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SUMMARY OF PROGRAM REQUIREMENTS

Synopsis of Program:

The U.S. Environmental Protection Agency (EPA), as part of its Science to Achieve Results
(STAR) program, seeks applications for Particulae Matter Research Centers to study priority
issues related to arborne particuate matter, including susceptibility, mechanisms of health
effects, exposure-response relationships, and source linkages. Centers will be funded for up to
five years. A total of up to $8 million is available for the first year to support thiseffort at this

time.



Award Information:

Anticipated Type of Award: Grant

Estimated Number of Awards: Upto 5

Anticipated Funding Amount: Up to $40 million

Cost Sharing: None Required

Potential Funding per Grant: Up to $1,600,000 per year for up to 5 years, and no more than a
total of $8,000,000, including direct and indirect costs. Proposals with budgets exceeding the
total award limitswill not be considered.

Eligibility Information:
Institutions of higher education and not-for-profit institutions located in the U.S., and Tribal,
state and local governments, are eligible to apply. See full announcement for more details.

Contact Persons:

Technical:

Stacey Katz, Phone: 202-564-8201; Asof April 5, 202-343-9855; email: katz.stacey @epa.gov
Gail Robarge, Phone: 202-564-8301; As of April 5, 202-343-9857, email robarge.gail @epa.gov
Eligibility:

Thomas Barnwell, Phone 202-564-0824; As of April 5, 202-343-9862; email:
barnwell.tom@epa.qov

INTRODUCTION

The U. S. Environmental Protection Agency announces an extramural funding competition for
Particulate M atter Research Centers to address priority research needs related to airborne
particulate matter, including susceptibility, mechanisms of health effects, exposure-response
relationships, and source linkages. This announcement provides relevant background
information, summarizes EPA’ s interest in supporting these Centers, and describes eligibility
requirements and application instructions for the program.

Information regarding current research can be found on the Office of Research and
Development’s National Center for Environmental Research (NCER) homepage at
http://es.epa.gov/ncer/science/pm.

BACKGROUND

While the United States has made noticeable progressover the last four decades in reducing air
pollution, substantial concern remains about the health effects of ambient particulate matter
(PM), amajor component of the air pollution mix in many areas of the country. Time series
studies in numerouscities, as well asrecent multi-city studies, show assod ations between daily
mortality and changesin PM,, and PM, . (EPA 1996, Samet et a. 2000a, Dominici et a. 2002).
Prospective epidemiological studies reported significant associations between an inareased risk
of premature mortality and long-term exposureto PM, . (Dockery et al. 1993, Pope et al. 1995).
These results were confirmed in extensive reanalyses and new analyses indicating premature
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mortality included not only cardiopulmonary causes, but cancer aswell (Krewski et al. 2000,
Popeet d. 2002). Elevated |evel sof PM have also been linked to various indices of morbidity,
ranging from hospitalization for respiratory or cardiovasaular diseases to moderate exacerbation
of respiratory diseases or decreases in lung function (EPA 1996, Pekkanen et al. 1997, Linn et al.
2000, Samet et a. 2000a, Heinrich et a. 2000, Peters et al. 2001). Some population subgroups
are more susceptible to the effects of PM than others. Observational studies have shown that
people older than 65 years of age have higher mortality risks associated with PM exposure than
the population as awhole (EPA 1996). Individualswith pre-existing cardiovascular or
respiratory disease show simila or higher risk of PM-related mortality and morbidity (EPA
1996, Goldberg et al. 2000, Samet et al. 2000b, Zanobetti et al. 2000). Other disease states, such
as diabetes, may also increase an individual’s PM-related risk (Goldberg et a. 2001, Zanobetti
and Schwartz 2001, Zanobetti and Schwartz 2002,). Thereis recent evidence on suppression of
lung growth during childhood, and limited evidence suggesting prenatd effects of PM (and
perhaps co-pollutants) (Jedrychowski et al. 1999, Gauderman et al. 2000, Avol et al. 2001,
Gauderman et al. 2002, Ritz et al. 2002).

Recent toxicological and controlled human exposure studies provide biological plausibility for
the health effects observed in the epidemiol ogy studies as well as mechanistic hypotheses to
describe how PM may exert its effects (Ghio et al. 2000, Lambert et al. 2000, Brook et al. 2002,
Campen et al. 2002, Utell et al. 2002, Kodavanti et a. 2003, Lippmann et al. 2003). Some of
these theories are quite complex and involve interaction between several organs or tissues (e.g.,
lung, heart, vascular system, autonomic nervous system). As PM is a complex mixture of many
different components, it is possible that different components stimulate different mechanistic
pathways or interact in other ways to ater response mechanisms. Thus, exposure to PM may
result in one or more pathways being activated depending on its chemical and physical makeup.

Considerable progress has been made in understanding the rel ationship between messurements
of PM from ambient monitors and the concentrations to which people are acually exposed. This
research has been important in the interpretation of epidemiological studies that use ambient
monitoring data to estimate exposure Studies show that PM, . easily penetrates into most indoor
environments, where people spend much of their time. While the strength of the correlation may
vary by season and location, recent studies in the eastern U.S. have found that ambient measures
of PM, ; reasonably represent personal exposure to PM, . (Williams et al. 2000, Sarnat et al.
2001, Williams et al. 2002).

Unlike most pollutants, ambient PM varies by chemical composition and size (ultrafine, fine,
coarse, and larger) depending upon the particle formation processes. This leadsto significant
variability in PM characteristics across time and space, across source categories, and across
individual sources within a single source category. Although afew air quality areas may have a
PM character strongly influenced by asingle source (e.g., alargepower plant or smdter), PM
for most air quality areas results from a mixture of locally generated emissions and those
transported in from distant sourcesthat are distinguished by high spatial and temparal variability
(NARSTO 2003). A further complication existsin that any given individual particle can differ
appreciably from another individual particle within a given size range.
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Previous research and measurements from the nationd PM,, . monitoring network confirm that
PM, s composition varies by region (Tolocka 2001). The eastern US typically hashigher levels
of sulfate PM, .. The western US generally has higher amounts of crustal and nitrate PM, . (EPA
2001, EPA 2002). Both eastern and western US locaions observe significant levels of organic
PM, s, which contains thousands of individual chemical speciesthat are poorly characerized
(Turpin 2000, Schauer 2002, Zheng 2002). Other potential regional differences include the
relative contribution of diesel and gasoline vehicles, coal and oil burning, the importance of
secondary organic aerasol, and the proximity to large industrial sources of PM, . (NARSTO
2003). Characterization of regional differencesin composition and emission sources provides
insight for design of health effects studies and emission control strategies.

In 1997, EPA revised the national ambient air quality standards (NAAQS) for PM to add new
standards for fine particles (PM,.), as well asretaning standards for PM,,. 1n subsequent
litigation, the Court ruled againg the use of PM,, as an indicator for coarse fraction particles
since PM,, includes PM, .. EPA is now addressing coarse-fraction particles by considering
standards using PM ., s as an indicator, referring to particles with a mean aerodynamic diameter
greater than 2.5 um but less than or equal to 10 pum.

