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April 3, 1996
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MEMORANDUM FOR VINYL CHLORIDE PANEL
Re: ATSDR Voluntary Research Program

Attached is a notice published earlier this week by the Agency for Toxic
Substances and Disease Registry (ATSDR) to update the status of its voluntary
research program. The notice reports that the acute inhalation toxicity study of
vinyl chloride has been determined no longer to be a data need. it notes that
CMA submitted a protocol to address the priority data needs for reproductive and
developmental toxicity studies of vinyl chloride by inhalation, and states that
ATSDR expects to enter a Memorandum of Understanding with CMA for this
study in the near future.

Clfey Noswne

W. Caffey Norman, iil

Attachment

CMA 115429




e s R LRI
.

A

14420

Federal Register / Vol. 61, No. 63 / Monday, April 1, 1996 / Notices

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Agency For Toxlc Substances and
Disease Registry

[ATSDR-108)

Update on the Status of the Superfund

Substance-Specific Applied Research

Program

AGENCY: Agency for Toxic Substances

a AT e (ATENRY ‘
den{ of Health and Human

Services (HHS).

ACTION: Notice.

SUMMARY: This Notice is an update on
the status of ATSDR's continuing effort
to irnplement the Substance-Specific
Applied Research Program (SSARP).
Authorized by the Comprehensive
Environmental Response,
Compensation, and Liability Act of 1980
(Superfund) or CERCLA, as amended by
the Superfund Amendments and
Reauthorization Act of 1986 (SARA) (42
U.S.C. 9604 (i)), this research program
was initiasted on October 17, 1891. At
that time, a list of pﬁoﬁw needs for
38 priority hazardous su| Ces was
announced in the Federal Register (56
FR 52178). The list was subsequently
revised based on public comments and
published in final form on Novamber
16, 1992 (57 FR 54150).

The 38 substances, each of which is
found on ATSDR's List of Priarity
Hazardous Substances, are aldrin/
dieldrin, arsenic, benzene, beryllium,
cadmjum, carbon tetrachloride,
chlorosthane, chloroform, chromium,
cyanide, p,p"-DDT.DDE.DDD, di(2-
ethylhexyl) Citlxthah(e. lead, mercury,
methylene chloride, nicksl,
polychlorinated biphenyl compounds
(PCBs), polycyclic aromatic
hydrocarbons (PAHs—includes 15
substances), selenium,
tetrachloroethylene, toluene,
trichloroethylane, vinyl chloride, and
zinc (56 FR 52166, October 17, 1991).

Priority data needs for 12 additional
priority hazardous substances were
recently identified and are also being
announced in a Federal Register Notice.
The 12 substances, each of which is
included in ATSDR’s List of Priority
Hazardous Substances, are chlordane,
1.2-dibromo- 3-chloropropane, di-n-
butyl phthalate, d.isull%ton, endtin
(includes endrin aldehyde), endosulfan
(alpha-, beta-, and endosulfan sulfate),
heptachlor (includes heptachlor
epoxide), hexachlorobutadiene,
bexachlorocyclohexane {alpha-, beta-,
delta- and gamma.), manganese,
methoxychlor, and toxaphene.

This Notice also serves asa .
continuous call for voluntary research
proposals. Private-sector organizations
may volunteer to conduct research to
ad specific priority data needs by
indicating their interest through
submission of a ressarch proposal to
ATSDR (see ADDRESSES section of this
Notice). A Tri-Agency Superfund
Applied Committee (TASARC)
comprised of scientists from ATSDR,
the National Toxicology Program (NTP),

published a revised list of 117 priority
data needs for these priority hazardous
substances (57 FR 54150).

The major goals of the ATSDR SSARP
are (1) to address the substance-specific
information needs of the public and
scientific community, ar {(2) to supply
necessary information to improve the
database to conduct comprehensive
public health assessments of
populations living near hazardous waste
sites. This program will also provide

ervl the Envirenmente! Proectien coce.o dstadhat-can be gamaralized 1o rthor

Ageaey Ly wili review wal prUpOsSu
voluntary research efforts.

DATES: ATSDR considers the voluntary
ressarch effort to be important tothe
continuing development of the SSARP.
Therefore, the agency strongly
encourages private-sector organizations
to volunteer at any time to conduct
research to address identified data
needs unless ATSDR announces that
research.has already been initiated for
that specific data need.

ADDRESSES: Private-sector organizations
interested in volunteering to conduct
research may write to Dr. William
Cibulas, Chief, Research
Implementation Branch, Division of
Toxicology. ATSDR, 1600 Clifton Road,
N.E., Mailstop E-29, Atlanta, Georgia
30333.

