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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 chioride 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 chioride by inhalation, and states that
ATSDR expects to enter a Memorandum of Understanding with CMA for this
study in the near future.

Clfey N

W. Caffey Norman, Iii

Attachment
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DEPARTMENT OF HEALTH AND This Notice also serves as a published a revised list of 117 priority
HUMAN SERVICES continuous call for voluntary research  data needs for these priority hazardous

Agency For Toxic Substances and
Disease Registry

[ATSDR-106]

Update on the Status of the Supertund
Substance-Specific Applied Resegrch
Program

"AGENCY: Agency for Toxic Substances

and Disease Registry (ATSDR),
Department of Health and Hum

ACTION: Notice.

SUMMARY: This Notice is an update on
the status of ATSDR’s continuing effort
to implement 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 initiated on October 17, 1991. At

. that time, a list of priority data needs for

38 priority hazardous substances was
announced in the Federal Register (56
FR 52178}, The list was subsequently
revised based on public comments and
published in final form on November
16, 1992 (57 FR 54150),

The 38 substances, esch of which is
found on ATSDR's List of Priority
Hazardous Substances, are aldrin/
dieldrin, arsenic, benzene, beryllium,
cadmium, carbon tetrachloride,
chioroethane, chloroform, chromium,
cyanide, p,p’-DDT,DDE,DDD, di{2-
ethylhexyl) pbthalate, lead, mercury,
methylene chloride, nickel,
polychlorinated biphenyl compounds
(PCBs), polycyclic aromatic
hydrocarbons (PAHs—includes 15
substances), selenium,
tetrachloroethylene, toluene,
trichloroethylens, vinyl chloride, and
zing (56 FR 52166, October 17, 1991),

Priarity dats needs for 12 additional
priority hazardous substances were
recently identified and are also being
announced in a Federal Register Notice,
The 12 substances, sach of which is
included in ATSDR's List of Priority
Hazardous Substances, are chlordane,
1,2-dibromo- 3-chloropropane, di-n-
butyl phthalate, disulfoton, endrin
{includes endrin aldehyde), endosulfan
(alpha-, beta-, and endosulfan sulfate),
heptachlor (includes heptachlor
epoxide}, hexachlorobutadiene,
hexachlorocyclohexane (alpha-, beta-,
delta- and gamma-), manganese,
methoxychlor, and toxaphene.

proposals. Private-sector organizations
mmlu.nteer to conduct research to
ad specific priority data needs by
indicating their interest through
submission of a research proposal to
ATSD))R (see ADDRESSES section of this
Notice). A Tri-Agency Superfund
Applied Raseu\:i oramine

comprised of scientists from ATSDR,
the National Toxicology Program (NTP),
and the Environmental Protection
Agency (EPA) will review all proposad

L, Nl . .
Sarvice: (HH™ . w yolditiry eeani b el o L . xorwus,

DATES: ATSDR considers the voluntary
research effort to be important to the
continuing development of the SSARP.
Therefore, the agency strongly
encourages private-sector organizations
to voluntesr 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.

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

FOR FURTHER 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 404-639-6308.

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 thess substances, 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
comimittee 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 18, 1992, the agency

Committes (TASARC)

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, and {2) to supply
necessary information to improve the
database to conduct comprehensive
public health assessments of
populations living near hazardous wasta
sites. This program will also provide

, data that can be genaralized to other

substances or areas nf science, including
risk &899sEMBUT Eheintidls, thus

creating a scientific.base for addressing
@ 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 research
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 (FIFRA), 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 condu via
regulatory machanisms (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
related to substance-specific data needs;
and

