR's priority hazardous
substances will not be added to EPA’s

- Master Testing list because they do not _
fall within the bounds of TSCA, Section
4 authority. For example, TSCA does
not testing chemicals that aye
out of production, such as PCBs,
M‘I‘SCA is not ctg:iduud

ap mechanism for testing
 PAHE, because tho PAHs areby- -
products of multiple ind -
processes and, therefore, it is difficult to
identify specific manufacturers. In
addition, TSCA guidelines are not
available for some of the ATSDR

;> priority date nesds such as the

f'  development of analytical methods for

f  cadmium and beryllium, mechanistic

i, studies on the neurctoxic effects of lead,

»- and the mitigation of toxicity of vinyl

- chloride. Moreover, some of the ATSDR

- priority hazsrdous substances are

f considered more appropriate for FIFRA

B~ than TSCA, 0.g., arsenic, DDT,and -

«. aldrin/dieldrin. The Office of Pollution,
b~ Prevention and Toxics (OPFT), EPA,

h- . forwarded the data needs for these

» substances to the Office of Pesticide

& Programs for evaluation,

k- B. Private Sector Valuntariem

' "-~ﬂmatthe SSARP, ATSDR
y announced & set of
. procedures for cond:
-research on F 7,1002 (56 FR
i 4758). It was based on public
i comments and published on November
16, 1992 (57 FR 54160, This voluntary
¢ tesearch program fills priority data
3¢ Needs along with other mechanisms
- such as test rule development through
' EPA and CERCLA-funded research.
b, Private sector ons were
. rosoarciyn i thoss spscite mac
4 o riority
; data needs. P t’ ,

P8 1 PN

» 3t

-voluntery

Currently, ATSDR is pnmung'
voluntary research interests with two
private sector organizations: the General
Elsctric Company (GE) and the
Halogenated Solvents Industry Alliance
(HSLA). To date, through the voluntary

* research efforts of GE and HSIA, four

priority data nseds for two substances
il::dui::ud&fusion.p?tmudly
to the signing of two

n;emomndumofundmding('rahh
3. .

During FY 1893, ATSDR staff
members tl:m with omdakfmmGEd.m
discuss the Agency's research agen
for PCBs. The Agency bas identified
mutual interests in environmental fate
testing and human hsalth endpoints
assessments and has injtiated
discussion on these studies with GE.

ATSDR met with HSIA
representatives to discuss the use of

hysiologically-based pharmacokinetic
H’BPIQmodahtaﬁllpﬂmﬂydannuds
for xix volatile organic campounds. The
Agency selected methylens chlarida to
start using PBPK to address
ATSDR's toxicity pricrity data needs
because of the extensive database on
this substance. The toxicity priority data

. needs for the remaining § volatile

organic compounds (carbon
tetrachloride, chloroethaine, chloroform,
tetrachloroethylens, and
trichlorosthylens) may be addressed via
similar voluntary efforts in the future.

C. CERCLA-Funded Research (Minority
Heaith Professions Foundation Research ~
Program}

During FY 1992, ATSDR announced a
$4 million rative agreement

with the Mingrity Health
th.FomdaﬁmMiPﬂto .
1)
investigstions. This cooperative venture
is supparted by the direct use of
CERCLA funds. During FY 1993, about
$4 million was allocated to continue
this ressarch i N0 new projects
ware Cuyrently, 9 priority data
needs for 21 priarity hazardous

substances ( 15 PAHs) in the
SSARPmb‘:cn:n:ﬁmdbytho

MHPF institutions through this
program, Also, the MHPF research
program will address 13 other
substance-specific data needs identifisd
in the ATSDR toxicological profiles
concerning exposures and related health
effects. The institutions receiving
awards and their respective research
projects are listed in Table 4,