FOR FUATHER INFORMATION CONTACT: Dr.
William Cibulas, Chief, Research
Implementation Branch, Division of
Toxicology. ATSDR, 1600 Clifton Road,
N.E., Mailstop E-29, Atlanta, Georgia
30333, telephone 4046396308,

SUPPLEMENTARY INFORMATION:

Background

CERCLA as amended by SARA (42
U.S.C. 9604(i}) requires that ATSDR (1)
jointly with the EPA, develop and

rioritize a list of hazardous substances
‘ound at National Priorities List (NPL)
sites, (2) prepare toxicological profiles
for these sul . and (3) assure the
initiation of a research program to
address identified data needs associated
with the substances. Before starting
such a program, ATSDR will consider
recommendations of the Interagency
Testing Committee on the type of
research that should be done. This
committee was established under
section 4(e) of the Toxic Substances
Control Act of 1976 (TSCA).

On October 17, 1991, ATSDR
announced the identification of the
priority data needs for 38 priority
hazardous substances {56 FR 52178),
requested public comments, and invited
private- sector organizations to
volunteer to conduct research to address
specific priority data needs. On
November 16, 1992, the agency

substances of areas of science, Licludag
risk assessment of chemicals, thus
creating a scientific.base for addressing
a broader range of data needs.

In section 104(i)(5)(D), CERCLA states
that it is the sense of Congress that the
costs for conducting this ressarch
program be borne by the manufacturers
and processors of the hazardous
substances under TSCA and by
registrants under the Federal
Insecticide, Fungicide, and Rodenticide
Act of 1972 (FIFRAJ}, or by cost recovery
from responsible parties under CERCLA.
To execute this statutory intent, ATSDR
developed a plan whereby parts of the
SSARP are being conducted via -~
regulatory mischanisms (TSCA/FIFRA),
private-sector voluntarism, and through
the direct use of CERCLA funds.

The TASARC, comprised of scientists
from ATSDR, NTP, and the EPA has
been set up:

(1) To advise on the assignment of
priorities on mechanisms for addressing
data needs;

{2) To coordinate knowledge of
research activities to avoid duplication
of research in other programs and under
other authorities;

. (3) To advise on issues of science
nldlted to substance-specific data needs;
an

(4) To maintain a scheduled forum
that provides an oversll review of the
ATSDR SSARP.

The TASARC has met six times since
the SSARP began. This Notice is an
update on the status of ATSDR's efforts
to implement the SSARP, focusing on
ongoing activities relevant to test-rule
development under TSCA/FIFRA,
private-sector voluntarism, and the
direct use of CERCLA funds.

Additional data needs are being
addressed through an interagency
agreement with NTP, by ATSDR's Great
Lakes Human Health Effects Research
Program, and other agency p s. To
date, a total of 63 research nee
associated with 38 ATSDR priority
hazardous substances (including 15

lycyclic aromatic hydrocarbons) are

ing addressed via these mechanisms
(Table 1).
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ATSDR believes that these priority During 1994, EPA added 11 ATSDR  voluntary ressarch efforts of these
data needs will remain on the agency'’s  substances (and associated 26 pr'im'il"il izations, data needs for two classes
list until ongoing studies to address data needs) to its master testing list, the  of substances (PCB compounds and

them have besn completed, peer-
reviewed, and accepted by ATSDR,
However, priority data needs could be
deleted from the list (Table 1) if upon
re-evaluation of the existing database,
the agency determines that additional
studies are no longer needed. Thres
recent examples follow. ATSDR, in
conmltation with the TASARC, re-
evaluated the database for acute

TR CI R ITR TV ISSRC A AP e SHIPA I
and determnined no additional data are
needed at this time (Table 1), With
regard to the priority data need for oral
developmental toxicity studies for
tetrachloroethylene (PERC), ATSDR
recently re-svaluated the database
during the update of the toxicological
profile for this substance. ATSDR
concluded that the database was
sufficient to derive s minimal risk lavel
(MRL) for acute oral exposurs based on
a developmental toxicity study.

Although ATSDR believes that
additional developmental data would be
useful to more fully characterize the
effects and increase the confidencs level
of the MRL, the agency now believes
that this data is more appropriately
classified as a data need rather than a
priority data need. Therefore, this
priority data need has also been deloted
from the list (Table 1), Similarly. the
priority data need for additional acute
oral studies for trichlorosthylene has
been reclassified as a dato need and
thus deleted from the list (Table 1)
because an MRL was derived during the
updating of the toxicological profile.
Conversely, additiopal priority data
needs could be included in the ATSDR
list based on assessment by.oﬁcy
programs (See Section F, * ATSDR
Programs,” which discusses exposure
subregistries).