(4) To maintain a scheduled forum
that provides an overall 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 pro s. To
date, a total of 83 research needs
associated with 38 ATSDR priority
hazardous substances (including 15
polycyclic aromatic hydrocarbons) are
being addressed via these mechanisms
(Table 1).
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ATSDR believes that these priority
data needs will remain on the agency's
list until ongoing studies to address
them have been 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. Three
recent examples follow. ATSDR, in
consultation with the TASARC, re-
evaluated the database for acute
inhalation toxicity for vinyl chloride -
and determined no additional data are
needsd at this time (Table 1), With
ragard to the priority dats weed for ovat
devellosmenul toxicity studies for
tetrachloroethylene (PERC), ATSDR
recently re-evaluated the database
during the update of the toxicological
profile for this substance. ATSDR
concluded that the database was
sufficient to derive a minimal risk level
{MRL) for acute oral exposure based an
a developmental toxicity study.
A]Lhougg ATSDR believes that
additional devc;t:lrmenm data would be
ussful to more fully characterize the
effects and increase the confidence level
of the MRL, the agency now belisves
that this data is more appropriately
classified as a data need mther than a
priority data need. Therefore, this
priority data need has also been deleted
from the list {Table 1). Similarly, the
priority data need for additional acuts
oral studies for trichlorcethylene has
been reclassified as a data need and
thus deleted from the list (Table 1)
because an MRIL. was derived during the
updating of the toxicological profile.
Conversely, additional priority data
needs could be included in the ATSDR
list based on assessment by agency
programs (See Section F, “Other ATSDR
Programs,” which discusses exposure
subregistries).

A. TSCA/FIFRA

In developing and implementing the
Substance-Specific Applied Research
Program, ATSDR, , and EPA have
established procedures to identify
priority data needs of mutual interest to
Federal . These data needs are
being addressed Lh.mugh a program of
toxicologic testing under TSCA. This
research will be conducted according to
established TSCA l_uywcu@dl.m.as and
guidelines. Generally, this testing will
address more than clme Federal q
program's need. Following review an
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.

During 1994, EPA added 11 ATSDR
substances (and associated 26 priori
data needs) to its master testing list, the
first step in test-rule development under
TSCA, Section 4 (59 FR 11434, March
10, 1994). On September 30, 1994, EPA
published a Federal Register Notice
soliciting testing prolgouls from
industry to address the priority data
needs identified for ATSDR's priority
hazardous substances (59 FR 49934).
Although no manufacturers or

rocessors of these substances came
orward with testing proposals, several
industry groups responded by
submitting proposals to address some of
ke daic nesds vie ATSDR'S voluniary
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 nesds
for these substances with other Federal
agencies and p . On several
occasions when ATSDR identified
priority data needs for oral \
other agencies needed inhalation data.
In response, ATSDR is considering
proposals to conduct inhalation studies
in conjunction with physiologically
based pharmacokinetic (PBPK) studies
in lieu of oral bioassays. ATSDR expects
that inhalation data derived from thess
studies can be used with PBPK
modeling to address its oral toxicity
data needas.

Table 2 includes the priority data
needs for three metals, i.e., beryllium,
chromjum and mercury. However, the
specific forms of the metals to be tested
are yet to be determined. The TASARC
has 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 testinfapropoula for these
thres motals at a later date.

B. Private-Sector Voluntarism

As part of the SSARP, on February 7,
1992, ATSDR initially announced a set
of Froposed procedures for conducting
voluntary research (56 FR 4758).
Revisions based on public comments
were published on November 16, 1992
(57 FR 54160). Private-sector
orﬁam'ntions were encouraged to
volunteer to conduct research to address
thesa specific priority data needs.

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

voluntary research efforts of these
organizations, data needs for two classes
of substances (PCB compounds and
volatile organic compounds) are being
addressed (Table 2). To date, two
memoranda of understanding (MOU)
have been signed by ATSDR and the
interested parties. A third MOU is under
development.

General Electric Company (GE)

Cn February 8, 1995, ATSDR entered
into an MOU with GE. This was the first
time a private-sector organization
volunteerad to conduct research to
address-ATSDR's date needs idantified
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-1018, Aroclor-1242, Aroclor-
1254, and Aroclor-1260 administered in
diet to rats,” was initiated on February
8, 1893,

* Project 2, “‘Metabolite detection as
a tool for the determination of naturally
occwrring aerobic PCB biodegradatian,”
was initiated on January 2, 1995.