To implement the 1997 standards, EPA has conducted nationwide ambient PM monitoring, and
by the end of 2004 will determinewhich areas of the country have failed to meet the standards.
After these designations are made, State, local and tribal agencies will develop and implement
plans to attain the dandards. Many of the eastern states and specific portions of the western U.S.
are expected to be affected.

Also in 1997, Congress asked EPA to arrange for an independent study by the National
Academy of Sciences, National Research Council (NRC), to identify prioritiesfor a
comprehensive PM research plan, to recommend a near- and long-teem PM research program,
and to monitor research progress over the next five years across the federal government. The
NRC panel identified ten PM research priorities and reviewed research progress in a series of
reports (NRC 1998, 1999, 2001). The final report assesses progress on the research agenda,
synthesizes key research accomplishmentsin PM science, updates the Committee’'s research
recommendations and serves as avaluable resource to all applicants. It emphasizes the need to
examine PM from a multidisciplinary perspective to beter address the complex nature of PM
that cuts across clearly defined scientific specialties (NRC 2004).

A number of federa agenci es have come together to coordinate ef forts on PM research, through
the Air Quality Research Subcommittee of the Committee on Environment and Natural
Resources (CENR). CENR has issued a strategic plan (CENR/AQRS 2002) for coordinated PM
research by participating federd agencies. In addition, NARSTO, the North American public-
private atmospheric science research consortium, has just completed an assessment of
atmospheric science supporting national standard attainment and identified future research needs
(NARSTO 2003).

Based on recommendations from the NRC reports, the CENR/AQRS strategy, the NARSTO
assessment and EPA’ s own internal research planning process (EPA 2003), EPA developed and
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isimplementing an integrated research program for PM. It involves the coordinated efforts of
intramural and EPA-funded extramural investigators and partners, as well as other federal
organizations, within a scientific framework of research needs developed by the NRC committee
of experts. The program reflects the integration of multiple disciplines including exposure and
health effects research, atmospheric science and air quality engineering.

RESEARCH CENTERS

In appropriating fiscal year 1998 funds, Congress urged EPA to establish as many asfive
university-based research centers focused on PM research. EPA issued a competitive request for
applications (RFA) in 1998, and awarded five-year grants to five PM research centersin 1999.
These Centers are now completing their fifth year of work.

This RFA isanew competition for PM Research Centers. It is open to both new Center
applicants and existing PM Research Centers. All applications will be evaluated by an external
peer review panel convened by NCER'’s Peer Review Division. Subsequently, the most highly
rated applicationswill be considered by EPA scientistsand managers in order to select the next
set of Centersthat will best address the key research issues identified in this solicitation.

This RFA includes a description (below) of the research needs which the PM Research Center
applicants will address. These neads are broad, reflecting a cross-cutting themeof linking health
effects with PM from source categories and components. EPA recognizes that not every
applicant will address all of the topics specified in the RFA. However, the most critical science
questions faced by the Agency s PM research program are multidisciplinary in nature.

The most successful applicants will take an integrated approach that addresses ina scientifically
sound manner aspects within the continuum of PM sources to effects. Applicants are required to
demonstrate how the various projects contained within their proposals are fully integrated,
encourage participation of investigators with the most appropriate expertise, and employ cutting
edge approaches. In contrast with individual grant awards that focus on a specific research
question, PM Centers present the opportunity for investigators from different disciplines to work
together on larger problems than could be addressed in a single grant proposal. An example of
such integration might include atmospheric scientists and health scientists working together to
better understand the kinds of PM emitted from a source category, changesin PM composition
over time or geagraphical distance, and the hedth effects assodated with exposureto them.
Applicants should focus proposals on the science questions in which the applicant has
demonstrated expertise rather than extending beyond core strengths simply to address many
topics. Proposed Centers may include arrangements which bring together institutions with
strengths in different disciplinesprovided they can demonstrate how effective integration in
planning and implementing research will be achieved.

Centers may be funded for up to five years; applications should clearly show how the program
might evolve during that time. A successful application will recognize that PM research
priorities must evolve as new data are generated and will include a detailed description of the
process by which the Center will set priorities and phase in new activities, as appropriate. An
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iterative process might be used, for example, in whichinterpretation of new results in hedth
studies will influence subsequent studies in exposure and source apportionment, the results of
which may influence further health studies. The process should lead to a better understanding of
the source-concentrati on-exposure-dose-response continuum.

RESEARCH NEEDS

The NRC has published four reports tha recommend and discuss a portfolio of research
activities targeted to address the highest priority PM research needs (NRC, 1998, 1999, 2001,
2004). Since the expanded investment in PM science by Congressin 1998, progress has been
made in many areas of PM research, by EPA’ sintramural research laboratories, through EPA’s
grants and centers programs, and through other research programs. To identify the areas of focus
for this RFA, EPA has evaluated the NRC research priorities, the CENR/AQRS PM research
strategy, the NARSTO PM Assessment, the EPA Science Advisory Board' s interim review of
the PM research centers (EPA Science Advisory Board 2002) and considered the research
activities currently underway. This RFA emphasizes priority research areas needed to promote
scientific understanding of the linkages between sources, PM components and physicochemical
attributes, exposure and health effects. Through this RFA, the Agency is soliciting proposals to
develop research centers which construct well-defined and integrated programs that address PM
research needs in the areas of susceptibility, mechanisms of health effects, exposure-response
relationships, and source linkages.

SPECIFIC AREAS OF INTEREST

Cross-Cutting Theme: Linking Health Effects with PM from Sources and Components

In its 1998 report, and reiterated in 2004, the NRC PM committee described a source-to-
response framework. This framework continues to provide a useful structure for identifying and
organizing PM research priorities.

Sonmees of aitorme Indicator in Pemcral Dz to Hirean
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Fig. 1 Source-to-response continuum (adapted from NRC 1998 and NRC 2004)

This RFA relies on the source-to-response continuum as a cross-cutting theme to facilitate the
integration of PM research proposals. EPA research continues to address the health effects of
PM characteristics and constituents, but increasingly, key research questions are focusing on
linking these PM attributes to source categories. Research is needed to understand rel ationships
between PM componentd/attributes emitted from emission sources and the resulting ambient
concentrations and human exposures. Research is also needed to understand the relativetoxicity
of different PM components/attributes, and to link theseback to emission sources and exposures.
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Collectively, thisinformation can help identify those sources and atributes of PM contributing
to the most hazardous exposures.

As emphasized by the NRC Committee in itsfinal report, some progress has been made in
identifying specific attributes or chemical components of PM, but there are still critical gapsin
our understanding of the contribution of PM components (e.g., organic compounds) and
attributes (e.g., different size fractions of PM) to the observed health effects assodated with PM
(NRC 2004). Studies are encouraged that lead to a better understanding of health effects caused
by different physical characteristics of particulate matter (eg., coase, fineand ultrafine size
fractions) or by aspects of the physical chemistry of PM. Also of interest are studies which link
health effectswith variations in exposure or response related to PM components, such as organic
carbon, elemental carbon, and inorganic components such as sulfaes, nitrates and metals.
Additionally, studies are encouraged which address PM alone or in combination with co-
pollutants such as ozone, nitrogen and sulfur oxides. Of particular interest are studies which
determine if these interactions are additive or synergistic in nature along with characterizing the
resulting adverse health effedts and underlying mechanisms of such interactiors.