A. TSCA/FIFRA

In developing and implementing the
Substance-Specific Applied Research
menm. ATSDR, NTP, and EPA have
established procedures to identify
priority data needs of mutual interest to
Federal programs. These data needs are
being addressed through a program of
toxicologic testing under TSCA. This
research will be conducted according to
established TSCA procedures and
guidelines. Generally, this testing will
address more than one Federal
program's need. Following review and
endorsement by the TASARC oversight
committee during fiscal year (FY) 1993,
of the 117 priority data needs for 38
substances, approximately 60 priority
data needs were referred to the EPA
under TSCA/FIFRA authorities.

first step in test-rule development under
TSCA, Section 4 (59 FR 11434, March
10, 1994). On Septamber 30, 1994, EPA
published a Federal Register Notice
soliciting testing proposals from
industry to address the priority data
needs identified for ATSDR's priority
hazardous substances {59 FR 49934).
Although no manufacturers or
processors of these substances came
Caryeadow RN g e P ]
industry groups responded by -
submitting pmpmm address some of
the data needs via ATSDR's voluntary
research program described in detail in
Section B, ""Private-Sector
Voluntarism.” The priority data needs
currently being addressed by TSCA/
FIFRA are listed in Table 2. .

ATSDR shared its priority data needs
for these substances with other Federal
agencies and programs. On several
omsion;. whmT?DR ::llentiﬁod
priority data n or oral e )
other agencies needed inhmm
In response, ATSDR is considering
proposals to conduct inhalation studies
in conjunction with physiologically
based pharmacokinetic (PRPK) studies
in lisu of oral bioassays. ATSDR expects
that inhalation data derived from these
studies can be used with PBPK _
modeling to address its oral toxicity
data needs.

Table 2 includes the priority data
needs for thres metals, i.e., beryllium,
chromium and mercury. However, the
specific forms of the metals to be tested
are yet to be determined. The TASARC
bas established a workgroup to address
this issue. The workgroup will also
consider the needs of other Federal
agencies and EPA programs, The EPA
will solicit t proposals for these
three meotals at a later date.

B. Private-Sector Voluntarism

As part of the SSARP, on February 7,
1992, ATSDR initially announcad a set
of Froposod procedures for conducting
voluntary research (56 FR 4758),
Ravisions based on public comments
were published on November 16, 1992
{57 FR 54160). Private-sector
oxganizations were encouraged to
volunteer to conduct research to address
these specific priority data peeds.

ATSDR bas been pursuing voluntary
research interssts with three private-
sector organizations: the General
Electric Company (GE), the Halogenated
Solvents Industry Alliance (HS1A), and
the Chemical Manufacturers Association
(CMA). Preliminary discussions are
being held with a fourth organization,
the Shell Oil Company. Through the

volatile organic compounds) are being
addressed (Table 2). To date, two
memoranda of understanding (MOL))
have been signed by ATSDR and the
interested parties. A third MOU is under
development.

General Elactric Company (GE)

On February 8, 1995, ATSDR entered
intn an MOTT with GE This »vas the firs

-Gt & [ lite-Becior orghgieation

volunteered to conduct ressarch to
address ATSDR’s data needs identified
in its SSARP, The MOU with GE covers
the following three studies on PCBs:

* Project 1, “An assessment of the
chronic toxicity and oncogenicity of
Aroclor-1016, Aroclor-1242, Aroclor-
1254, and Aroclor-1260 administered in
diet to rats,” was initiated on February
8, 1993.

* Project 2, “Metabolite detection as
a tool for the determination of naturally

aerobic PCB biodegradation,”
was jnitiated on January 2, 1995. )

* Project 3, “PCB congener dnalyses,”
was initiated on February 8, 1993.

While the above studies do not
address ATSDR's priority data needs for

. PCBs, the three projects will address

some of the agency’s data needs for
these substances. Specifically, although
ATSDR has identified bioassays via the
inhalation and dermal routes as data
peeds for PCBs, agency scientists
believe information gained via GE's orul
bioassay (Project 1) is pertinent to
understanding the toxicity of PCBs.
Furthermore, first-pass metabolism does
aot appesr to play a key role for these
substances. Therefore. toxicity
information to be obtained from the GE
oral bioassay is expected to be relevant
to the inhalation and dermal routes.

ATSDR has identified PCB
degradation in sediment as a data nesd.
Additional environmental fate
information is needed to estimate
exposure to PCBs under various
conditions of environmental release in
order to plan and conduct follow-up
exposure and health studies. Therefore,
Project 2 will address ATSDR's data
need for the environmental fate of PCBs.

Although ATSDR has not identified
PCB congener analyses (Project 3) as a
data need, agency scientists believe that
the toxicokinetics data (using selected
tissues from Project 1) may provide
important knowledge about the
correlation of health effects with
relovant PCB congeners.
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Halogenated Solvents Industry Alliance
(HSIA)

On April 4, 1995, ATSDR entered into
an MOU with HSIA covering studies to
address three ATSDR priority toxicity
data needs for methylene chloride. The
studies consist of acute- and
subchronic-duration, and
developmental toxicity via oral
exposure. The data will be obtained by
using PBPK modeling. These studies
were initiated on May 23, 1995.

HELA hee plus o pased S o elutin
28-day immunopathology assessment
for methylene chloride via oral
exposure, a priority data need identified
by ATSDR. The agency # to o
receive a study protocol from HSIA for
peer review in the near future.

Currently, HS1A and ATSDR continue
to discuss voluntary research efforts for
trichloroethylene (TCE) and
tetrachioroethylene {PERC).