* Project 3, "'PCB congener analyses,”
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
needs for PCBs, agency scientists
believe information gained via GE's oral
bicassay (Project 1) is pertinent to
understanding the toxdcity of PCBs.
Furthermore, first-pass metabolism does
not appear 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 bas identified PCB
degradation in sediment as a data need.
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 addrass 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
relevant 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,

HSIA has also proposed to conduct a
28-day immunopathology assessment
fr mthelong s hlp tde '
sXposurs, & pricrity dats need identified
by ATSDR. The agency expects to
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
tetrachloroethylene (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 Notics).
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 data for TCE. If the data are
inadequate and the methylene chloride
immunopathology study mentioned
above has provided meaningful
information, HSIA would then conduct
a 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
to be used for modeling will include the
HSIA-sponsored inhalation
peurotoxicity study recently 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
developmaental toxicity study has been
completed.

o

Chemical Manufacturers Association
{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

Tats.

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, ATSDR expects to
finalizedan MOU witthMA covering
thisstudy.in the near future,

E#':;‘ 313{ ﬂg‘ fequiras inhele don
neu:olo?ical data for 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 (Minority
Health Professions Foundation Research
Program)

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

with the Minority Health
Professions Foundation (MHPF) to
support substance-specific
investigations. This cooperative venturs
is supported by the direct use of
CERCLA funds. About $4 million was
allocated annually for FYs 1993 to 1995
to continue this research program that
ends in September 1997.

Currently, 9 priority data needs for 21
priority 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 ang related health effects. To
date, more than 20 abstracts have been
presented 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 environmental
health at MHPF member institutions.”

The areas of research at MHPF
institutions include those related to

broad areas of toxicology and
environmental 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 interagency
agreement (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
acute, subchronic, and chronic health
effects. Often these studies include an
ssgessmenit of the s hatar oot whilitg to
cause cancer, reproductive toxicity, and
birté\i defoct;.s'g% msultz; of these
studias are atory agencies
such as the Food n);:?g@l‘:-ug v o
Administration and EPA, various
environmenta} and industrial groups,
and ATSDR to improve the ability to
conduct public health assessments at
NPL sites,

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

An area of ongoing re: by the
NTP is to study the bioavailability of .
PCBs in soil, a priority data need for
ATSDR. Therefore, NTP research may ~
also pofentially address this ATSDR
priority data need. )

During FY 1993, the existing IAG was
modified to include toxdcity studies of
ATSDR's priority hazardous substances
via application of structure-activity
relationship (SAR) techniques and
PBPK modeling. NTP indicated future
plans for SAR medeling for
reproductive 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 been
independently identified as research
needs through the ATSDR Great Lakes
Human Health Effects Research
Program, a separate research
To date, 12 priority data n
priority hazardous substances
{including 15 PAHs) identified in the
SSARP are being addressed through this
program. The institutions receiving

for 19'
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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 effects
of pollutants in the Great Lakes system
on the health of individuals in the Great
Lakes states. This report was recently
transmitted to the Congress by the EPA
Administrator,

In support of this directive, ATSDR
received funds to carry out resaarch.
The ATSDR-supported ressarch projects
focus on at-risk populations to further
dafive the bumwa health ¢ msugirenoss
of exposure to lK:rsistently toxic
substances in the Great Lakes basin. The
research activities include but are not
limited to the following:

(1) Characterizing exposure 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
endpoints and correlating them to

osure to Great Lakes contaminants;

3) Determining the short- and long-
termn risk(s) of adverse health effects in
progeny whose parents were exposad to
Great Lakes contaminants;

(4) Investigating the feasibility of
establishing registries and surveillance
cohorts in the 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
mg‘zt;'imes and surveillance cohorts.

ing FY 1992, ATSDR announced a
$2 million grant program to conduct
research on the impact on people’s
health from eating contaminated fsh
from the Great Lakes region. On
September 30, 1992, ATSDR announced
9 awards under this p .

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 grant to the Michigan Department
of Puf)ic Health to design, establish,
and operate a professionally creditable,
interlaboratory quality assurance/
quality control program for the ATSDR
Great Lakes Human Health Effects
Research Program. Additicnal funding
of $3 million and $4 million for FYs
1994 and 1995, respectively, was
allocated to continue support of the 10
research projects.