Specific Topics

Described below for each priority research areais abrief overview of the research needs which
the PM Centers, in toto, are anticipated to address The proposed projects and integrated
application should indicate how the research will contribute to improved understanding of key
elements of the continuum from sources through PM components/attributesto health effeds.

Susceptibility to PM

Increasing our understanding of who is susceptible to the effects of PM, and why they are
susceptible, will improve the scientific basis for air quality standards and will aid in the
development of strategies for minimizing the effects of PM on these susceptible groups. With
the understanding that PM can act systemically, rather than only impacting the lungs, emerging
evidence is suggesting there may be specific susceptible populations other than those already
identified. Additionally, certain windows of vulrerability (e.g., fetal development, peoplewith
viral infections) may increase susceptibility (Zanobetti et d. 2000, Ritz et al. 2002). Some
studies have suggested that other factors, such as socio-economic status, race, or gender may
play arolein susceptibility to PM-related effects, but only limited and inconsistent evidence on
such groups is available (Abbey et al. 1999, Pope et al. 2002). In addition, long term exposure to
PM may move anindividual into a susceptible “pool” where acute exposures to multiple stimuli
(e.g., tobacco smoke, pathogens, paint fumes, other air pollutants) could cumulatively induce
adverse health effects. Furthermore, different components or other PM attributes may target
people with different susceptibilities (e.g., peop e with asthma may be especially susceptible to
biologic components present in PM).

To address the questions of susceptibility, proposals may employ any number of approaches
including in vitro, animal, controlled human exposure, panel studies, small clinical studies, and
epidemiologic studies. This RFA encourages novel goplication of appropriate animal models,
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including naturdly susceptibe, disease-induced, and gendically or pharmacologicdly
mani pulated models. The innovative use of in vitro modelsis also encouraged.

Research Question: What subpopul ations are at increased risk of adverse health outcomes from
exposure to PM of different compositions or from different sources? What are the factors that
make individuals more susceptible to PM?

Specific issues of interest include:

. What previously-unrecognized subpopul ations are susceptible to PM-induced
health effects?
. What are the personal factors (eg., disease stae, diet, genetics, socio-economic

status) that influence susceptibility to effects of PM? Are these personal factors
different for acute versus chronic exposure to PM?

. How do these factors contribute to making “healthy” people peamanently or
temporarily susceptible to the adverse effeds from exposure to PM?

. What underlying biological mechanisms are responsible for effects in susceptibe
popul ations? (see M echanisms topic below).

. Do certain subpopulations have unique PM component exposures by virtue of

personal factors and what is their impact?

Biological Mechanisms for PM

The mechanisms by which PM, or other air pollutants, cause adverse health effects are not yet
adequately understood. PM consists of many different components, and size fractions, all of
which may affect health outcome by different mechanisms. In addition, PM affects different
organ sysgems and is likely to cause adverse effects in these systems by different mechanisms.
Finally, it islikely tha the underlying mechanisms for acute and chronic effects are different.

For the purpose of this RFA, mechanistic research refers to hypothesis-driven sudies that seek to
define the molecular, biochemical, cellular, or physiological mechanisms which underlie a
biological change induced by exposure to PM. For example, studies which describe changesin
heart rate variability or pulmonary inflammation induced by PM exposure would not be
considered mechanistic; but studies which characterize the underlying processes responsible for
changesin heart rate variability or pulmonary inflammation would be considered mechanistic.

This RFA promotes novel application of appropriate animal models, includng naturally
susceptible, disease-induced, and genetically or pharmacologically manipulated models. The
innovative use of in vitro models is also encouraged. The use of state-of-the-art molecular
biology, genetic and genomic, proteomic, and metabolic profiling techniquesto address these
guestionsis equally encouraged.

Research Question: What are the underlying biolog cal mechanisms that can explain spedfic
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health effects associ ated with exposureto PM and/or specific PM components?

Examples of specific areas of interest include:

. What are the physiological, cellular, biochemical, molecular mechanisms by
which PM causes acute and/or chronic adverse hedth effects?

. Do different PM components, or PM derived from varioussources, cause adverse
health effects by different mechanisms? How do the mechanisms differ?

. How are the mechanisms that underlie health effects observed following exposure

to high concentrations of PM different from mechanisms responsible for effects
following expoaure to low concentraionsof PM?

. How are the mechanisms which underlie the response of susceptible animals or
humans different from those which occur in hedthy individuals?

Exposure-Response Relationships

Epidemiological studies have established that exposure to ambient PM is associated with adverse
health effects (EPA 1996), but much remains to be learned about the nature of PM exposure-
response relationships. I1n understanding PM exposures, researchers have made progress in
identifying correlations between central site measuraments of ambient PM mass and personal
exposure to total, ambient, and nonambient PM, and information is emerging on the key factors
that affect these correlations (Williams et al. 2000, Williams et al. 2002, Liu et al. 2003).
However, it is not clear whether these correlations are also true for individual PM components or
attributes. Better understanding of personal PM exposures is needed to improve exposure
assessment models used in epidemiologcal studies of PM dfects.

Questions remain about how differencesin duration of PM exposure affect its impact. For
example, short term spikes of high duration (afew hours) may cause more adverse health effects
than longer exposures to lower PM concentration, even though the amount of PM deposited
during a 24 hour period may be similar. Additionally, much of the PM hedth research to date
has focused on effects reported in daily time series studies or inanimals or humans acutely
exposed to PM. Research on health effects associated with long-term exposure to PM is more
limited. EPA is currently funding several large epidemiological studies examining the effects of
long-term exposure to PM and therefore is not seeking additional studies of thistype However,
smaller-scd e epi demiol ogicd and yses that of fer new ing ghts may be of i nterest. Similarly,
toxicology studies which characterize the effects of long term exposure in animals are
appropriate, especialy if they can lead to a better understanding of susceptibility and
mechanisms.

Research is also needed to establish the rel ationships between personal exposure, dose and
response, for arange of exposure conditions. Better information is needed on issues such as
high dose to low dose extrapolations, and dose-response curves which enable estimations of the
proportion of the population expected to experience adverse health effects, depending on their
exposure pattern, ventil ation, and susceptibility.
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To address questions related to exposure-response relationships, proposals may include awide
range of study approaches, including exposure modeling, animal toxicology, small clinical or
panel studies, and epidemiologic studies. Approaches which develop improved exposure
assessment for panel or epidemiologic studies are encouraged.

Research Question: What are the exposure-response relationships for the biologically important
constituents/sizes of PM and PM from different sources?

Specific areas of interest include:

. What are the rel aionships between ambient concentrations of PM, its attributes,
constituents, and co-pollutants, and personal exposures to ambient and non-
ambient PM and co-pollutants? How do human activities, population
demographics, housing characteristics, and/or local sources affect personal
exposure to ambient PM?

. How are responses to PM affected by duration of exposure (e.g., short-term peak
exposures vs. 24 hour exposures) or spatial/temporal variability in PM
concentrations?

. What are the effects of long-term (weeks, months, years) expasure to PM?

. What is the shape of the exposure-reponse function for PM across a
concentration gradient that includes ambient exposure levels? How does it vary
for different health endpoints and for PM and its constituents/attributes derived
from various sources?