With regard to TCE, ATSDR has
recently reclassified the priority data
need for acute oral data to a data need,
(see Background section of this Notice).
The agency is continuing its discussion
with HSIA to assess the possibility of
conducting a study or utilizing
benchmark dose modeling to address
this data need. As for immunopathology
data, HSIA proposed to first review the
existing dats for TCE. If the data are
inadequate and the methylene chloride
immunopathology study mentioned
above has provided meaningful
information, HSIA would then conduct
& similar study for TCE.

Regarding the priority data needs for
PERC, HSIA plans to obtain the oral
neurotoxicity data called for by the
agency by PBPK modeling. The database
10 be used for modeling will include the
HSIA-sponsored inhalation |
neurotoxicity study recantly approved
by EPA. EPA and ATSDR scientists
recently reviewed and accepted the
HSIA-sponsored reproductive toxicity
study of PERC via inhalation. HSIA
proposed to address ATSDR's priority
data need for oral reproductive data
using PBPK modeling. As for ATSDR's
priority data need for immunopathology
data, HSIA would follow the same
procedures as for TCE (described
above),

_Finally, with regard to ATSDR’s data
need for oral developmental toxicity
studies for PERC (see Background
section of this Notice), ATSDR is
continuing its discussion with HSIA to
obtain this data via PBPK modeling
once the EPA-required inhalation
developmental toxicity study has been
completad.

Chemical Manufacturers Associati n
{CMA)

During FY 1995, the CMA submitted
a study protocol addressing two ATSDR
priority data needs for vinyl chloride,
specifically, inhalation reproductive
and developmental toxicity studies in

rats.

ATSDR accepted the study protocol as
a candidate for voluntary research based
on ATSDR peer reviews and CMA's
satisfactory response to the peer
reviewers' comments, ATSTIE, exnects to
findien an JA0U with Uis cudeaing
this study in the near future.

EPA no long:r requires inhalation
neurological data far vinyl chloride as
originally stated in its solicitation
Notice (59 FR 49934, September 30,
1994). Its decision is based on a recent
reevaluation of the database.

C. CERCLA-Funded Research (Minonity
Health Professions Foundation Research
Program)

During FY 1992, ATSDR announced a
$4 million cooperative agreement
p with the Minority Health
Prrzf::?om Foundation {MHFPF) to
support substance-specific
investigations. This cooperative venture
is supported by the direct use of
CERCLA funds. About $4 million was
allocated annually for FYs 1993 to 1995
to continue this ressarch program tbat
ends in September 1997,

Currently, 9 priority data needs for 21

riority hazardous substances

including 15 PAHs) in the SSARP are
being addressed by the MHPF
institutions through this program. Also,
the MHPF rese program will
address 13 other substance-specific data
needs identified in the ATSDR
toxicological profiles concerning
exposures and relsted heaith effects. To
date, more than 20 abstracts have been
pressnted at scientific meetings, 4
manuscripts have been published in
peer-reviewed journals, and 7
manuscripts are in preparation. The
institutions receiving awards and their
respective research projects are listed in
Table 2.

A not-for-profit 501(c}(3) organization,
the MHPF comprises 11 minority health
professions schools. Its primary mission
is to research the health problems that
disproportionately affect poor and
minority citizens. The purposes of the
ATSDR-MHPF cooperative agreement
are (1) to initiate research to address
ATSDR-identified data needs for
priority hazardous substances, and (2} to
enhance existing disciplinary capacities
to conduct research in environmenta)
bealth at MHPF member institutions.”

The areas of research at MHPF
institutions include those related to

broad areas of toxicology and
environmenta) health science. Some
MHPF members are conducting health
studies of minority groups exposed to
ATSDR's priority hazardous substances.

D. National Toxicology Program (NTP)

ATSDR maintains an interr_ency
sgreement (LAG) with NTP to conduct
toxicologic testing of substances
identified at NPL sites. The studies,
determine levels of exposure that
present a significant risk to humans of
soute, subehirande, wid chreal beaith
effects. Often these studies include an
assessment of the substance’s ability to
causa cancer, reproductive toxicity, and
birté: defamu.’gz% mmm;l‘tlsia of these
studies are y tory agencies
such as the Food and Drug B
Administration and EPA, various
environmental and industrial groups,
and ATSDR to improve the ability to
conduct public haalth assessments at
NPL sites.

Under this agreement, one toxicity
priority data need identified in the
SSARP (immunotoxicology study of
carbon tetrachloride) is being addressed.

Anmlofongolngmnl?ribyth&
NTP is to study the bioavailability of
PCBs in soil, a priority data nead for
ATSDR. Therefore, NTP research may
also polentially address this ATSDR
priority data need.