MHPF, a not-for-profit 501(c)(3)

o,

minori ons schools. Its

tymluim is to research the

mmthuhhpmhlmthu
portionately plagus poor and

. addressed through this p

minority citizens. The purposes of the
ATSDR-MHPF cooperative sgreement
are; {1) To initiate ressarch to fill
ATSDR-identified data needs for
priority hazardous substances, and (2) to
enhance existing disciplinary capacities
to conduct research in environmental
health at MHPF member institutions.
The areas of rescarch at MHPF
institutions include those related to
broad areas of toxicology and
eavironmental health science. Some of
the MHPF member institutions are
conducting health studies of minority

ps exposed to ATSDR's priority
mrdmu substances,

D. National Toxicology Program

ATSDR maintains an in
agreement (IAG) witthTP to conduct
identified at NFL sites. The studies
dotmntmhnhotm hthn of
a significant to humans
Pwmm.mhwh.mdchmlchuhh
effects. Often these studies inciude an
assosxment of the substance’s ability to
cause cancer, reproductive toxicity, and
binhdnbwb’mduonhm
studies are regulatory sgencies
such as tha Food and Drug

environmental and industrial groups,
and ATSDR to improve the abilityto .
conduct public health assesxments at
NPL sites. Under this agreement, one
toxicity priority data need identified in
the SSARP (carbem tetrachloride,
oral ) b.mtll-yg!ﬂg;“m
exposure) is currently
sddressed. This NTP study was begun
in 1903 and should be
com in February 1994.

E. Great Lakes Human Health Effects
Research Program
Soms of the priority data needs
jdentified in the SSARP have been
identified as research
the ATSDR Great Lakes
human heaith effacts ressarch program,
& separate research To date, 12 -
ori
ous

data needs for 19 priori
mhstnncu(lncﬁ‘din‘gy‘ls

-

PAHj) identifiod in the SSARP are being

The
institutions recejving a and their
ve studies are listed in Table 5.
Gieat Lakns Critical Programs Act
of 1990 mandates EPA, in chnsultation
with ATSDR, to prepare a report by
30, 1994, that assesses the
adverss effacts of pollutants in the Great
Lakes system on the health of -

individuals in the Great Lakes states. A

in the Great Lakes, including
PCBs, DDT and its metsbolites, dieldrin,

toxaphens, mirec, mercury, -

PESOS| 9y
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benzu(alpyrene, bexachlorobenzene,
furans, dioxins, and lead. Certain
populations—Native Americans, sport
anglers, fetuses and nursing infants of
mothars who consume contaminated
Great Lakes fish—have a potentially
higher risk of lang-term adverse efiscts
resulting from exposure to these
contaminants. od
'ﬂtp‘pOﬂ mearch
projects focus on these high-risk
pulations to try to further define the
uman health cansequences of exposure
to these persistently toxic substances.
The research sctivities include, but are
not Hmite:i‘:g: d(:t) Characterizing
exposure i the profiles
and levels of Gm‘{mmghkumnuminmp ts
in biological tissues and fluids in high-
risk populations; (2) identifying
sonsitive and specific human
re%roductls:alda&alopmmul end points
and correlating them to exposure to
Creat Lakes contaminants; (3)
determining the short- and long-term
risk(s) of ndvernh health effects ui;;md '
progeny whoss parents were to
?nr::u OE: leuibmt:y“} '

o
esubhslﬂ;xnsngmﬁu and sarveillance
cohorts in the Great Lakes region; and
(5) establishing & chernical mixtures -
databese with emphasis on tissue and
blood levels in order to identify new
cohorts, conduct surveiliance and
health effects studies, and establish
m and surveillancs cohorts.

5 mﬂlion" 1992, ATSDR annoémcod a
grant program to conduct

research on the impact on human health
of contaminated fish consumption in
the Great Lakes region. On September
30, 1992, ATSDR announcnd nine
awards under this

In FY 1993, ahout $3 million was
allocated to support the continuation of
the research conducted at the
nine institutions originally funded
during FY 1992. In addition, ATSDR
swarded ane new to the Michigan
Department of Pubmn}‘luhhm design,
establish, and operate & professionally
creditable inmhbont:?l quality
assurance/juality con for
xhaAatnntcngzmaku-hézzgtthh
effects research program. -
F. Other ATSDR Programs