During FY 1994, ATSDR held a Great
Lakes Ressarch Symposium in Detroit,
Michigan. The proceedings of the
syrmpashim N he patlivhe i the
journal of Toxicology and Industrial
Health in the near future.

Other ATSDR Programs

In its role as a public health agency
addressing environmental bealth, when
appropriate, ATSDR may collect human
data to validate substance-specific
exposure and toxicity findings.
Information 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)
ATSDR will obtain t%ii galrmnuon
through e an effects
nudiugslt mugh establishing and
using substance-specific subregistries of
people within the agency's National
Exposure Registry who have potentially
been e to these substances.

The list of 38 priority hazardous
substances in the SSARP was forwarded
to ATSDR's Exposure and Disease
Registry Branch (EDRB), Division of
Health Studies, for consideration as
potential candidates for subregistries of
exposed persons, based on criteria
described in its 1988 document,
“Policies and Procedures for
Establishing a National Registry of
‘Persons Exposed to Hazardous
Substances.”

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

Registry. However, aldrin/dieldrin,

on tetrachloride, chloroethane,
chloroform, cyanide, p,p’- DDT, DDE,
DDD, di(2-ethylhexyl}phthalate,
mwercury, methylene chloride, PAHSs,
selenium, tetrachloroethylene, and viny!
chloride remain in the candidate pool.
They will be considered for selection as
primary contaminants during each
selection process (Table 1),

Since the publication of tha ATSDR
March 10, 1994, Federal Register Notice
(59 FR 11434), EDRB has re-evaluated
the databases and included nickel,
PCHRs, toluene, and zinc in the candidate
poul o coustdarativu duig each
selection process (Table 1). Howaver,
arsenic, beryllium, cadmium, and lead
are not considered 1o 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
become 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 ATSDl{ However, agency scientists .
realize that a substantial amount of this
information has already been collected
through individual State programs and
the EPA's CERCLA activities; therefore,

ATSDR will evaluate the extant
information from these p to
characterize better the need for

additional 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. Brooms,
Deputy Administrator, Agency for Toxic
Substances and Dissase Registry .

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

APPLIED RESEARCH PROGRAMS

Substance | PONID PON description - g
Lead ....cvecvene 1A Machanistic studies on the nsurotoxic effects of lead M
1B Analytical methods for tiasue levels.
1C Exposure levels in humans Bving near hazardous waste sites and other populations, such as ex- | M, G
posad workers.
Arsenic ............., 2A Comparative toxicokinetic studies (o determine if an appropriate animal species can be identified ...
2B Hatt-lives in surface water, groundwater,
2C Bioavaiability from soil
20 Exposure lovels in humans living near hazardous waste sites and other populations, such as ex-
posad workors
Mercury ... 3A Multigeneration reproductive toxicity study via oral exposure M G
38 Dose-response data in animals for chronic-duration oral exposurs E
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TABLE 1,—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS (PDN) CURRENTLY BEING ADDRESSED UNDER ATSDR'S