During FY 1993, the existing IAG was
modified to include toxicity studies of
ATSDR's priority hazardous substances
via application of structure-activity
relationship (SAR) techniques and
PBPK modeling. NTP indicated future
plans for SAR modeling for
reproduciive and immunologic
endpoints. ATSDR is continuing to
work closely with NTP as the agency
has identified many reproductive and
immunologic data needs for the 38
priority hazardous substances. As
discussed in Section A, “TSCA/FIFRA,"
ATSDR will consider using PBPK
modeling to address data needs when
models are well developed and
validated. Therefore, ATSDR will
continue to work closely with NTP in its
efforts to refine the models.

E. Great Lakes Human Health Effects
Research Program

Some of the priority data needs
identified in the SSARP have bean
independently identified as research
needs through the ATSOR Great Lakes
Human Health Effects Research
Program, a saparate research program.
To date, 12 priority data needs for 19
priority hazardous substancas
(including 15 PAHs) identifisd in the
SSARP are being addressed through this
program. The institutions recejving
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awards and their respective studies are
listed in Table 2.

The Great Lakes Critical Programs Act
of 1990 mandated that EPA, in
consultation with ATSDR, prepare a
report that assesses the adverse effocts
of pollutants in the Great Lakes system
on the health of individuals in the Great
Lakes states. This report was recantly
transmitted to the Congress by the EPA
Administrator.

In support of this directive, ATSDR
received funds to carry out research.
{he ATIDH supj ovted resserch projects
focus on at-risk populations to further
define the human heaith ences
of exposure to persistently toxic
substances in the Great Lakes basin. The
research activities include but are not
limited to the following:

{1) Characterizing sxposure and
determining the profiles and levels of
Great Lakes contaminants in biologic
tissues and fluids in at-risk populations;

(2) Identifying sensitive and specific
buman reproductive/developmental
sndpoints and correlating them to

ure to Great Lakes contaminants;
3) Datermining the short- and Jong:
term risk(s) of adverse health effects in
progeny whose parents were exposed to
Groat Lakes contaminants; <

(4) Investigating the feaxibility of
establishing registries and surveillance
cohorts in 8:0 Great Lakes region; and

(5) Establishing a chemical mixtures
database with emphasis on tissue and
blood levels in order to identify new
cohorts, conduct surveillance and
health effects studies, and establish
ng‘;lﬂ;r‘inu and surveillance cohorts.

ing FY 1892, ATSDR announced a
$2 million grant program to conduct
research on the impact on people’s
health from esting contaminated fish
from the Great l‘iﬂ region. On
September 30, 1992, ATSDR announced
9 awards under this program.,

In FY 1993, about $3 million was
allocated to support the continuation of
the research projects conducted at the 9
institutions originally funded during FY

1992. In addition, ATSDR awarded one
new t to the Michigan Department
of Public Health to design, establish,
and operate a professionally creditable,
interlaboratory quality assurance/
quality contro] program for the ATSDR
Great Lakes Human Health Effects
Research . Additional funding
of $3 million and $4 million for FYs
1994 and 1995, respectively, was
allocated to continue support of the 10
research pFrgjocu.

During FY 1994, ATSDR heid a Groat
! akes Ressarch Sympasives in Detroit.
Michigan. The proceedings of the
symposium will be published in the
Journal of Toxicology and Industrial
Health in the near future.

Other ATSDR Programs

In its role as a public health :ﬁcncy
addressing environmenta] heaith, when
appropriate, ATSDR may collect human
data to validate substance-specific

and toxicity findings.
lﬂxﬂom-ﬁon on levels of contaminants
in humans has been identified and
remains as a priority data need for 37 of
the 38 priority substances (Table 1),
g:rnsn will obtain tléi; oi.:lf?hrmnuon
ugh exposure an effects
studies, and through establishing and
substance-gpecific subregistries of
ple within the agency's National
istry who bave potentially
been o to these substances.

The list of 38 priarity hazardous
substances in the SSARP was forwarded
to ATSDR's ure and Disease
Registry Branch (EDRB), Division of
Health Studies, for cansideration as
potential candidates for subregistries of

rsons, basad on criteria
descri in its 1988 document,
“Policies and Procedures for
Establishing a National stry of

"Persons Exposed to Hazardous

Substances.”

To date, ATSDR has salected benzene,
chromium, and trichloroethylene as
primary contaminants to establish
subregistries in the National Exposure

mltry. However, aldrin/dieldrin,
n tetrachloride, chloroethane,
chloroform, cyanide, p,p'- DDT, DDE,
DDD, di(2-ethylhexyl)phthalate,
mercury, methylene chloride, PAHs,
selenium, tetrachloroethylene, and vinyl
chloride remain in the candidate pool.
They will be considered for wlection as
primary contaminants during each
selection process (Table 1), :
Since the publication of the ATSDR
March 10, 1994, Federal er Notice
(59 FR 11434), EDRB has re-evaluated
the datubuses anc included nichal,
PCBs, toluens, and zinc in the candidate
pool for considerstion during each '
salaction process (Table 1), However,
arsenic, beryllium, cadmium, and lead
are not considered to be in the pool of
candidate substances for an exposure
registry at this time. This decision will
be re-evaluated as more information on
the chemicals and exposure sites
became available.