In its role as & public health
addressing cnvi;t;mul
ATSDR may, where sppropriate, collect
human data to validate substance-
gpecific exposure and taxicity findings:
information on levels of conteminants
in humans has been identified asa

priority data need for 37 of the 38
priority substances (Table 1). ATSDR
will obtain this information through
exposure and health effects studies, and
through establishing and using
substance-specific subregistri

es of
people within the s Nationsl
been

Registry who have potentiall
to these substances. y
‘The list of 38 priority hazardous
substances in the SSARP was forwarded
to A'l'SDR‘rsmE:anm and Diseass
Registry B (EDRB), Division of
Heahhu'fltudie:i. df:r mfg;idmﬂm as (

tential can tes for subregistries o
. , based on criteria
described in EDRB’s 1888 document,
"Polédu and m for '
Establishing a Nati of
Persons Exposed ta lemy
Substances.” To date, ATSDR has
oel::lted benziam. chromium, and
trichloroethylene as
contaminants w'mgﬂlig‘:uyhngim’lu
in the National Exposure Registry.
However, aldrin/dieldrin, carbon -
tetrachloride, chlaroethane,
%anincli:gl.)p'-nﬂl‘.DDE.DDD. di (2-

y s "
methylens mmm
tetrachloroethylens, and vinyl chloride
remmain as & part of the candidats pool.
They will be considered for selaction as
primary contaminants during esch
selection process (Table 1). Fi 'y
arsenic, beryllium, cadmium,
nickel, PCBs, toluene, and zine are not
considerad to be in the pool of
candidate substances for an exposure
registry of this time. This decision will
be re-avaluated as mare information on
the chemicals and exposure sites

. become availabla,

With regard to epidemiologic studies,
ATSDR belisves that for many of the 38
priority hazardous substances, an
extansive amount of animal data, and
some human data, have already been
collected; therefore, ATSDR considers it
appropriate, where feskible, to conduct
epidemiologic studies on such
substances. In respanse to public
comments, the Agency's SSARP will -
address rather than
gite-specific epidemiologic studies.

The studies

ATSDR is not pacessarily directed

toward populations exposed via the
environment at hazardous substance
release sites, es in a site-specific study.

Instead, any appropriate population of
suitable exposure via the enviromment,

consumer praducts, or occupation can
be used to design a rigorous analytic
epidemiologic investigation.
Epidemiologic studies on several of
ATSDR’s 38 priority hazardous
substances (such as DDT, PCBs, and
PAHs) are being conducted by the
ATSDR Great Lakes human health
effects research program (Table 5).

Two epidemiologic studies on lead
(identified 2s a data need by ATSDR),
are aiso being conducted by the
Morehouse School of Medicine and the

Medical Center of the
Charles R. Drew University of Medicine
and Science via the ATSDR—MHPF
cooperative agreement, ATSDR expects
that other substance-specific
epidemiologic studies, identified as data
nesds or priority data peeds in the
SSARP, may potentially be conducted
by other Divisions within ATSDR.

ATSDR acknowledges that the
canduct of epidemiologic studies to
determine possible %M;m
exposure to hazardous snd
human health effects may be
sccomplished other than by Agency

or under other ATSDR- . -
gnmd auspices, Toward that end,
Agency encourages the private
sector and other government programs
ta use ATSDR's priority data neads to
plan research activities to
appropriste populations and conduct

waste gites have been identified as
mdau‘nudsfmnnupﬁoﬂty
ous substances by ATSDR.
However, tha realizes that a lot
of information has dy been
collected through individual state
programs and the EPA's CERCLA
activities; tharefore, ATSDR will .
evaluate the extant information fram
these programs in order to help fill data.
needs on substance-specific exposures.
The results of the research conducted
via the SSARP will be used for public
hanlthmmtsmdtnm

‘ﬂfsgﬁzkuTh.Agumg.xpﬂzﬁf’

ta ) ]

evaluate the priority data needs for

priority biazardous substances every

three yesrs, = -
Dated: March 3, 1994,

Waltsr . Dowdls, .

Administrater, Apanu;Ta
S . and Divease Registry.