Source Linkages

Evidence from numerous toxicological studies has indicated that the type and strength of adverse
health effects due to exposure to ambient PM vary as the attributes of PM change (Costa and
Dreher 1997, Kodavanti et al. 1998, Clarke et al. 2000, Nel 2001, Oberdorster 2001, Saldiva
2002). The attributes tha have been studied in most detail are particle size and composition, both
of which often vary with particle source, and often with the atmospheric conditions through
which particles are transported and transformed. Understanding the generation of particles, how
these attributes may be changed (or formed from precursor gases) between the point of emission
and the point of expasure, and the rdative contributions of sources to theambient PM
concentrations in different regions of the country, isimportant for understanding the links
between emissionsand local air qudity and the links between sources and adverse health effects
associated with exposure to PM.

Not only do paticle attributesvary with source type, but impacts on compasition and size result
from changes indesign or operation of sources within a source type. For instance changesin
engine design over the past decade have resulted in diesel engines that have very different
emissions characteristics (including particle attributes) compared to earlier enginedesigns. In
addition, the mode of operation also impacts the size and composition of particles, whether from
open vegetative burning (Hays et al. 2001), mobile source engines (Brown et al. 2000), or
stationary utility and industrial sources (Miller and Linak, 2002). To better understand the links
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from source through atmospheric transformation and exposure to dose and effects, it is necessary
to tie the key particle attributes (including, but not limited to, size distribution, organic species,
metal content, and bioavailability of particle spedes) to specific ource types, including across
different designs and operating conditions.

In addition to understanding the attributes of particles associated with specific sources, it isalso
necessary to better understand the contribution of source categories to the mix of particlesin the
ambient atmosphere and ultimately to the particles to which people are exposed. While previous
source apportionment efforts have largely focused on source categories that contribute the most
PM mass, the importance of some smaller mass sources may increase when considering hedth
effects.

Studies of the health effects caused by ambient particles are of higher value when the sources of
those samples can be estimated using methods such as source apportionment. These often require
amore thorough understanding of the composition of ambient, persond, and source samples,
including levels of specific species within those samples. Proposals are encouraged that improve
our understanding of the processes that link sources and receptors in such away that the impact of
specific source types or particle attributes on health effeds may be more completely understood.

Research Question: What are the relati onships between emissions sources and ambient
concentrations of particul ate matter, its components and size fractions?

Specific issues of interest include:

. How do changes in source design or operation impact the attributes of emitted, and
ultimately ambient, PM?

. How can the relationships among emission sources, atmospheric concentrations, and
personal exposures to ambient PM be understood and represented in different methods
and models?

. How do atmospheric processes in different regions of the country influence ambient
concentrations and the source-receptor relationships that impact observed air quality
levels and health effects?

. How can methods that link sources and receptors be applied to better understand the
contribution of source types, components, and atributes to air qudity levels and health
effects?

. How can health responses to ambient PM exposure be linked to specific emission sources
and/or source categories?

REFERENCES
Abbey, D.E., N. Nishino, W. F. McDonnell, R. J. Burchette, S. F. Knutsen, W. L. Beeson, J. X.

Y ang (1999). “Long-term inhalable partides and other air pollutants related to mortality in
nonsmoker.” Am JRespir Crit Care Med 159:373-382.

-11-



Avol E.L., W.J. Gauderman, S.M. Tan, S.J., London, J.M. Peters (2001). “Respiratory effects of
relocating to areas of differing air pollution levels.” Am JRespir Crit Care Med 164:2067-2072.

Brook, R.D., JR. Brook, B. Urch, R. Vincent, S. Rgjagopalan and F. Silverman (2002).
“Inhalation of fine particulae air pollution and ozone causes acute arterial vasoconstriction in
healthy adults.” Circulation 105(13):1534-6.

Brown, J.E., M.J. Clayton, D.B. Harris and F.G. King, Jr. (2000). “Comparison of the partide
size distribution of heavy-duty diesel exhaust using a dilution tail pipe sampler and an in-plume
sampler during on-road operation,” J Air Waste Manage Assoc 50:1407-1416.

Campen, M..J., J. P. Nolan, M.C.J. Schladweiler, U.P. Kodavanti, D.L. Costaand W.P.
Watkinson (2002). “ Cardiac and thermoregulatory effects of instilled particul ate matter-
associated transition metals in healthy and cardiopulmonary compromised rats. Part A.”
JToxicol Environ Health 65:1615-1631.

Clarke, R.W., JM. Antonini, D.R. Hemenway, R. Frank, S.R. Kleeberger, and G.J. Jakab (2000).
“Inhaled particle-bound sulfate: effects on pulmonary inflammatory responses and alveolar
macrophage function.” Inhal Toxicol 12(3):169-86.

Committee on Environment and Natural Resources, Air Quality Research Subcommittee (2002)
Strategic Research Plan for Particulate Matter.
(http://www.al.noaa.gov/A QRS/reports/ SRPPM . pdf)

Costa, D.L., and K.L. Dreher (1997). “Bioavadlable transition metals mediate injury to the
cardiopulmonary system of healthy and compromised animal models.” Environ Health Perspect
105:1053-1060.

Dockery, D. W., C. A. Pope, 3rd, X. Xu, J. D. Spengler, J. H. Ware, M. E. Fay, B. G. Ferris, Jr.
and F. E. Speizer (1993). "An association between air pollution and mortality in six U.S. cities.”
N Engl JMed 329(24):1753-9.

Dominici, F., A. McDermott, S. L. Zeger and J. M. Samet (2002). "On the use of generalized
additive models in time series of air pollution and health." Am J Epidemiol 156(3):193-203.

EPA (U.S. Environmental Protection Agency) (1996). Air quality criteriafor particulate matter.
Research Triangle Park, NC: National Center for Environmental Assessment-RTP Office; Report
Nos. EPA/600/P-95/001aF-cF.

EPA (U.S. Environmenta Protection Agency) (2001). National Air Quality and Emissions Trends
Report. Research Triangle Park, NC: Office of Air Quality Planning and Standards; Report No.
EPA/454/R-01-004. March 2001. Available: www.epa.gov/oar/agtrnd99.

-12-



EPA (U.S. Environmenta Protection Agency) (2002). Latest findings on national air quaity:
2001 status and trends. Research Triangle Park, NC: Office of Air Quality Planning and
Standards; report no. EPA-454/K-02-001.

EPA (U.S. Environmenta Protection Agency), Science Advisory Board (2002). “Interim Review
of the Particulate Matter (PM) Centers of the US EPA: An EPA Science Advisory Board
Report,” Washington, D.C., EPA-SAB-EC-02-008. (http://www.epa.gov/sab/pdf/ec02008.pdf).

EPA (U.S. Environmental Protection Agency) (2003). “ Particulate Matter Research Program
Multi-year Plan 2003.” Office of Research and Devel opment
(http://www.epa.gov/osp/myp.htm#pm).

Gauderman, W. J,, G. F. Gilliland, H. Vora, E. Avol, D. Stram, R. M cConnell, D. Thomas, F.
Lurmann, H. G. Margolis, E. B. Rappaport, K. Berhane and J. M. Peters (2002). "Association
between air pollution and lung fundion growth in southern California children: results from a
second cohort." Am J Respir Crit Care Med 166(1):76-84.