APPLIED RESEARCH PROGRAMS—Continued

Substanca PDN ID PDN description Qr:ﬂr:(”
ac immunatoxicology battery of tests via oral exposure E
30 Exposure levels in humans living near hazardous waste sites and other populations, such as ex- | G
3E Potertial candidate for subregistry of axposed parsons A G
Vinyl Chioride ... | 4A Dmmlnmmmmmmmewm om
48 Meuttigeneration reproductive toxicity study via inhalgtion ym:
AC Dmmm&nmmalsbrm-dtnﬁonwmﬁonom.
4D Mitigation of vinyl chioride-induced toxicity.
AE 2-spacies developmental toxicity study via inhalation vem
4F Exposure levels in humans living nesr Razardmss waste sies and oihr ppdetione, sueh a» ex-
POsedt Wik
4G Potential candidate for subregistry of exposed persons A
Benzens ........... 5A Dose-response dats & animals for acule- and intermediate-curation oral exposura. The subchyonic | E
mmmmmmmmm histopathology.
58 WWWM“WW M
s5C Neuomxieoloqybanefyonamvhordw E
5D meNMMotm“(wwmmm
Immunoto;
Exposire levels in humans living near hazardous waste sites and other populations, such as ex-
posad workers.
Cadmium .......... aA Analytical methoda for biological tissues and fluids and environmentad media.
€8 Exposure levels in humans living near hazardous waste sites and other populations, such as ex-
posed
PCBE e 7A Dose-response data in animals for acute- and intermadiate-duration ora! aXpOSUNES ........cccceensen | G
78 Biodegradation of PCBs in water; bicavailability of PCBs in air, water and sofl ~
¢ Dose-respones data in animals for acute- and intermaciate-curation inhalation sxposures. The
subchronic study shoukd include sxtended reproductive organ histopathology
70 Epidemiologic stucles on the health affects of PCBa (Special emphasis. endpoints iciude | G
immunoloxiclty, gastrointestinal toxiclty, iiver, kidney, thyrold toxicity, reproductive/developmentsl :
7E Expounm bvdahtummlivlngmuhz-rdmnmummmfpop‘nm such as ex- | G
workars.
TF Potentia candidate for subregistry of exposed persons A3
7G® Chronic toxicity and oncogenicity via oral exposure v
TH® Aecobic PCE biodegradation in sadirment v
TIm PCB congener analysis v
Chioroform ........ BA Doss-responas data in animals for intermeadiate-chration oral sxpomure.
88 Epiderniciogic studies on the heaith effacts of chioroform (Special amphasis sndpoins include can-
caf, neurctoxicity, reproductiva and developmantal taxicity, hepatotoxicity, and renal toxicity)
8C Exposure levels in humans living near hazardous waste sies and other populations, such as ex-
pasad workers
8D Potential candidats for subregistry of exposed persons A
PAHS .....ccoveis 9A data in animals for intermediate duration oral exposures. The subchronic study | M
should include extended reproductive organ histopathology and immunopathology.
98 2-Spmsdwalopmmanoxbdtymmlnhahﬂonwamm
ac Mechaniatic studes on PAHS, on how mixtures of PAHS can imfluence the ultimate activation of
PAHs, and on how PAHs affect rapidly proliferating tissues
9D Dose-responss data in animais for acuts- and intermediate-duration inhalation exposures, The | M
subchvonic study should include extended reproductive organ histopathology and
9€ studies on the health effects of PAH3 (Special emphasis endpoints include cancer, | G
dermal, hemolymphatic, and hepatic).
oF Ewhvabhmﬂnmlmnwmmtuwastesﬂnandoﬂmmm such as ex- | G
posad workers,
9G Potential candidate for subregistry of exposed persons A
Trchioro-ethylk | 10A Dose-rasponsa cata in animals for acute- duration oral exposure. Q@
ene.
108 Neuwrotoxicology battary of tests via the oral route M
10C immuncioxicology battery of tests via the oral route Vs
10D studies on the health effects of trichloroethylane (Special emphasis endpoints in-
clude cancer, hepatotoxicity, renal toxicity, developmental tbxicity, and neurotoxicity).
10E Exposure levels in humans kving near hazardous waste sites and other populations, such as ex-
pasad workars.,
DOT oo 11A Dose-responsas dats in animals for chromic-duration oral exposure.
118 Comparative toxicokinetic study (across routes/spacies),
1ne Bioavalability and bicaccumulation from soil.
11D Epidemiologic studies on the health effects of DDT, DDD and DDE (Special emphasis endpoints | G
include immunotoxiclty, reproductive and developmental toxicity).
e Exposure lavels in humans living near hazardous waste sites and other populations, such as ex- | G
posed workers.
CMA 113307
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TABLE 1.—SUBSTANCE-SPEGIFIC PRIORITY DATA NEEDS (PON) CURRENTLY BEING ADDRESSED UNDER ATSDR'S
APPLIED RESEARCH PROGRAMS—Continued

PON ID PON description

11F Potential candidate for subregistry of exposed persons
12A Dose-response data i animals jor acute-duration exposure o chromium (Vi) and (i) via oral ax-
posure and for intermediate-churation exposure to chromium (V) via oral exposure,

128 Multigeneration reproductive toxicity study via oral sxposure 1o chromium (ill) and (V1) ..

12C Immunotoxicology battery of tests following oral exposure to chromium (1) and (VI)

12D 2-Spacies developmental toxicity study via oral sxposure 10 chromium (1) and (V)

12E Exwebmmrummmummmmwwmm.m“m

posad workers.