SE9051 59y
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TABLE 1.—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS CURRENTLY BEING ADDRESSED UNDER ATSDR'S APPLIED

RESEARCH PROGRAMS

Substance

Priority Data Nead

Addressed

Lead ..

AISEMNIC . virrrr s

MEICUTY cemsm e

Vinyl Chioride

Benzen® . | SA

| . -

T Chiomoform o ceriaee

: Trichioroathylens ...

3 53 28 & 8% A J dJ3IF BT B 88

R

104

10e
100

5

Mechanistic atudies on the neurotoxics effects of lead
Analytical methods for issue levels
wmnwmmmmmmmmm

a3 exposed workers.
mmmmmumwmmmm
identified.

Half-lives in surface water, grouncerster

Bioavailability from soi
Exposure levels in humans kving near hazardous waste sites. and other poputations, such

battery of tasts via oral

memmmmmm
sy : , —
mmmmdwpum .

Multigeneration reproductive '

2-species davelopmental txicity siudy vik inhelution .
. mmuwmmmmmmmmm

mmmnmmamm

2-species developmental foxicity study via oral exposure
Neurotoxdcology battery of.lests vie oral exposure
Wmmummumwmmn

anmmmmmmwmmm

5 exposec! workers,
wmmwmmmmmm
mmnmmmmmmwmmm

88 expOosed workers.
Dose-resporse data iy animals for acule- and intermediste-duration: orsl eXposwres ...

Epidemiclogical shxfies o the health effects of PCBs
mm Qastrointesting) xxdcity, liver, kidney, thyroid toxiclty, reprockactive/devel-

mmhwmmmmdmmmmm
&3 exposed workers.

Dose-response date irr animais for inermediste-chration oral exposune

Epidemiclogical studies on the-heeitly eflects of chioroform meh
m:-w.mm mmmm , hepetotoxicity, and

va“hmmmmwmm-ﬂmmm

SO

WMWPMWMMdPMMMMMW
tion of PAHs, and on how PAHs affect rapidly proliferating tissoes, .

Dowe-tesponss daty i arémaly for scute- and infermediate-duration inhalation sxposurss.
The subchronic study shoulkd m extercext reproductive organ Hmﬂnhgymd
immunopatiiogy.

Mmumm«mwmmm
cancer, dermat, hemolymphatic, and hepatic).
Emmmmmmmmmmmmmmmm
28 exposedt workers,

Mmusmmdmmm
F Dose-respores data in animels for acute-duration oraf exposure
| Neurntocology battery of tests via the oral mus .....
mmmwumwnwm
Epkismiviogical stuies. on the heallt effects of trichiomethylens (Special emphasis

endpoints include: cancer, hepsiotoxiclly, renal foxiclly, developmental foxicity, and

v

LR

<%

R

RS %

g9ea051 S8y
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TABLE 1.—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS CURRENTLY BEING ADDRESSED UNDER ATSDR'S APPUED

