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|. INTRODUCTION

This document provides adminidrative guiddines on the digibility criteria and application
process for NIDCD Research Core Centers (P30). Applications for Core Centers are sought

through a NIH Guide Notice with three receipt dates per year
http://grants2.nih.gov/grants/quide/notice-files/INOT-DC-04-001.html.

The Research Core Center Grant (P30) is an indtitutional award, made in the name of a
principd investigator, intended to support one or more research cores providing centralized
resources and facilities shared by investigators with existing research projects. The P30 may
serve as an “intellectud hub” to stimulate and support cooperative and interactive research, to
increase the effectiveness, capabilities or productivity of current research endeavors and/or to
promote new research directions. Research cores may provide for the sharing of technical
expertise or the centrdization of labor-intendve tasks common across severa principd
investigators, for the staffing, maintenance and training of shared equipment or resources, and/or
for problemsolving through innovetive technicd <olutions usng date-of-the-art
methodologies/technologies.  Although no funds are provided for direct support of research
projects, a P30 helps to integrate and promote research in existing projects. Additionally, P30s
may provide benefits to other core centers or the larger community through data or technology
sharing.

The P30 is awarded for up to 5 years and is subject to budgetary caps. The P30 does not
provide funds for the conduct of research pilot and feasbility studies outside that associated
with user projects.

Il. REQUISITE RESEARCH BASE AND BUDGETARY CAPS

A strong research base, as evidenced by a critical mass of funded grants, is a fundamentd
requirement for, and a mgor factor in, establishment of a P30. Any inditution or consortium
aoplying for a P30 mugst have an active, established program in basc, clinica, and/or
epidemiologica biomedica or behaviord research in one or more mission areas of the NIDCD.
Ingtitutions applying for a Core Center grant must hold, on the date of grant gpplication
submisson, aminimum of Sx NIH research project RO1 grants, each with at least one year of
support remaining.  Grants in a no-cogt extension do not qudify. The Sx grants must focus on
NIDCD mission areas and four of the six must be supported by the NIDCD.

A Core Center must be an identifiable organizationa unit either within asngle grantee indiitution
or representing a consortium of cooperating ingitutions (e.g., geographic or web-based). Joint
goplications may be submitted by investigators at neighboring, independent, or multi-campus
inditutions. Only one P30 award is dlowed per inditution Exceptions may be made for
different user groups working in different NIDCD misson areas within the same indtitution.



Indtitutions holding six or more RO1s focused on NIDCD mission areas, four of which must be
NIDCD funded, may request direct costs not to exceed atotd of $1.5 million over afive year
period; those holding twelve or more RO1s, eight of which must be NIDCD funded, may
request direct costs not to exceed atotal of $2.0 million over afive year period; those holding
elghteen or more RO1s, twelve of which must be NIDCD funded, may request direct costs not
to exceed atotal of $2.5 million over afive year period. Recompeting gpplications may not
exceed the stated caps.

Competitive supplemental gpplications requesting an additiona research core to existing P30s
are dlowed, but may not exceed the term of award or budgetary cap of the parent P30.

I1l. RESEARCH CORES

The P30 supports research cores, shared resources that enhance productivity or in other ways
benefit a group of investigators working in areas related to the stated godl's of the Core Center.
A research core provides a service or resource that enables P30 investigators to conduct their
independently funded individua research projects more efficiently or more effectivdy, and may
through interaction with others, lead to new research paradigms and projects. A research core
may aso aitract new investigators to an area of research by offering specialized services not
eesly duplicated in an individud laboratory. Research cores may provide for the sharing of
technica expertise or the centralization of |abor-intengve tasks common across severd principa
investigators, for the staffing, maintenance and training of shared equipment or resources, or for
problemsolving  through  innovaive technicd  solutions udng  dae of-the-art
methodologies/technologies.  Research cores should enhance the research in progress,
consolidate resources, and/or contribute to cost effectiveness by providing a service at less cost
or of higher quality than if each investigator were to attempt the same process(es) individudly.
The design and purpose of each research core may vary in how it servesits users. Cores may
aso vary in the provison of standard versus innovative services.