13A Doswmduumaﬂmdﬂuﬂ&dnﬁmaﬂemkﬂﬂvwmww
maanof, and immunopathology.

Mun!gemmummproambxwm:dywaordomm

136 | Dose-resporse deta i animals 1or Gronic-duralion ontl oo, wudm riganopcthology ans
dameanor, and immunopathology

2-Species developmental toxicity study via oral exposure

Exmobvdsmhumﬁvmmmhazudommmwmm such as ex-

posed workers.

Potertial candidate for subregiatry of exposed persons

Dose-response data in animals for intermadiate-chration oral exposure.

Bioavailability from soll. j

Exposure levels in humans fiving near hazardous wasta sites and other populations, such as ex-
posed workers.

Potential canckdate for subregistry of exposad persons "

Dose-response data in animals for acute- and intermediate-duration exposures via inhalation. The
mmmwmmmwmummundwmmnm
nowobehaviomland

the
Exposure levels in humans living near hazardous waste sites and other populations, such as ex-
posed workers.
Potential cancidate for subregistry of exposed parsons
Dose-response data in animals for chronic oral exposurs. The study should include extended re-
productive organ and nervous tissue (and demeancr) histopathology.
Immunotoxicology battery of tests via oral exposure.
Haif-life in o,
Exposure levels in humans living near hazardous waste sites and other populations, such as ex-
workers.

posed
Potential candidate for subregistry of exposad persons
datamarﬁn-h!nracm.-wwmmlﬂonmom The
subctvonic study should include axtended reproductive organ histopathology.
2-Species davelopmental toxicity study via inhalation upoouro
Environmental fate in air; factors affecting bioavialabifity in
Analytical methods to determine environmerdal apodtﬁon.
immunatoxicology battery of tests following oral exposure
Exposure levels in humans fiving mear hazardous waste sites and other populations, such as ex-
poaed workers.

Dose-response data in animals for acute- and intermediate-duration oral exposures. The
subcivonic study should include an extended histopathologic evaluation of the immune system.
Comparative toxicokinetic studies (Characterization of absorption, distribution, and excretion via | E

oral @xposure).
Neurotoxicology battery of tests via oral exposure.
Mechanism of toluene-inducad neurctoxicity.
Exposurs levels in humans living near hazardous waste sites and other populations, such as ex-

posad workers.

Potential candidate for subregistry of exposad parsons

Epidemiologic studies on the health sffects of nickel (Special emphasis endpoints inciude repro-
ductive toxicity).

2-Species developmental toxicity study via the oral route.

Dose-response data in animals for acute- and inlemndato-dl.nhoﬂ oral exposures.

Neurotoxicology battery of tasts via oral exposure.

Bicavailability of nickel from soil,

Exposure levels in humans living near hazardous waste sites and other populations, such as ex-

posad workers,
Potential candidate for subragistry of exposed persons
Dose-response data in animals for acute- and intermediate-curation oral exposure. The sub-chron-
ic study should inciude extended reproductive organ histopathology, neuropathology and de-
meanof, and immunopathology.
2-Species developmental toxicity study via the oral route
Exposwre levels in humans iMng near hazardous waste sites and other populations, such as ex-

posed workers.
Potential candidate for subregistry of exposed persons

CMA 113308
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TABLE 1.-—SUBSTANCE-SPECIFIC PRIORITY DATA NEEDS (PON) CURRENTLY BEING ADDRESSED UNDER ATSDR'S
APPLIED RESEARCH PROGRAMS~Continued