Gauderman, W. J., R. McConnéell, F. Gilliland, S. London, D. Thomas, E. Avoal, H. Vora, K.
Berhane, E. B. Rappaport, F. Lurmann, H. G. Margolis and J. Peters (2000). "Association
between air pollution and lung funcion growth in southern California children.” Am J Respir Crit
Care Med 162(4 Pt 1):1383-90.

Ghio, A.J., C.Kim and R.B. Devlin (2000). “ Concentrated ambient air particles induce mild
pulmonary inflammation in healthy human volunteers.” Am JRespir Crit Care Med 162(3 Pt
1):981-988.

Goldberg, M. S., J. C.Bailar, 3rd, R. T. Burnett, J. R. Brook, R. Tamblyn, Y. Bonvalot, P. Emst,
K. M. Flegel, R. K. Singh and M. F. Valois (2000). "Identifying subgroups of the general
population that may be susceptible to short-term increases in particulate air pollution: atime-
series study in Montreal, Quebec." Cambridge, Mass. Health Effects Institute, Research Report
No. 97.

Hays, M.D., C.D. Geron, K.J. Linna, N.D. Smith, N.D., and J.J. Schauer (2002). “ Speciation of
Gas-Phase and Fine Particle Emissions from Burning of Foliar Fuels,” Environ Sci Technol
36(11):2281-2295.

Heinrich, J., B. Hoelscher and H. E. Wichmann (2000). "Decline of ambient air pollution and
respiratory symptomsin children." Am JRespir Crit Care Med 161(6):1930-6.

Jedrychowski, W., E. Flak and E. Mroz (1999). "Theadverse effedt of low levels of ambient air

pollutants on lung function growth in preadolescent children.” Environ Health Perspect 107(8):
669-74.

13-



Kodavanti, U.P., M.C.J. Schladweiler, A. Ledbetter, W.P. Watkinson, M.J. Campen, D.W.
Winsett, J.R. Richards, K. Crissman, G.E. Hatch, and D.L. Costa (2000). “Pulmonary responses
to oil fly ash particlesin therat differ by virtueof their specific soluble metals.” Toxicol Sci
43:204-212.

Kodavanti U.P., C.F.,, Moyer, AD. Ledbetter, M.C. Schladweiler, D.L. Costa, R. Hauser, D.C.
Christiani and A. Nyska (2003). Inhaled Environmental Combustion Particles Cause Myocardial
Injury in the Wistar Kyoto Rat.” Toxicol Sci 71:237-245.

Krewski, D., R. T. Burnett, M. S. Goldberg, K. Hoover, J. Siemiatycki, M. Jerret, M.
Abrahamowicz and W. H. While (2000). Reanalysis of the Harvard Six Cities Study and the
American Cancer Society Study of Particulate Pollution and Mortality. A Special Report of the
Institute's Particle Epidemiology Reanalysis Project. Cambridge, MA: Health Effects Institute.

Lambert, A.L., M.J. Selgrade and M.I. Gilmour (2000). “ Enhanced allergic sensitization by
residual oil fly ash particlesis mediated by soluble metal constituents.” Toxicol Appl Pharmacol
165:84-93.

Linn, W. S, Y. Szlachcic, H. Gong, Jr., P. L. Kinney and K. T. Berhane (2000). "Air pollution
and daily hospital admissionsin metropolitan Los Angeles." Environ Health Perspect 108(5):
427-34.

Lippmann, M., M. Fampton, J. Schwarz, D. Dockery, R. Schlesinger, P. Koutrakis, J. Froines, A.
E. Nel, J. Finkelstein, J. Godleski, J. Kaufman, J. Koening, T. Larson, D. Luchtel, L.-J. S. Liu, G.
Oberdorster, A. Peters, J. Sarnat, C. Sioutas, H. Suh, J. Sullivan, M. Utell, E. Wichmannand J. T.
Zelikoff (2003). "The EPA's Paticulate Matter (PM) Health Effects Resarch Centers Program: A
Mid-Course (2 1/2 year) Report of Status, Progress, and Plans." Environ Health Perspect
111(8):1074-1092.

Liu, L.-J. S, M. Box, D. Kalman, J. Kaufman, J. Koenig, T. Larson, T. Lumley, L. Sheppard, and
L. Wallace (2003). “ Exposure Assessment of Particulate Matter for Susceptible Populaionsin
Seattle.” Environ Health Perspect 111(7):909-918.

Miller, C.A., and W.P. Linak (2002). “Primary perticles from the combustion of heavy fuel oil
and coal: A review of research results from EPA’s National Risk Management Research
Laboratory,” U.S. Environmental Protection Agency, National Risk Management Research
Laboratory, Research Triangle Park, NC, EPA Report EPA-600/R-02-093.

NARSTO (2003). Particulate Matter Science for Policy Makers: A NARSTO Assessment. (see
http://www.cgenv.com/Narsto/)

National Research Council (1998). Research Prioritiesfor Airborne Particulate Matter: .
Immediate Priorities and a Long-Range Research Portfolio. Washington DC, National Academy
Press.

-14-



National Research Council (1999). Research Prioritiesfor Airborne Particulate Matter: I1.
Evaluating Research Progressand Updating the Portfolio. Washington DC, Nationa Academy
Press.

National Research Council (2001). Research Priorities for AirborneParticulate Matter: 111. Early
Research Progress. Washington DC, Naional Academy Press.

National Research Council (2004). Research Priorities for Airborne Particulate Matter: 1V.
Continuing Research Progress Washington DC, Naiona Academy Press.

Nel, A., D. Diaz-Sanches and N. Li (2001). “The role of particulate pollutants in pulmonary
inflammation and asthma: Evidence for the involvement of organic chemicals and oxidative
stress.” Current Opinion in Pulmonary Medicine 7:20-26.

Oberdorster, G. (2001). “Pulmonary effects of inhaled ultrafine particles.” Int Arch Occup
Environ Health 74(1):1-8.

Pekkanen, J., S. T. Remes, T. Husman, M. Lindberg, M. Kgjosaari, A. Koivikko and L. Soininen
(1997). "Prevdence of asthma symptoms in video and written quedionnaires among children in
four regions of Finland." Eur Respir J 10(8):1787-94.

Peters, A., D.W. Dackery, J.E. Muller, and M.A. Mittleman (2001). “ Increased particul ate air
pollution and the triggering of myocardial infardion.” Circulation 102(23):2810-2815.

Pope, C. A., 3rd, M. J. Thun, M. M. Namboodiri, D. W. Dockery, J. S. Evans, F. E. Speizer and
C. W. Heath, Jr. (1995). "Particulate air pollution as a predictor of mortality in a prospective
study of U.S. adults." Am JRespir Crit Care Med 151(3 Pt 1):669-74.

Pope, C. A. 1., R. T. Burnett, M. J. Thun, E. E. Calle, D. Krewski, K. Ito and G. D. Thurston
(2002). "Lung cancer, cardiopulmonary mortality and long-term exposure to fine particulate air
pollution.” JAm Med Assoc 287:1132-1141.