In addition to an adminigtrative core, one or more research core(s) must be proposed. Each
research core must have extendve use by a minimum of three RO1s in NIDCD mission aress.
Training grants (e.g., T32/F32), career development awards (e.g., KO8/K23), smal grants
(RO3), AREA grants (R15) and developmentd/exploratory awards (R21) as well as non-NIH
peer reviewed projects do not count as part of the requisite research base, but may be users of
the P30. Egtablished and junior investigators with expertise outside the NIDCD mission areas
and dediring to trangtion into NIDCD mission aress are aso encouraged to use P30 services,
athough they do not count toward the requisite three users.

Examples of research cores include the sharing of technica expertise (e.g., histology, automated
brainstem response); the centraization of labor-intensve tasks (e.g., genotyping, human subject
recruitment and database management); the daffing, maintenance and training of shared
equipment or complex resources (e.g., confocal microscopy, €ectron microscopy, virtua redity

3



lab, sound field laboratory); and problem-solving through innovetive technica solutions using
state- of- the-art methodol ogies/technologies (e.g., engineering, imaging).

The adminidration of services and prioritization of user requests within each research core must
be addressed and each research core must have a plan for quality control, when appropriate.

Limited developmentd research (not including pilot sudies) may aso be an gppropriate function
of aresearch core if it is directly related to enhancing the functioning, utility or methodology of
the core or if it is directly related to a user project and is not an undertaking that could be
supported through other funding mechanisms.

V. ADMINISTRATION
Organizationd Description and Requirements

A Core Center should conditute an identifidble organizationa unit within a single grantee
indtitution or a consortium of cooperaing inditutions. The Core Center Director will be
responsible for the organization and operation of the overal P30. The Director should provide
scientific and adminigtrative leadership for the totd program, and have demondtrated ability to
coordinate, integrate, and provide guidance in establishment of new research programs. The
organization of the P30 Adminigtrative Core should include a Structure sufficient to coordinate
and integrate the P30 attivities, determine the digtribution and utilization of funds, and provide
advice to the Core Center Director about the activities of the P30.

While the find adminidrative structure of the P30 will, for the most part, be l€eft to the discretion
of the gpplicant, the effective development of a P30 requires close interaction among the Core
Center Director, research core directors, the principal investigators of the funded grants utilizing
the core, gppropriae inditutiond adminigtrative personnel, and other members of the indtitution
in which the P30 is located. Therefore, each Core Center gpplicant should establish and
describe an adminidrative structure that will permit the development of such interaction. This
structure will be evaluated as part of the review process (see section VII1.C.).

Indtitutiond Fecilities

While fadilities avaldble for each research core will be described in the gpplication, a more
generd description of overdl facilities and a Satement regarding inditutional commitment to the
Core Center should be included in the overdl description.

Applicaions from inditutions that have a Genera Clinicad Research Center (GCRC) funded by

the National Center for Research Resources (NCRR) a NIH may wish to identify the GCRC
as aresource for conducting the proposed research. In such a case, aletter of agreement from
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the Program Director of the GCRC should be included with agpplication materid in the
Adminigrative Core. Collaborations among other NIH supported P30s are encouraged.

V. HUMAN SUBJECTSVERTEBRATE ANIMALS and INCLUSION OF WOMEN,
MINORITIESAND CHILDREN IN STUDY POPULATIONS

HUMAN SUBJECTS

All research cores involving human subjects a any time during the proposed project period
must comply with the regulations for Protection of Human Subjects, 45 CFR 46. See PHS
Form 398 for variations alowed by gpplicant organizations. For each core that involves human
subjects and is not exempt from the regulations, address the six points listed in the Ingtructions
for PHS 398.

In many ingtances, the research cores encompass research supported by research project grants
for which the IRB review of human subjects is dready complete or an exception is dready
desgnated. Thisreview or exemption designation is sufficient, provided the IRB determines that
the research is not substantialy modified by the Core. The gppropriate grants must be identified
aong with their IRB review dates or exemption desgnation (in Section 1. Budgets and Other
Supporting Forms).

VERTEBRATE ANIMALS

If vertebrate animals are to be used in the project, the five items described under Section f of
the PHS 398 research grant gpplication ingructions will be assessed.  Evidence must be
provided that each research core that involves vertebrate animals has been reviewed and
approved by the Indtitutional Anima Care and Use Committee. For each research core that
involves vertebrate animals, address the five points listed in the Ingtructions for PHS 398.