RESEARCH PROGRAMS—Continued
Substancs 0 Priority Data Nead Addressed
_ 10E Exposura lovels in humans fiving near hazardous wasie sites and other poputations, such
a8 exposed workens.
DOT ... caremseanes } TIA Dmummhmummwom
1B Mm(mwm)
11C Bloavaitability and bloaccumlation from soll
11D Epidemiological shudies on the heaith sffects of DDT, DDD and DDE (Special emphasis v
endpoints include: immunotaxicity, reproductive and developmental toxicity).
HE - Emthhmmmmwmmmemm v
as exposed workers,
1F Potential candidate ko subregistry of exposed persons v
CHIOMUM «ovreeermrsroerrerne | 12A Dose-response data in animeis f0r acute-duration exposure to chromium (Vi) and (If) via v
oral exposure and for intarmediate-duration exposure 10 chvomium (Vi) via orad exposurs.
128 Muttigeneration reproductive toxicity study via oral exposure 10 chvomium (Ull) and V1) ... v
12C Immunatoxicology bettery of tests following oral exposure %0 chromium (1) and (V1) ... v
12D 2-species developmental toxicily study via onsl exposure o chvomium (1) and (V) —e.....—.
12E Exposure levels in humans kving near hazardous wasis sites and other poputationa, such
a8 exposad workerns. .
Tetrachioroathylene ..... | 13A Dose-response data in animais for acute-durtion oral exposiure, inchuding neuropathology v
and demaanor, A
138 Multigeneration reprocuctive taxicity study vis oral exposure
13C Doseesponse data in  animals oral exposire, inchuing
10 2mopamobgymddum.mm“ v
-Apacies developmental ioxicity study axposurs
138 Exposure levels in humans kving nesr hazardous waste sies and other populations, such
&8 exposad workers.
o 13F Potential candidete for subregistry of exposed persoos v’
14C mmmmmmmmmmmmm
as exposad . .o
140 Potential canciidate for of exposed persons ) v
Cyanide ... | 15A . | Dose-response data in animeis for acute- and intermediate-duration ‘exposures via inhata- v
tion. The subchronic study should inciude extended reproductive organ histopathology
and evaiugtion of neurchehavional and neuropathological
158 foxicity study via oral exposure v
15C Evaluation of the environmenta fale of cyanide in sail v
150 Exposure levels in humana fiving neay hazardous wasie sites and other populations, such
. 23 exposed workers, . . ,
158 Potential candidae for subregistry of exposed persons v
Carbon Tetrachicride ... | 16A Doseesponse data In animais for chronic oral exposure. The study should include ex-
tended i Wnetmmwdmm)hﬂopaﬂuow -
168 Immunotoxicology battery of tests via oral exposurs v
16C Halt-iits in soi
160 Exposure ievels in humans living near hazardous waste sites and other populations, such
as workers,
16E . | Polential candidate for subregistry of Vel
Beryium ..—oveoeur | 1TA Dose-responss data_in animais for acute- and intermediade-duration inhalation exposures. v
The subchronic sixly should inciude extended reproductive organ histopathology.
178 2-species toudcity study via inhalation exposure v
17C Environmental tate in air: tactors affecting in air v
170 Analytical methods 10 determine snvironmental
7€ Immunotoxdcology betiery of tests following ol v
17F Expoaure jevets in humans fiving near hazardous waste sites and other populations, such :
as exposad .
Toluene ... .o | 18A Dose-responss data in animais for acute- and intermediate-diration oral axposiwres, The v
subchronic study should inciude an extercied histopathological evaluation of the immune
188 Comparative toxicokinetic studies (Characterization of absorplion, distribution, and excre- v
10c m&?qqu)& via oral exposure . v
tests xposure
180 Mechanism of
18E "Exposure levels in humans iving near hazardous waste sites and other populabions, such
. 83 axpossd workers. .
NICKS! eeoeeere | 19A Epidemiclogical stuies on the heaith effects of nickel (Special emphasis endpoints inciude:
108 2-species study via the oral route :
18C Dose-response data in animals for acute- and intermediate-duration oral expoSUNes .e—...—
180 Newrotoicology batiery of tests via oral exposurs
19E Bioaveilahiity of nicke! from so St
19F Exposure levels in humans living neer hazardous wasts sites and other populations, such

X
Qo
w
-
(%3]
]
[a7]
[#V]
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RESEARCH PROGRAMS—Continued

TABLE 1.—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS CURRENTLY BEING ADDRESSED UNDER ATSDR'S APPUED

Substance

Prionity Data Need

Addressad

Methylene Chiorids .

WA - 1 S —

Chiorosthane ..

8 8 BEBY N 88

NS

Dosa-rezponsa data inv animais. for acute- and intermediaie-curation oral exposure. The
subchronic study should include exendad reproductive organ  histopathology,
mrunopathology,

Cﬂmﬂvwemhoamy)vhww
mmnmmmwmmwmmm

EMMMumNMMdDEHPMMWh
Dmmwm&hhmmhhmmmmem

stuces on the heaith effects of selenium (Special emphasis endpoints in-
clude:- cancer, reprociuctive and developmental toxicity, mmywmmddn

Emounuwhhmmnm“mmmmmmm

v

A

’.