Ritz, B., F. Yu, S. Fruin, G. Chapa, G. M. Shaw, and JA. Harris (2002). “ Ambient air pollution
and risk of birth defectsin Southern California.” Am JEpidemiol 155:17-25.

Saldiva, P.H.N., RW. Clarke, B.A. Coull, R.C. Stearns, J. Lawrence, G.G. Krishna Murthy, E.

Diaz, P. Koutrakis, H. Suh, A. Tsuda and J.J. Godleski (2002). “Lung inflammation induced by
concentrated ambient air particlesis related to particle composition.” Am JResp Crit Care Med
165:1610-1617.

Samet J. M, S. L. Zeger, F. Dominici, F. Curriero, |I. Coursac, D.W. Dockery, J. Schwartz, and A.
Zanobetti (2000a). National morbidity, mortality, and ar pollution study. Part I1: morbidity and
mortality from air pollution in the United States. Cambridge, MA: Health Effects Institute;
Research Report No. 94.

-15-



Samet, J. M., F. Dominici, F. C. Curriero, . Coursac and S. L. Zeger (2000b). "Hne particul ate
air pollution and mortality in 20 U.S. cities, 1987-1994." N Engl J Med 343(24):1742-9.

Sarnat, J. A., J. Schwartz, P. Catalano and H. Suh (2001). "Gaseous pollutants in particul ate
matter epidemiology: Confounders or surrogates?' Environ Health Perspect 109:1053-1061.

Schauer, J. J., M. P. Fraser, G. R. Cass, and B. R. T. Simoneit (2002) “ Source Reconciliation of
Atmospheric Gas-Phase and Particle-Phase Pollutants Using Organic Compounds as Tracers.”
Environ Sci Technol 36:3806-3814.

Tolocka, M. .P., P. A. Solomon, W. Mitchell., G. A. Norris, D. B. Gemmill., R. W. Wiener, R. W.
Vanderpool, J. B. Homolya, and J. Rice (2001) “East versus West in the US: Chemical
Characteristics of PM2.5 during the Winter of 1999.” Aerosol Sci Technol, Special 1ssue for

PM 2000, 34(1):88-96.

Turpin, B. J., Saxena, P. and E. Andrews(2000). “ Measuring and Simulating Particul ate
Organicsin the Atmosphere: Problems and Prospects.” Atmos Environ 34:2983-3013.

Utell, M. J.,, M. W. Frampton, W. Zareba, R. B. Devlin and W. E. Cascio (2002). "Cardiovascular
effects associated with air pollution: Potential mechanisms and methods of testing.” Inhal
Toxicol 14(12):1231-1247.

Williams, R., J. Suggs, J. Creason, C. Rodes, P. Lawless, R. Kwok, R. Zweidinger and L. Sheldon
(2000). "The 1998 Baltimore particulate matter epidemiol ogy-exposure study: Part 2- personal
exposure assessment associated with an elderly study population.” J Expo Anal Environ
Epidemiol 10:533-543.

Williams, R., L. Wallace, J. Suggs, G. Evans, J. Creason, R. Highsmith, L. Sheldon, A. Rea, A.
Vette, R. Zweidinger, K. Leovic, G. Norris, M. Landis, C. Stevens, C. Howard-Reed, T. Conner,
C. Rodes, P. Lawless, T. Thornburg, L.-J. S. Liu, D. Kalman, J. Kaufman, J. Koenig, T. Larson,
T. Lumley, L. Sheppard, K. Brown, H. Suh, A. Wheeler, D. Gold, P. Koutrakisand L. M. (2002).
Preliminary Particulate Matter Mass Concentrations Associated With Longitudind Panel Studies.
U.S. EPA Report No. EPA/600/R-01/086.

Zanobetti, A. and J. Schwartz (2001). "Are diabetics more susceptible to the health effects of
airborne particles?" Am J Respir Crit Care Med 164(5):831-3.

Zanobetti, A., J. Schwartz and D. Gold (2000). "Are there sensitive subgroups for the effects of
airborne particles?' Environ Health Perspect 108(9):841-5.

Zheng, M., G. R. Cass, J. J. Schauer, and E. S. Edgerton (2002). “ Source Apportionment of

PM2.5 in the Southeastern United States Using Sol vent-Extractable Organic Compounds as
Tracers.” Environ Sci Technol 36:2361-2371.

-16-



SPECIAL REQUIREMENTS

For the Application

Each application should address the following (For genera application information and list of
page limitations, see the section below on “ Submitting an Application™):

1. Center Description: Applications should describe the overall goals, objectives, and approach
for the Center, including how the Center will pursue a multi-disciplinary and thematic approach
to the problems to be investigated (5 page limit).

2. Project Descriptions: Applications should describe projects that address one or more of the
research areas described above. Each of the specific individual research projects should be
completely described according to the Standard Instructions for Submitting a STAR Application,
Section 2, Research Plan. Individual project descriptions must explain how the project fitsinto
the overall Center program and relates to other projectsin the proposal (15 page limit for each
project description).

3. Administrative Core Unit: Each Center shall have an Administrative core unit which provides
overall oversight, coordination and integration of the Center’s Activities. As part of the
Administrative Core description, applications should provide a Center Integration Plan describing
how the program will be integrated internally. Center proposds should take a multi-disciplinary
approach. The Center’s Integration Plan, at minimum, should indicate how programmatic and
funding decisions will be made; how new projects will be solicited, reviewed and sel ected; how
investigators from different di<ciplines within the Center will communicate on areguar basis
about the development and progress of Center projects; how progress will be monitored; who sets
priorities, and who is responsible for implementing theintegration plan, assuring compliance with
the plan, and evaluati ng its effectiveness in achieving i ntegration within the Center (15 page
limit).

The Center proposal should also address how the Center will disseminate research findings and
other information. Publishing research results in scientific journalsis essential, however, it is not
sufficient. Plansfor Center websites and other means of communicating results should be
described.

Additional responsibilities of the Administrative Core include (as described below under “ After
Grant Award”): coordination and integration among Centers, organization of Scientific Advisory
Committee meetings and devel opment of responses to SAC recommendations

4. If appropriate and desired, a Center may elect to have oneor more facility support cores that
provide atechnique, service, or instrumentation tha will enhance ongoing research efforts across
the Center’s spedfic projects. Examples of such fadlities are analytical chemistry laboratories,
statistics centers, laboratory animal facilities, etc. The application must provide a compelling
rationale for why such a core is needed and how it will be used by multiple projects within the
proposed center (15 page limit per Core).
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5. In conducting its research, the Center must demonstrate a willingness to use, as appropriate,
existing or future air quality data bases, especidly relating to PM, asthey become available. In
addition, the Centers are encouraged to seek out and participate collaboratively with
ongoing/planned intensive air quaity monitoring efforts.

After Grant Award

These instructions supplement the section in the Standard Instructions entitled *Expectations and
Responsibilities of STAR Grantees.” After the grants are awarded, the Centers will work with the
EPA Project Officersto address the following:

1. Integration Among Centers - According to EPA’s Science Advisory Board in itsreview of the
PM Centers program, “ Thereis a clear need for and benefit from increased inter-Center
interaction...The Centers program should stimulate and facilitate collaboration within and
between the five Centers, with the goal of harmonizing designs, methods of measurement, and
analysis...” Experience with the first PM centers underscored the notion that integraion among
the Centers enhanced scientific understanding and research productivity. Integration among
Centers requires significant commitment, time and effort.