In many instances, the research cores encompass research supported by research project grants
for which IACUC review is dready complete. This review is sufficient, providing the research
is not subgtantialy modified by the core. The appropriate grants must be identified together with
their IACUC review date (in Section 1. Budgets and Other Supporting Forms).

INCLUSION OF WOMEN, MINORITIES and CHILDREN IN STUDY POPULATIONS

For projects involving clinica research, NIH requires gpplicants to give specid attention to the
incluson of women and minorities in study populations. It isthe policy of the NIH that women
and members of minority groups and their sub-populations must be induded in dl NIH-
supported biomedical and behaviord research projects involving human subjects, unless a clear
and compdling rationde and judtification are provided indicating that inclusion is ingppropriate
with respect to the hedlth of the subjects or the purpose of the research.
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It isthe policy of NIH that children (i.e. individuas under the age of 21) must be included in dl
human subjects research, conducted or supported by the NIH, unless there are scientific and
ethica reasons not to include them. This policy goplies to dl initid (Type 1) applications
submitted for receipt data after October 1, 1998.

These policies may be accessed at the following Stes:

Women and Minorities:
http://grants.nih. gov/grants/fundi ng/ wonen_m n/ gui del i nes_update. htm

Children:
http://ww. ni h. gov/ grants/gui de/ notice-files/not98-024. htm

V1. PRE-APPLICATION PROCESS

Individuds from inditutions with interest in gpplying for a P30 are strongly encouraged to
discuss the potentid application with the NIDCD saff members identified below. Potentid
gpplicants are encouraged to make this contact as early as possble in the gpplication
preparation process. A Letter of Intent listing the key participants, and providing adescription
of the currently funded research base as well as the proposed research cores, is requested at
least one month prior to the submission date.

The program staff who should be contacted are:

Bdance/Vedtibular Program:
Christopher Platt, Ph.D.
Divison of Scientific Programs, NIDCD
6120 Executive Boulevard, EPS 400C
MSC 7180
Bethesda, MD 20892-7180
Td: (301) 496-1804
Fax: (301) 402-6251
Emall: plattc@nided.nih.gov

Hearing Program:
Amy Donahue, Ph.D.
Divison of Scientific Programs, NIDCD
6120 Executive Boulevard, EPS 400C
MSC 7180
Bethesda, MD 20892-7180
Telephone: (301) 402-3458
Fax: (301) 402-6251
Emal: donahuea@nidcd.nih.gov



Smel/Tagte Program:
Barry Davis, Ph.D.
Divison of Scientific Programs, NIDCD
6120 Executive Boulevard, EPS 400C
MSC 7180
Bethesda, MD 20892-7180
Phone: 301-402-3464
Fax: 301-402-6251
Emall: davisb@nidcd.nih.gov

Speech and Voice Program:
Lana Shekim, Ph.D.
Scientific Programs Branch
Divison of Scientific Programs, NIDCD
6120 Executive Boulevard, EPS 400C
MSC 7180
Bethesda, MD 20892-7180
Phone: 301-496-5061
Fax: 301-402-6251
Email: shekiml@nided.nih.gov

Language Program:
Judith Cooper, Ph.D.
Divison of Scientific Programs, NIDCD
6120 Executive Boulevard, EPS 400C
MSC 7180
Bethesda, MD 20892-7180
Phone: 301-496-5061
Fax: 301-402-6251
Emall: cooperj@nidcd.nih.gov

For fiscd and adminigtrative matters, contact:

Ms. Sara Stone

Grants Management Branch, NIDCD
6120 Executive Boulevard, EPS 400C
MSC 7180

Bethesda, MD 20892-7180
Telephone: (301) 402-0909

Fax: (301) 402-1758

Emal: sones@nidcd.nih.gov



VII. APPLICATION FORMAT AND CONTENT
VII.A. Gengrd Information

The P30 gpplication should include a description of the requisite research base and research
cores. The gpplication should provide decriptive information on how the cores will provide
services to the individud RO1s beyond what is currently available and/or how the cores will
encourage and facilitate collaborative work. The gpplication should also describe how each
core will be adminigratively managed and how access and utilization of services will be
prioritized.