loction as primary

mm»mmmmd
cortamingnts

candicate
by the Division of MSM&AMWMMM

for subregistry development. These substances will be consiiered for se-

0

TABLE 2.—PRIORITY DATA NEEDS BEING ADDRESSED BY EPA RULE MAKING

- Priority Data Need

%

k-] Ooss-respooss datx iy animals ki chronic-uration ol exposure

Multigeneration
F 2-tpacias devalopmantal

reproductive toxicity, study via inbalation

Imrmunoloxicology battery of tasts via the oral route
wmm“ uhmummbw»mm
exposure,
wmmmnumbm (iry and (V) ,
Mmmdmmwemnmmnwm

wmmmmmm

Dosavresponse . dats i scimais fof acute-duration ok ©posure, Including §

Ei‘sas S8 HuEEE

FEHEE

89E9051 59y




11440 Federal Register / Vol. 59, No. 47 / Thursday, March 10, 1994 / Notices

TABLE 2.—PRIORITY DATA NEEDS BEING ADDRESSED BY EPA RULE MAKING—Continued
Substance 1] Priority Data Need TSCAFIFRA

The subchronic study shouid include an evakuation of Inymune and nervous sysiom
(WMMMNWWmm

Cyanid®d e | 15A Mmmﬂmumwnmmew TSCA.
- The subacute shxly shoukd include extended reproductive omgan
mmwmmammwmmmm
158 2-Species developmental taxicity study via oral exposure © TSCA
] - (inhaiation
) : study).
15C Evakuation of tha emvironmenta! tate of cyanide in soil TSCA.
Berylium oo | 17A Dose-response data in animals for acule- and intermediate-guration inhalation expo- TSCA
histopathology.
178 2%Wmﬂymﬂyﬁﬂahﬁmw TSCA.
17C Environmental tate in air; tactors aftecting bioavailability. in sir TSCA.
17E immunotaxicology bettery of tests following oral expasure TSCA
study).
Toluens ...oeeecrreccenes | 18A Dose-response data in animals for intermeadiateduration oral exposures. The sty TSCA.
should inciude an extended histopathological svaluation of the immume sysiem.
188 Comparative toxicokinetic studies (Characterization of absorption, distribution, and ex- TSCA.
crstion via oral exposire). .
Methylene Chioride .......... | 20A om«mmnmumdmwmmm TSCA.
* should include extended immunopathology and neuropathology. .
208 2-gpecies developmental toxicity sty via the oral route TSCA.
Chioroethans ................ | 24A Dose-response cata in animals for acule- and intermediaie-curation oral exposures. 'Wwoﬁ;’h
address the
immune
system

requirement of
this Priority
SR Data Nesd)

Tm 3'—PRIORITY DATA NEEDS POTENTIALLY BEING ADDRESSED BY VOLUNTARY RES:EARC” '
Substance o | - Priority data need ' oo Fem

PCBS oo | TH Blodegradation of PCBs in water General Electric Comparty.
: | TE stuios on the health efiects of PCBs (Special em- Gemmlsmmm

Methylens chionde ... | 20A | Dose-fespones deta in animels for acute- and intermediate-duration | Halogenated Solvents  industry
" productive organ histopathology, neuropathology and demeancr, _ ..
208 2-species developmental toxicity study via the oral roue ... Habgomhdm Solvents ll\dﬂv‘

-

TABLE 4.~-PRIORITY DATA NEEDS BEING ADDRESSED BY MHPF INSTITUTIONS
Substance F 100 Priority data need . - lnstitution

.7, p—— i 7 mmmummamm Plorida A & M University.

1o Mo Medicas Garter of the Charies R,

1 Exposure levels in humens living near hazamjous | The King/Drew

: mmwmmm:-m Drew University of Medicine and Science,
workers, Morehouse School of Medicine.

MOrCIry v e | 3A MWMM«W&- TWUM
gA - mmmuhmummm deryMedmlCoﬂego.

g‘

Berzens ...