Within three months of the award, the PM Centers will form aPM Centers Committeethat will
consult monthly to exchange ideas, research needs, protocols, and other information. The group
will identify research areas that would benefit from harmonization, joint workshops, sharing of
data, samples, expertise or technologies. One example, emphasized by the NRC in its most recent
report (2004), would be a systematic approach to assessing toxicity of PM mixture components.
EPA anticipates that the PM Centers Committee will discuss and act on some areas of shared
interest, and that subcommittees will be formed as needed to address more specialized topics.
EPA scientists will help organize and participate in joint working groups as appropriate.

2. Communications - Centers are expeded to develop and maintain Center web sites,
communicate key findings at annual scientific corferences, and participate in amnual EPA
investigators meetings. The Centers will each produce annual progress reports and afinal report
at the end of the grant period. Throughout the five year period, project summaries and final
results will be provided in aformat compatible with broader efforts to compile and synthesize the
large amounts of information on PM. In addition, the Centers are expected to cooperate in the
production of an integrated, interim report of progress midway through the grant cycle and afinal
report of findings at the conclusion of the grant.

3. Administrative Contact - Each Center will identify an individual to be the main point of
administrative contact with the EPA project officers. This person will be responsible for ensuring
that information on human subjects, anmal welfare, Center publications press releases, progress
reports, quality assurance, science advisory committees and other documentation isprovided to
the project officer in atimely fashion.
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4. Science Advisory Committees - After award, each Center must establish an external science
advisory committee (SAC) that can provide objective, independent, technical adviceto the Center
to ensure scientific quality and progress. The SAC membership will typically consist of nine to
twelve peers selected from the academic, private and public sectors and an EPA representative(s).
The function of the SAC isto assist in evaluating the (1) merit, value and contribution of existing
and future research projects, and (2) relevance and importance of the individual research elements
to accomplishing the overall goals of the Center. Within 90 days of the award, the Prindpal
Investigator must submit alist of nominees for the SAC to the Project Officer for approval by
EPA. Potential SAC members must NOT be contacted, identified, or queried prior to receipt of
the award.

Each PM Center will hold a meeting with its SAC annually. Upon receiving the written
recommendations from the SAC, the PM Center director shall submit aformal letter to EPA and
the SAC chair with its response to the SAC comments and a plan for how the Cente will
implement improvements.

MECHANISM OF SUPPORT/FUNDING

It is anticipated that atotal of up to $40 million will be awarded, depending on the availability of
funds. EPA anticipaes funding up to 5 grants under this RFA. The projeded award per grant is
$1.3to $1.6 million per year total costs, for up to 5 years. Requests for amounts in excess of a
total of $8 million, including direct and indirect costs, will not be considered. The total project
period for an application submitted in response to this RFA may not exceed 5 years Funding in
subsequent years will be contingent upon satisfactory progress.

ELIGIBILITY

I nstitutions of higher education and not-for-profit institutions located in the U.S., and Tribal, state
and local governments, are eligible to apply. Universities and educational institutions must be
subject to OMB Ciraular A-21. Profit-making firms arenot eligible to receive grants from EPA
under this program.

Eligible nonprofit organizations include any organizations that meet the definition of nonprofit in
OMB Circular A-122. However, nonprofit organizations described in Section 501(c)(4) of the
Internal Revenue Code that engage in lobbying activities as defined in Section 3 of the Lobbying
Disclosure Act of 1995 are not eligibl eto apply.

National |aboratories funded by federal agencies (Federally-funded Research and Devel opment
Centers, “FFRDCS") may not goply. FFRDC employeesmay cooperate or collaborae with
eligible applicants within the limits imposed by applicable legislation and regulations. They may
participate in planning, conducting, and analyzing the research directed by the principal
investigator, but may not direct projects on behalf of the applicant organization or principal
investigator. The principal investigator's institution, organization, or governance may provide
funds through its grant from EPA to a FFRDC for research personnel, supplies, equipment, and
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other expenses directly related to the research. However, salaries for permanent FFRDC
employees may not be provided through this mechanism.

Federal agencies may not apply. Federal employees are not eligible to serve in aprincipal
leadership role on agrant, and may not receive salaries or in other ways augment their agency's
appropriations through grants made by this program. However, federal employees may interact
with grantees so long as their involvement is not essential to achieving the basic goals of the
grant. EPA encourages interaction between its own laboratory scientists and grant principal
investigators for the sole purposeof exchanging information in research areas of common interest
that may add value to their respective research activities. Thisinteraction mug be incidental to
achieving the goals of the research under a grant. Interaction that is “incidental” does not involve
resource commitments.

The principal investigator’ sinstitution may enter into an agreement with a federal agency to
purchase or utilize unique supplies or services unavailable in the private sector. Examples are
purchase of satellite data, census data tapes, chemical reference standards, analyses, or use of
instrumentation or other facilities not available elsewhere. A written justification for federal
involvement must be included in the application, along with an assurance from the federal agency
involved which commits it to supply the specified service.

Potential applicants who are uncertain of their eligbility should contact Tom Barnwell in NCER,
phone 202-564-0824; As of April 5, 202-343-9862; email: barnwell.thomas@epa.gov

COST-SHARING

Institutional cost-sharing is not required.

SUBMITTING AN APPLICATION

Sorting Code

The need for a sorting code to be used in the application and for mailing is described in the
Standard Instructions for Submitting a STAR Application. The sorting code for applications
submitted in response to this solicitation is 2004-STAR-H1.

Standard Instructions for Submitting an Application

The Standard Instructions for Submitting a STAR Application including the necessary forms will
be found on the NCER web site, http://es.epa.gov/ncer/rfalfams/downlf.html. However, the
following page limitations supercede those in the Standard Instructions:

Page Limitations
The following page limitations may not be exceeded:

Abstracts - 1 page abstract for the Center as awhole; and, 1 page abstrads for
each proposed project
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Research Plan - 5 pages for overall Center objectives, approach, and expected
benefits
15 pages for each research project description

Research Cores - 15 pages for the Administrative Core
15 pages for each additional Core

Budget - Budget summary pages and project pages should include both annual
budgets for each year, one through five, and cumulative totals for the entire
five year period:

2 page summary for total Center budget
2 pages per project
2 pages per Administrative and other Cores

Budget Justification - 2 pages per project
2 pages per Administrative and other Cores

Quality Management -5 pages

Quality Management Plan

For any project involving data collection or processing, conducting surveys, environmental
measurements, modeling, or the development of environmental technology (whether hardware-
based or via new techniques) for pollution control, the EPA requires a plan discussing processes
that will be used to assure that results of the research satisfy the intended project objedives. The
required plan is described below. This requirement for abrief Quaity Management Plan (QMP)
replaces the requirement “2.J. Quality Assurance Statement” in the Standard Instructions.