Finally, the need to collect, evaluate,

"and interpret environmental data from

contaminated media around hazardous
waste sites remains a priority data-need
for all 38 priority hazardous substances
by ATSDR. However, u.gloncy scientists .
realize that a substantial amount of this
information has already been collected
through individual State programs and
the EPA's CERCLA activities; therefors,
ATSDR will evaluate the extant
information from these programs to
characterize better the need for
additiona) site-specific information.

The results of the research conducted
via the SSARP will be used for public
health assessments and to reassess
ATSDR's substance-specific priority
data needs. The agency expects to re-
evaluate the priority data needs for
priority hazardous substances every
three years.

Dated: March 26, 1996.

Claire V. Broome,
Deputy Administratar, Agency for Toxic
Substances ond Disease Registry .

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

APPUED RESEARCH PROGRAMS

Substance | PDNID PDN descripion . wora
Load ..o 1A Mechanistic stuciies on the neurotoxic sffects of lead M
1B Analytical mathods for tissus levels.
1€ Exponnw lovels m humans fiving near hazardous waste sites and other populations, such as ex- | M, G
workers,
Arsenic .............. 2A Comparative toxicokinetic stucies to determine i an appropriate snimal species can be identified ...
28 Haif-ives in surface water, groundwater.
2C Bioavalabitity from sod.
2D Exposurs levels in humans living near hazardous waste sies and other populations, such as ex-
Mercury ..., | 3A Multigenaration reproductive toxicity study via oral exposure M, G
a8 Dose-response dats in animais for chronic-duration oral exposure E
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TABLE 1.—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS (PDN) CURRENTLY BEING ADDRESSED UNDER ATSDR'S

APPLIED RESEA_RCH PROGRAMS—Continued

Sustace | PONID PON description ()
ac Immunotoxicology battery of tests vig oral axposure g
a0 Exposure levels in humans living near hazardous waste sites and other populations, such as &- | G
posed workers, )
3E Potential candidate for of exposad persons AG
Vinyl Chioride ... | 4A Dose-~responas duta in animals for acute-durstion inhalation sxposure o
48 foxicity shady via inhalation v
AC duta in animals for inhalation exposure.
:g mdwww‘z v
4 Wanmmmmmwmm smﬁ—;ﬁ-
posed workers
4G Potential cancidaie for subregiery of exposad persons A
Benzers ........... | SA Dose-respones dats in animals for acute~ and intarmediats-duration oral exposusre. The subchronic | £
study should iInclude an extended organ histopathology.
58 2-species developmenta! nxiclty study via oral exposure M
5C Newrotoxicology battary of tests vie oral exposrs E
5D Epuuwmunumhmmmmm(wwmmmm‘
immunotoxiclty).
5€ Exposure levels in humans living near hazardous wasts sies and other populations, such &s ex-
posed workers,
Cadmium .......... GA Aralytical methods for biological tissues and fluids and snvironmerntal media.
(-] Exposure levels in humans living near hazardous waste sitas and other populations, such as ex-
posed workers.
PCBs .. s | TA Dose-resporse deta in animals %0r acute- and intermediate-duration J—————— ¥ |
) Biodegradation of PCAs in water; bioavalahiity of PCBs in akr, water and soll ~ )
7€ Dote-reaponse dets in for scade- and inhaiation exposurss. The
subchronk: study should include sxtended reproductive organ histopathology
70 Epidemiciogic stufes on the heaith sfiects of PCBs (Specisl emphasis andpoints inciude | G
WWMMMWMW
TE am.-muhm-mmmmmmmwmm such as ax- | G
posad workers. ’
7F Potantial candidate for subregistry of exposed parsons A
G Chronic ioxicity snd oncogenicity via oral exposure R
TH® Aerobic PCB biodegradation in sediment v,
nw PCB congener v
Chioroform ........ | 8A Dose-response dats in animals kr intermediate-duration oxpo-.n.
88 mmnmmumw endpoints include can-
o, neurotoxicity, reprocuctive and developmantal taxicity, hapatotoxicity, and renal toxicity)
ac Emm“nmum“mmww:mdmm such &s ex-
80 Potantisl candidgte for of expossd parsons A
PAHS ......... 9A Dose-response dats in animale for intermediate duration oral axposures. The subchronic study | M
should include extendad reproductive organ histopathology and immunopathology
98 2-S5pacies via inhalation or oral
ac Mechanistic studies on PAHS, on how mixtures of PAHs can influence the ultimats activation of
PAHs, and on how PAHs aflect rapidly proiiferating tissues
90 Dose-respors data in animels for acute- and intermediate-curation inhalation exposures. The | M
subciyonic  study ahould inchude exiended reproductive orgen  histopathology  and
immunopathology.
9E EMWMNMMdPMI(WWWIMW G
and hapatic).
oF ambubhhmmm”mmmmwmm such as ex- [ G
e Mmummydlwmm A
Tnchioro-ethyl | 10A Dose-response data in animais for acute- duration oral 8xposure. om
ane.
108 Newtoxicology battery of tests via the oral routs M
10C immunotoxicology battery of tests via the oral route )
100 Epidemiologic studies on the hasith offects of trichiorosthylene (Special emphasis endpoints -
clude cancer, hepatoioxicity, renal toxiclty, developmerntal \xicity, and neurotoxicity).
10E Exposure levels in humans living near hazardous waste sites and other populations, such as ex-