PAHs

90 Dose-responss data in snimals for acutd- and inter- | Meharty Medical Coliege.
mediale-duration  inhalation .

Trichloroethtene —.. | 108 | Neurotaxicology battery of tests via ora) exposurs . | Texas Southem Universiy.
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TABLE 4.—PRIORITY DATA NEEDS BEING ADDRESSED BY MHPF INSTITUTIONS—Continued

Substance

19)

Priority cata need

st

mﬂ.;” - Z - - r":.‘lﬂ "‘Iu .

Toluend — e,
Zinc

18C
21A

Neurotoxicology battary of tasts via oral exposure ...
Dmmmnmumo-mm

Texas Southem University,
Tuskegee University.

TABLE 5.-—PRIORITY DATA NEEDS BEING ADDRESSED BY THE ATSOR GREAT LAKES HUMAN HEALTH EFFECTS
RESEARCH PROGRAM

Substance

o

Priority data need

Instiution

Lead

PAHs

poT

1c

b4

TA

10

e

1F

Exposure levels in humans living
near hazardous wasts sies and
mmm-:u-
posed workers.

T
ifgzéga.gééigégg

$ g i
E;?%E;; il

Potential candidate for subregistry of
oxposad persons.

State University of New York at Euftalo,
SWUMdeNVuknOm.
Michigan State University. ]
University of Wisconsin—Superior.

New York State Health Department.
University of llinois &t Chicago. .
University of itinois at Urbane-Champaign.
Wisconsin Department of Health and Social Services.
State University of New York st Oswego,
University of ilinois at Chicago, .
Stale University of Now York at Bultalo.
State University of New York st Oswego.

State University of New York st Buftalo.
State University of New York st Oswego.

<

. | University of Wisconsin—Superior,
University of ilinois st Chicago,

University of llinois at Urbana-Champeign,
State University of New York at Buffalo,

smumumvmno«m L

Wiaconsin Departrent of Health and Social Services, .

State Univeraity of New York at Buffalo.
ShtoUMyolNewYorkdOsm

[FR Doc. 94-5555 Filed 3-9-04; 8:45 am)
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- | ~¥iolations between 1980 and 1983, PR
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'_ow s.agreement on fine
.ZW||| settle- old U S. sun‘

e T,

et

ﬁtate-’l‘imes writer

- Dow Chemical Co. has agreed to pay a $38,000 fine to settle a 5-year-old
lawsuxt by the government that alleges the eompany’s Plaquemine plant
-ﬂl ally released toxic vinyl chloride into the environment, . .
‘consent decree filed Friday in U.S. Distriet Court in Baton Rouge glves
Dow Chemical a month to pay the fine. )
mThe U.S. Environmental Protection Agency sued Dow m March 1985
claammg the company violated the Clean AirAct. . - . ..., &
~*Dow agreed to pay $87,000 in an October 1987 consentdecree, settling the
. | . EPA’s original allegation that the company was responsible for 12 Teleases
. oftfmyl chloride bétween 1980 and 1983. . .
+'{ » 2Vinyl chloride is a known cancer-causing agent. At the time of the alleged '

RN B 'vtgxutmns. the; EPA was. enforcing a zero-emassiens standard-on the‘ - .

: s ; ’ V Pu (k(
from an amended complaint filed by the EPA in'Aygust: 191}6‘ ]
'13 more relef-valve discharges-of vtnyl ehloﬂdeanu'\ T

ati

» “Dow lawyer Dean Cooper said the vinyl chlorxde was released through
- safety values and incinerated in a flare tower.

" “Thelow amount of the penalty shows that the EPA felt that the flare was
effective in removing the majerity of the vinyl chloride,” he said. “But they
had tofine us because it was a technical violation. , . Unfortunately, alot of
“companies were allowing those valves to discharge into the environment

-+‘*d1recu "

«EPA spokesman Davxd Bary said federal regulations have changed to
{ allow chemical plants to burn off vinyl chloridein ﬂare towers that meet .
| government standards. ' .
. Edmiry agreed with Cooper that the government wou'ld not brmg asimilar
r 1awsuit against Dow today under the EPA’s current regulations. '

.. ..g;_:-ynder federal law, the public has 30 days to comment on last. wee.k’ vy
ti i

peensent decree, The government could postpone the settlemen i
B comments warrant further investigation. T iy : 5 i v
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