EPA is particularly interested in the quality controls for data generation and acquisition, and how
data validation and usability will be verified. The Statement must describe a system that complies
with ANSI/ASQC E4, Specifications and Guidelines for Quality Systems for Environmental Data
Collection and Environmental Technology Programs, and must not exceed five consecutivedy
numbered, 8.5x11-inch pages of single-spaced, standard 12-point typewith 1-inch margins.
ANSI/ASQC E4 isavailable for purchase from the American Society for Quality, phone 1-800-
248-1946, item T55. Only in exceptional circumstances should it be necessary to consult this
document.

The QMP provided with the application must contain the shown information below. EPA’s
Quality System will likely require an expanded version of this document following award.

1. Summary - A discussion of the overall quality assurance and quality control needs of the
Center and the obj ectives of the Center’s Quality A ssurance and Quality Control (QA/QC) palicy.

2. Organization and Management - This section should include:
A) Organization chart that identifies:
— all of the components (research project or core activity) of the Center;
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— the Principal Investigator or overall manage for each component;

— the person responsible for QA/QC ectivities for each component and how they report to
the QA Manager and Center Diredor;

B) Description of the specific responsibilities of the QA Manager and any other personnel
with QA responsibilities;

C) Description of any delegations of QA responsibility to sub-awardees or contractors
(especialy QC responsibilities); and

D) Discussion of how the Center will maintain effective communications throughout the
management structure.

3. Quality System - This section should include brief discussions of:
A) How the Center sresearch adivities will be reviewed and evaluaed to ensure qudity;
B) How staff will be trai ned, and who is responsible for training;
C) How datawill be stored and made available to Center personnel and to the public; and
D) How the Center’s QA/QC procedures will be reviewed and evaluated, including how
recommended changes will be implemented.

4, Project or Component Specific - This section should discuss the QA and QC needs for the
Center’ s components and should describe or reference any standard procedures (such as SOPs)
that will be used to address these needs. (Individual project QA plans, expected after award as
part of the Center’s QA program, should include descriptions of how the data needs relate to the
hypotheses bei ng tested or the objectives.) This section should also address the following:

A) How the sample size(s) will be selected and demonstrated to be sufficient to test the

hypotheses or meet a specific objective;

B) How the necessary performancecriteria for measured data to test the hypotheses or

meet the objective will be identified;

C) How the quality of previously collected datawill be determined gopropriate for its

stated use;

D) How datawill bemanaged (collected, backed-up, collated, transferred, and stored) to

ensure that the quality is maintained and documented; and

E) What data analysis methods will be used.

5. Documentation and Records - Describe or reference the procedures the Center will use for
identifyingand maintaining QA and QC related documents and records.

Note: Congress, through OMB, has instructed each agency to implement Information Quality Guidelines
designed to 'provide policy and procedural guidance . . . for ensuring and maximizing the quality,
objectivity, utility, and integrity of information, including statistical information, disseminated by Federal
agencies." EPA’s implementation may be found at
http:/www.epa.gov/oeiinter/qualityguidelines/index.html . These procedures may apply to data generated
by grant recipients if those data are disseminated as described in the Guidelines.

APPLICATION PROCESSING AND REVIEW INFORMATION

Applications must be received by the application receipt date listed in this announcement. If an
application is received after that date, it will be returned to the applicant without review.
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The following is the schedule for this RFA. It should be noted that this schedule may be changed
without notification due to factors that were not antidpated at the time of announcement.

Application Receipt Date: August 31, 2004
Earliest Anticipated Start Date: July 1, 2005

Peer Review and Criteria

This section repl aces “ Section 6.B. Peer Review and Criteria’ in the Standard Instructions. In
general, the peer review group will be composed of non-EPA scientists and engineers who are
expertsin their respective disciplines and are proficient in the technical subjects they are
reviewing. Reviewers are asked to assign a summary scoreto the application of either excellent,
very good, good, fair, or poor, and use the ariteria below to help them in their evaluations. The
first two criteria are of highest importance, the remainder are listed in descending order of
importance.

1. Overall Center

Centers must include research projects with a conceptual theme focusing on one or more of the
research areas outlined in the RFA. There must be evidence of the potential for a meaningful
interdisciplinary collaboration between all of the components of the program.

Interdisciplinary nature of the proposed research activities, integraion of the projeds
around an overarching theme, and plans to effectively pursue interdisciplinary research
objectives.

Potential impact of the research inachieving a better understanding of the health effects
associated with sources and components of particul ate matter

Capacity of the projectsto result in a greater contribution to the overdl goals of the Center
than if each were pursued independently.

2. Research Projects
Reviewers will be asked to evaluate each proposed research project using the aiterialisted in the
STAR Standard Instructions and repeated here:

The originality and creativity of the proposed research, the appropriateness and adequacy of the
research methods proposed. Is the research approach practical and technically defensible, and can
the project be peformed within the proposed time period? Will the research contribute to
scientific knowledge in the topic area? Will the results be disseminated broadly to enhance
scientific and technological understanding? What may be the benefits of the proposed activity to
society? Is the proposal well-prepared with supportive information that is self-explanatory or
understandable?

The qualifications of the principal investigator(s) and other key personnel, including research
training, demondrated knowledge of pertinent literature, experience, and publicaion records.
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Will dl key personnd makea significant time commitment to the project?

The responsiveness of the proposal to the research needs identified for the topic area. Does the
proposal adequately address the dbjectivesspedified by the EPA for this topic area?

The availability and/or adequacy of the facilities and equipment proposed for the project. Are
there any deficienciesthat may interferewith the successul completion of theresearch?

3. Administrative and Other Cores

Scientific and organizational structure of the Center. Are the lines of authority and administrative
structure designed for effective Center management? How does the administrative structure
maximize the Center's capability to take advantage of research gpportunities?

Qualifications, responsibilities, and effectiveness of senior leaders. The Principal
Investigator/Center Director should be an established research saentist with the ability to ensure
quality control and the experience to administer effectively and integrate all components of the
Center. Isthe percent effort appropriate?

Duties and percent efforts of administrative staff of the center in terms of their qualifications and
contributions to the specialized needs and conduct of the center's research activities.

Effectiveness of the center'sinternal planningand quality management adtivities. Who is
involved and what mechanisms are used? Are these activities documented?

Nature and quality of facility cores, if proposed. Technical merit, justification, cost effectiveness,
qualifications of staff, utility to investigators and arrangements for internd quality control,
allocation of resources, priority of usage, and day-to-day management.

4. Budget

Although budget information does not reflect on the application's scientific merit, the reviewers
are asked to provide their view on the appropriateness and/or adequacy of the proposed budget
and itsimplications for the potential success of the proposed research. Input on requested
equipment is of particular interest.

CONTACT POINTS

Further information, if needed, may be obtained from one of the EPA officials indicated below.
Stacey Katz, Phone 202-564-8201; As of April 5, 202-343-9855; email: katz.stacey @epa.gov
Gail Robarge, Phone 202-564-8301; As of April 5, 202-343-9857; email robarge.gail @epa.gov
AUTHORITY AND REGULATIONS

This program is described in the Catalog of Federal Domestic Assistance Number 66.5009.
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The authority for this RFA and resulting awards is contained in Clean Air Act, Sedtion 103, as
amended, Public Law 95-95, 42 U.S.C. 7401 et seq.
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