1A
18
1¢
1D

1E

posed workers.
Dose~reaponse data in animals for cheonic-chration oral exposure.
MWM(WW;)
Bioavalability and bicaccumulation from soll.
Epidaemiologic stufies on the health effects of DDT, DDD and DDE (Special emphasis andpoints
nclude immunotoxicity, reproductive and developmental toxicity).
Exposure levels in humans iving near hazardous waste sites and other popuistions, such as ex-
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TABLE 1.—SUBSTANCE-SPECIFIC PRIOBITY DATA NEEDS (PDN) CURRENTLY BEING ADDRESSED UNDER ATSDR'S

APPLIED RESEARCH PROGRAMS~~Cantinued

Substance PONID PDN description g-:'r'o-(l)
1"F Potential candidate for subregistry of exposed psrsons A G
Chromium ......... | 12A Dose-responee data in animals 1or acute-duration exposure 0 chromium (V) and (1)) via oral ex- | E
posure and for intermediate-duration expasure to chromium (V1) via ol
128 WWWWV&WWbWM)WM) ...... VTR -
12C ImMmydMMaﬂembd‘mmalnlmM) ............. E
120 2-Species developmental toxiclly study via orsl exposure 10 chromium (i) and (Vi)
128 Exposure levels in humans #ving nesr hazardous waste sites and other populations, such as ex-
Posed workers.
Tompahts o 13A Dose-responee deie it animals fre acise-chretion orsd axnosrs, mmmuwwmw Vias)
E MSANGH, And IMINOPEthology.
138 reproductive Dxiclty study via oral exposure Vs
13C | Dose-reaporse data in animals for orsl expomss, including neuropathology and
demeanor, and
130 2-Species foxicity study via oral om
13E Exposure jevels in humans iving near hazardous waste sias and other populations, such as ax-
w - '
13F Potential cancidate for subregistry of expossd persons A
Aldrir/Dieldrin ... | 14A Doss-response duta in animals for intermediate-curation oral exposure
148 Bicavailability from soll.
14C Exposure levels in humans fiving near hazardous wasts sites and othar populations, such as ex-
posed workers.
14D Potential candidate for mbregistry of exposad persons g : A
Cyanide ............ 15A Dose-reeporss data in animals for acute- and intermediate-duration sxposures via inhalation. The | E
subchronic study should inciude extended reproductive organ histopathology and evaluation of
neurcbehavioral and -
158 2-Speciss foodcity study via oral exposure E
15C Evahation of the environmental fate of cyankia in soll E
150 Exposure levels in humans fiving near hazardous waste sites and othwr populations, such as ex-
posed Workars,
156 Potential candidate for subregistry of exposad A
Carbon Tetra- 18A Dose-resporse data in animais for chronic oral exposurs. The study should include extended re-
chioride. organ and nervous tissus (and demeancor)
188 immunotoxicology battary of st via oral sxposune. NTP
16C Half-ife in solf
160D Exposure Wvels in humans iving near tazardous waste sites and other populations, such as ex-
18E Potential candidate for subregistry of A
Barytlium ........... 17A Dose-respones data in animels kr acuis- and intermediste-curstion inhalation exposures. The | E
subchroni studly should iInclude axtencied argan histopathology.
178 foxicity shudy via inhalation exposure E
17C Environmental fate in air; factors aflacting bioaviatabilty in air E
170 Aratytical methods 10 determine snvironmental
17E Immunotoxicology battery of tests following oral exposiure E
17F Exposurs levels in humans iving near hazardous waata sites and other populations, such as ex-
posed workers.
Tolusms .......... - | 18A Dose-responss data in animals for acute- and intermediste-duration oral exposures. Tha | E
subchronic study should include an extenxiad histopathologic evaluation of the immune system.
188 nmud-(cwmmdmmwemﬁmmﬁ
18C “W)'bmrydm oral M
Neurctoxicology via SXDOSUNG.
18D Mechanism of tolusne-nouced 2
18€ Exposure levels in humens iving near hazardous waste sies and other populations, sach s ex-
: posed workers,
18F Potential candidate for subregisty of exposed persons A®
Nicke ..oocene. 19A p studies on the health eflects of nickel (Special emphasis sndpoints include repro-
ductive toxicity).
198 2-Species developmental toxicity study via the oral route.
19C Wmthmrwmmmmeu
190 Neuroloxicology battery of tests via oral exposure.
19E Bioavailabiiity of nickel from sol.
19F Exposure levels in humins kving near hazardous wasts sites and other popuiations, such as ex-
posed workers.
19G Potential canciidate for subregistry of exposad parsons A
Methyiene Chio- | 20A Dose-response data in animals for acute- and intermadiate-duration oral exposwe. The sub-clvon- | Vi#)
ride. ic study shouid include extended reproductive organ histopathology, newropathology and de-
meanor, and immunopathology.
208 2-5Specias developmental toxicity study via the oral route ve
20C ammommwmmmmmmmmm.wun-
wWOorkers.
200 Potential candicate for subregistry of exposed persons A
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TABLE 1.—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS (PDN) CURRENTLY BEING ADDRESSED UNDER ATSDR'S
APPLIED RESEARCH PROGRAMS-—Continued