The P30 gpplication shoud be arranged in the format specified below.

The most current verson of Form PHS 398 must be used. Individua cores should be prepared
and written separately on Form PHS 398. The arrangement of materials should follow both the
ingructions in Form PHS 398 gpplication kit and the more specific indructions detailed below.
Applications not in accordance with P30 guiddines will be returned to the gpplicant without
further review.

Submit asigned, typewritten origind of the gpplication, including the checklist, and five sgned
photocopies in one package to:

Center for Scientific Review

Nationa Indtitutes of Hedlth

6701 Rockledge Drive, Room 1040, MSC 7710
Bethesda, MD 20892-7710

Bethesda, MD 20817 (for express/courier service)

In addition to mailing the gpplication to the Center for Scientific Review, send two (2) copies of
the application, plusfive (5) sets of any appendices, to:

Chief, Scientific Review Branch

Nationd Ingtitute on Deafness and Other Communication Disorders
6120 Executive Boulevard, EPS 400C

MSC 7180

Bethesda, MD 20892-7180

Rockville, MD 20852 (for express/courier service)

Telephone: (301) 496- 8683

Applications requesting $500,000 or morein direct cods for any year must include a cover
letter identifying the NIDCD gaff member who has agreed to accept assgnment of the
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goplication. This policy appliesto dl investigator-initiated new (type 1), competing continuation
(type 2), competing supplement, or any amended or revised version of these grant application
types. Additiond information on this policy isavalable in the NIH Guide for Grants and
Contracts, October 19, 2001 at hitp://grants.nih.gov/grants/quide/natice-filessNOT-OD-02-
004.html.

VII.B. Content Order for Applications

Applications should be written in the style and within the page limitation described in the PHS
398 indruction kit and the gpplications guideines below. Applicants may aso consult with
NIDCD saff concerning the technica aspects of preparing the application.

Face Page of Form PHS 398. Complete dl items on the face page as directed. In thetitle
block, item 1, put “ Core Center.” Add “NIDCD Research Core Center P30” for thetitle.

Page 2. Describe the proposed Core Center indicating the goals and objectives of the research
cores. Do not exceed the space dlowed. Key personnel are the Core Center Director,
Associate or Co-Center Director (optiond), research core directors, participating investigators
who will use any research core to amoderate or extensive degree, and consultants.

Table of Contents: Discard this page from Form PHS 398 and prepare a Table of Contents
appropriate for the Core Center application. The Table of Contents should list 4 sections:
Section 1, Budget and Other Supporting Forms should include dl budgets, biographica
sketches, other support, human and animal assurances table; Section 2, Biomedical Research
Base, should include the generd overview of the P30, and presentation of the research base,
Section 3, Administration, should include the adminidrative structure, facilities and equipment,
floor plans and/or campus maps, and letters of inditutiond commitment and support; and
Section 4, Research Cores, should include a brief overview of the research cores, followed by
Sseparate sections using PHS 398 for each research core. Each core should be listed by the
title. Specificaly list the location of the checklist, which is the last page of the gpplication. If
appendices are to be included, these should be listed in Section 5, Appendices.

V1I1.B.1. Budgets and Other Supporting Forms
(The following budget information gpplies to Section 1. Budgets and Other Supporting
Formsaswel as Section 4, Research Cores, snce there will be budget information in both.)

Budget: Use Form Pages 4 and 5 in PHS Form 398 for dl budgets. Justify and document dl
cods for current and future years throughout. Details and judtifications for dl budget items
below must be part of the individud budgets. See the Ingtructions for PHS 398 on how to
prepare budget pages and judtifications. A modular budget format is not alowed.



The overdl Core Center budget, “ Summary Center Budget,” is to be presented first usng PHS
398 Form Page 4 entitled “ Detailed Budget for Initial Budget Period” (see sample document 1).
Presentation of a consolidated budget for the first 12 months should then follow in a tabular
form, providing information on budgetary categories for the adminigrative and each of the
research cores (see sample document 2). Form Page 5 of PHS 398, “Budget for Entire
Proposed Period of Support”, should follow next, summarizing dl individud budgets and
adminigrative costs (see sample document 3). For the purpose of establishing future year
budget requedts, the applicant should not exceed cost escalations specified by the NIH. Future
years may not exceed the cap.