. P
Substance PDN ID . PON description wur;-m
ZINC .oeeereeenrrannnns 21A Dose-response dats in animals for acute- and intermediate-duration oral exposures. The sub- | M
dvonbsmdyshoubiwudememndodﬁstmmwmuvnhmdodcw
I\OUIOW‘CS
218 Mulhoomraﬂonropmdn.ncﬂvomxndtymnyvuomam
21¢ Carcinogenicity testing (2-year bioassay) via oral exposure.
210 WMWMMMMMMwmwuumwmmﬁm Such as ex-
21E . | Potential candidate for subregisiry of axpossd A
DEHP ....cocceere e 22A Ewmmhwcﬂma&” wummommmmm)
28 Dose-response data in animais for acute- and infermediate-duration oral exposures, ;
msmmmnamommmmwmmummmm .
Nerviogic Systems, 2
2C Muttiganaration reproductive toxicity sty via oral exposure,
220 Comparative toxicokinetic shadies (Studies designed 1o examine how primates metabolize and ds- | E
tribute DEHP as compared to rodents via oral exposure).
22E Expmuobvohinhummﬂvmmhammmmwmm such as ex-
22F Pwmuww axposed persons A
Salenium .......... 23A Doserresponse data in animals for acute-duration oral exposure.
238 Immunotoxicology battary of tests via oral exposure,
23C mmuummmm.mmmm(smmmmmmm
car, reprocuctive and ftoxicity, and adverse skin affocts).
230 Emmmmmmmmmmmmammmmu such as ax-
posad workers,
23E Potantal cancidate for subregistry of axpased parsons A
Chiorosthane .... | 24A WMnnmmnMWHmwommE
subchronic study should include an evaluation of ImMmune and Nefvous system tissucs, and ax- i
tanded reproductive organ histopathology. ’
248 Dmudmoﬂ mnmummmmmmmn.mm -
NATVOUS System
24C mmmmmwmwuowpomm A i
Y ATSDR pr rmiormmmm A=ATSDR Division of Health Stucies; E-Envimlmﬁm TSCAFIFRA tosting:
GeGroat Lnk:f Human Health Ressarch Prograrm; MsMinorty Health Professions F tion Schoole; NTP-Nm Toxicology Program;

VaVoluntary research; O=Other.
:TNY% M’?ﬁ‘mﬁ&wm%’.’" lcanddmmm mﬁmmmmmmmrm
86 g ve Subr €
RE‘G';S{EW&M‘IO 199: %%;BU“SM‘R
ate o be addressed s Volkuntary Ressarch
S Data to be obtained by PEPK modeing. Program.

0 |nitiation of i thology study pending submission and
. 7 Data to be obtai m.mzwwmu velomnnwwxmysmdyhm ,
! BNot a priority data need.

TABLE 2.—GROUPS ADDRESSING ATSDR PRIORITY DATA NEEDS (PDN)

ATSDR Program ' "“‘“-:‘W Substance PON 1D

Minority Heatth Profassions Florida A & M University Laad 1A
3 Foundation Schools.
N The King/Draw Medical Centar of the Charles R. Drew Uni- | Lead 1€
H versity of Medicineg and Science.
Meharry Medical College PAHs 9A, 9D
k Morehouse School of Medicine Lead 1C
'

Texas Southem Uiniversity Lead 1A

& * | Tuskegee University
A Xavier University _
¥ Great Lakes Human Health | Michigan State University .| Lead 1¢
s Rasearch Program.
Mercxy ... aevesssraessassressiny e . | 3D
PCBs 7F

CMA 113309
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TABLE 2.—GROUPS ADDRESSING ATSDR PRIORITY DATA NEEDS (PDN}—Continued

ATSDR Program Fiem, instuton. agency.

New York State Health Department

State University of New York at Buffalo

State University of New York at Oswego

University of Hinois 88 CCAE0 ... ... <ooremrriees meserersssnrns

University of |llinois at Urbana-Champaign

University of Wisconsin—Supsrior

Wisconsin Department of Health and Social Services .........

TSCAFIFRA

National Toxicology Program . | National institute of Environmental Health Sciences

[FR Doc. 96-7852 Filed 3-29-06; 8:45 am]
SILLING CODE 4183-70-p
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