\ > -

Substance | PONID ‘ PON description Lo
TG e 21A Dose-response data in animais for aculs- and interrnediate-duration oral exposures. The sub- | M
chionic study should include an sxtended histopathologic svaluation of the immunologic and
neurciogic systems.
218 Muttipsneration reproductive utyw.dym axposure. ‘
21C Carcinogenicity testing (2-year bicasaay) via oral exposure. . :
210 Ewnwmmwmmmmmwmmmn.nm»n-
posed
21E . Pwmuwwdcmaoﬂmm A
[ 22A Epidamiclogic studies on the haalth effects of EHP(WWWWW)
228 Dosa-resporae data in animals for sculs- and intermadiate-cduration oral
mmmm mwmummm ‘
nawoiopic systems.
2C mmﬁmnprmm xuymdyvuommn
20 stuciios (Stuches designed to examine how primates metabolize and din- | E
moew-mnmmww;
»E Exposure levels in humans iving near hazardous waste sites and othwr populations, such g8 ex-
workars,
22F Potential candidate for subregistry of e porsons A
Selenium ... 23A Dose-response data in animails for acute~durition oral exposuse.
238 immunotoxicology battery of tests via oral
23C WMMNMMMM(WW include can-
and developrental toxicity, and adverse skin eftacts). ‘
23D Emhveuhwm mmmmwmmunhuu- .
NW“l *
23E Mmumamm A ;
Chiorosthane ... | 24A Dose-response dain in mummmwmme~
WMMMMMdmmmmwm and ex-
248- Mmmnmmmmm The study should include an eval- ¢
. ustion of nervous system tissuss. '
24C Potantial canciciaie for subregistry of exposad persons A ‘
VATSDR programs for addrassing deta nesds. A=ATSDR Division of Health Studies: E-Emmm TSCAFIFRA testing; !
WMWMRMWM—MMW oundation Schools; NTP= Toxicology :
3Nouw’mm-hg prorky cata nmed based cn recend avakacion of e database by ATSOR. e e F
Rm;s;zammmm Wﬂz ;ﬁuurd
s Ressarch
.D.m w ‘ohiary Program. .
’mebomm Mzmnwwnmmmm&bmmhm s
NGt a priority data nead.
TABLE 2.—GROUPS ADDRESSING ATSDR PRIORITY DATA NEEDS (PDN)
ATSDR Program " Firm, inetihution. sgency, Substance PON 1D
VOIUNBOSM ....ooeeoeisisivmrsnnssonse | CIMICE] MANUERCRINGrS ASSOCIBEON ...........ooonsicscirensnsasirnes | VIO CHIONOD wormeccismennenens | 48, 4E
General Electric Company . PCBe G, TH, T
- Halogenated Solverts INCusiry ABRMNCE ....occcccicrernscscnse ¥mm .............. - 1£ %
' strachioroathylens ............... | 13A, 1
Metyiens chioride ............. - | 204, 208
Minority Health Prolessions Florids A & M University 2 Lead 1A
Fourdiation Schools,
The King/Dvew Madical Conter of the Charies R. Drew Uni- | Lead 1C
versity of Madicine and Science.
Mebarry Mocical PAHs 9A, 90
Morahouse School of Mecicine Laad 1€
Texas Southem University Leag) 1A
- Trichiorostitylens ........... e | 108
. TOMONE ...covececemrccrenrrasaanvensenss | 18C
Tuskegee University ot~ R—— .
Zinc 21A
Xavier University BONZONG ..\ s rrassancoens | 5B
Great Lakes Human Health | Michigan State University f::: 2(‘:‘\
a3 Human 1
Ressarch Program, ’
MOTEY it we | 3D
PCBs ¥
. CMA 115436
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TABLE 2.—GROUPS ADDRESSING ATSDR PRIORITY DATA NEEDS (PDN)—Continued
ATSDR Program P st

New York State Health Department

State University of New YOrk 8t BUMRIO ........cooecoseercrnsece

State University of New York at Oswego

University of ltinols st Chicago

TSCAFIFRA ....cocccnnreininiscanas Environmental Protection Agency

National Toxicology Program . | National instinte of Environmantal Health Sciences ............

[FR Doc. 967852 Filed 3--29-96; 8:45 am|
BILLING CODE 4143-70-4
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