Separate budget pages and judtifications for the overdl Core Center administration and for each
individua research core initid year and 5 year compodte, should be included later in the
goplication with each individud core for which funding is sought and should not be repesated
elsawhere in the application. The potential for budgetary overlap between the user research
projects and the P30 cores, specificaly overlap of personne effort, as well as dl other
expenditures, must be discussed.  In some ingtances, overlgp will be minimd. In others,
budgetary overlap could be considerable. Specificdly address the strategies for deciding what
expenses will be charged to the P30 versus the participating research grants. A statement
should be provided indicating how budgetary expenses for the user RO1s or any other funding
mechanisms with potentia overlap, will/will not be modified upon receipt of the P30 award. If
appropriate, a drategy for reimbursement of core services should be delinested. NIDCD
program and grants management staff will negotiate with both the P30 Director and the Principa
Invedtigetor of ongoing research project grants utilizing P30 facilities regarding potentia
budgetary overlap.

Personne: The P30 Director will have responshility for overdl direction of the entire P30.
Additiondly, adirector should be named for each research core. A research core director must
have the scientific expertise and leadership skills necessary to be the primary decision-maker for
the management and conduct of the core, both technicd and adminigrative. The percent effort
for a research core director is expected to be rdaively low (5 to 10%). In the unusud
circumstance that a core director requests greater than 10% effort, it should be justified through
activities beyond typica adminidrative functions. Additiond levels of commitment beyond 10%,
supported by the universty and not requested from the NIDCD, should be noted in the
gpplication asinditutional commitment (section V11.B.3. Adminigtration).

Limited support for adminigtrative staff may be requested to the extent that it relates directly to
the management of P30 activities. Judtification for adminigtrative support should fully describe
the duties to be perfformed. This judification will be dosdy scrutinized, as efficient
adminigration is expected.

Support for technica personnd or positions to be filled in research cores may be included. The
time and sday of al technica and support personnd must be rdated to their effort on the
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research core. Technical support personnd may receive up to 100% saary upport from the
P30.

Equipment: Although this grant mechanism is not intended for the acquisition of equipment which
should be funded through other sources or through other funding mechanisms (eg., NCRR
Shared Instrumentation Grant), equipment requests are dlowed. When expensve items of
equipment are needed, the gpplication should document available equipment within the
indtitution and provide clear judtification for requested equipment in terms of core service to be
provided. In addition, the potertia for cost sharing must be explored prior to the gpplication
submisson and the results of such exploration (i.e, inditutiona commitment demonstrated
through cost sharing) must be clearly stated in the gpplication.

Supplies: Consumable supplies directly related to the operation of the cores (photographic
supplies, dectronics parts, machine shop stock, tissue culture media, glassware, chemicals,
animals, etc.) are dlowed.

Travel: Appropriate travel requests include travel of scientific, technicd, or administrative staff
for training that would enhance the qudity, conduct or utilization of a research core or travel
required to maintain the operation of a core. However, this traning must take place in a
focused, active intensive training session or a specific course or workshop, as opposed to a
sesson a a national meeting or the equivdent.  This grant mechaniam is not intended for the
travel for scientific speskers for departmenta seminars unless it is directly and explicitly related
to the enrichment of core services.

Consultant Cogts: Consultant costs may be requested.

Other Expenses. Equipment maintenance, maintenance contracts, and computer time are
examples of the many types of dlowable cods.

Consortium/Contractud Cods: Funds may be requested. Indirect costs on subcontracts are
included as portion of the direct costs of the application and are subject to the cap.
Subcontracts to foreign organizations are not alowed.

Items not dlowed: Funds for dteration and renovation, rental space, Staff retreats, direct
support of individua research projects, direct support for pilot studies, sdlary and support for
centra inditutional administrative personnd or secretarid support that is usudly paid from
ingtitutiond overhead charges, trave of investigators, or page and publication charges for staff
investigators are not alowed.

Biographica Sketches. Biographica sketches are required for key professond personnd,
which includes the Core Center director, and research core directors (including consultants) in
the Core Center application. Biographical sketches are aso required for the principa
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investigator of each grant listed in the research base. Forms from the most recent version of
PHS 398 should be used. Place individud sketchesin dphabetical order. These pages should
not be duplicated in the individua research cores.

Other Support and Research Base Summary: Other support should be listed for dl individuds
listed in the Key Personnel section, with the exception of consultants. These pages should not
be duplicated in the individua component projects and cores.

Assurance Documentation: A master table listing the status of human subject and anima usage
gpprova dates should be included.

VI1.B. 2. Biomedical Research Base of the Core Center
This section is presented on continuation pages in narretive fashion.

General Overview of the Core Center: The goas and objectives of the Core Center should be
explicitly stated. This section should not exceed two Single-spaced pages, should state concisaly
any aress of specid interest, and should identify any research idess, disease entities, and target
populations to be studied. Applicants will include an overview of current research conducted at
ther indtitution in sUfficient detail to alow reviewers to judge its extent and the interrdaionships
of ongoing research. Interrelaionships among Center members, qudity and productivity of the
ressarch programs, demondrated or potentid interdisciplinary coordination, and how
establishment of a Core Center will further extend, simulate and provide added dimensions to
the current research activities are al important consderations for review and subsequent
funding.

Presentation of the Research Base: Begin with an abdract, no longer than hdf a page,
summarizing the research base. This should be followed by a section, not to exceed 5 pages,
addressing the scientific focus and demondtrated or potentiad collaborationg/interrelations of
research conducted by Core Center investigators. Research projects included in the research
base should be grouped into aggregates of projects with smilar overdl gods and objectives
since an assessment of the research base is important as a primary criterion in the evauation of
goplications. Since mog, if not dl, of the research base will have undergone separate peer
review, the quality of the individua funded projects is dready established. The more important
aspects will be: (1) interactions and interrelationships of the research efforts; (2) uses and
benefits of core sarvices, and (3) plans to continue/develop productive collaboration among
Core Center investigators. Documentation of a collaborative environment may be included here
(ligting of co-authored publications from P30 user PIs).

Size of the Research Base. To document the research base of the proposed Core Center, a
table liging the funding mechanism and grant number, funding source, Pl name and grant title,
percent effort of the investigator, award duration, and annual support (direct cost) isrequired. A
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total current year direct cost dollar amount for research grants in the research base of the P30
must be provided.
VI1.B.3. Adminigration

Adminidrative activities of the overdl P30 that are not contained in the separate research cores
(e.g., Core Center Director percent effort) should be presented as a separate Adminidrative
Core. Presentation of the adminidrative dructure (See Section 1V) should follow the
presentation of the research base and should include a discusson of the Director and if
designated, Associate Director, as well as the relationship and lines of authority and sanction by
appropriate inditutiond officias. Adminigrative cods for the P30 are intended to be minimd.
Thus strong judtifications for adminigtrative costs must be provided.

Provide a generd overdl description of fadilities and indtitutional commitment including letter(s)
of inditutional commitment and, if applicable, of the Generd Clinicd Research Center (GCRC)
Director. The description of the physica arrangements and instrumentation for the cores should
be included. Campus maps and floor plans of space for the P30 cores may be hepful in some
instances.

Ingtitutional commitment to provide space or to share in the cost of purchasing equipment needs
to be documented. Core Centers are encouraged to enter into cooperative arrangements with
established P30 coresin other centers or resource grants offering asmilar type of service at the
goplicant inditution.

V11.B.4. Research Cores

Overview: Introduce this section with a narrative overview of al of the proposed research
cores and thelr impact on ongoing research. The purpose of each research core may vary, such
as providing increased efficiency for routine ongoing services, promoting or enhancing new or
ongoing collaborations, and/or providing new and innovative resources or services currently
unavalable. Thejudtification will likely vary based on the purpose.

Research Cores. (See Section 111) Present each core separately using Form PHS 398 with an
abstract and research plan that includes dl the items in PHS 398. Ingtructions specific to the
P30 follow below. The presentation for each research core (sections 4 — 8 below) islimited to
25 pages. 1t may not be necessary to use al 25 pages.

(1) Summary page: Use PHS Form 398 Form Page 2.
(2) Budget: Provide comprehensive judtifications for the budget and discuss issues of overlap
and accounting drategies for future expenses, as well as mechanisms for reimbursing core

sarvices, if gppropriate.
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(3) Resources and Environment: Specia attention should be given to describing the space and
resources available for the core service(s) proposed. The location of the core services
performance sites and the physical relationship of the core resources to the core users should be
included.

(4) Specific Aims. Describe the broad, long-term objectives and goals of the core and delineate
the services to be provided.

(5) Background and Significance: State the reasons why a core is needed. This judtification
should include (a.) how the core will provide increased or innovative/new capabilities, (b). how
the core will facilitate increased productivity or effectiveness through the sharing of expertise or
the centrdization of labor-intensve tasks, and/or (c.) how the core will facilitate collaborative or
new research directions. These must be justified beyond what is currently available through RO1
support.  For dl user RO1s, articulate how the core services will likely benefit the research
accomplishments within each RO1, and if gppropriate, how the core services may enhance
collaborative research efforts for that RO1 or attract new investigators into the area. The ability
to articulate user benefit is a critical factor in review. Both mgor and minor users of the core
should be included.

A minimum of three funded-investigator users does not in itself provide sufficient judtification. A
larger number of NIDCD-funded investigators using each core to a moderate or extensive
degree would generaly strengthen the judtification. In the event that a proposed research core
isnot in use 100% of the time, the application must justify this circumstance.

A table should be provided to describe the projected use (both period of core use and degree
of use minima, moderate, extensive) of the proposed core by funded investigators.

(6) Prdim Studies/Progress Report.  (This section should primarily be used for competing
renewals or competitive supplements). For new gpplications, this section will likely be shorter
than in an RO1 application and may include examples of previous/ongoing services/techniques
that have provided increased productivity within the research environment. Competing
continuation gpplications should document the impact the Core Center has had (see section
VI11.B.8). Accomplishments, shared resources, new collaborations, and other outcomes of the
core should be documented. Information on core usage and information on core benefit to the
scientific research enterprise should be discussed.  Specific problemsin core administration and
management should aso be noted.

(7) Research Design and Methods: Each proposed technique or service should be described in
enough detall to dlow a comprehengve evauation. Are personnd and equipment in place to
provide the services? Existing methodologies dready in use at the indtitution may be very briefly
described.  Methodologies new to the ingtitution should be described in grester detaill and
drategies for successful implementation should be ddineated.  Include any developmenta
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methods research or training, if proposed. If gpplicable, include sections on quality control.
Separate sections on gender, minority and children inclusion should be included as gppropricte,
in addition to Human SubjectyVertebrate Animads (see PHS 398 Indructions). If not
gpplicable, mark them N/A.

(8) Adminigration and Organization: The adminidration, organization and proposed
management of the core should be included and is a criticd issuein review of the application. A
plan to implement core services and prioritize investigator use should be presented. If the core
is used to train investigators in specid techniques, the nature and extent of this training should be
described and the qudifications of core personnd to provide and oversee this training should be
described.

(9) Literature Cited and (10) Consortium/Contractud Arrangements:. If not applicable, mark
them N/A.

VI11.B.5. Appendices

Appendices may be submitted with P30 goplications to the NIDCD. If such materids are
submitted, they should be malled separately from the gpplication and sent directly to the
NIDCD Scientific Review Branch at the address listed in Section VII.A. Include key reprints
and other supporting materid. See PHS 398 Indructions. Different sections of the P30
gpplication may be reviewed by different reviewers, thus each piece of gppendix materia should
be labeled with the name of the Center Director and the title of the research core to which it
belongs.

All appended materid must be packaged and clearly identified with the appropriate research
core. No more than ten reprints or manuscripts accepted for publication may be submitted for
any research core. Five complete and collated sets of Appendix materid must be received by
the NIDCD Scientific Review Branch within three weeks of the submission of the P30
goplication.

V11.B.6. Revised Applicaions

All revised applications must have an introduction which addresses the criticisms from the
previous review and notes changes made in the gpplication Do not exceed two pages of
introduction for the overal P30 and three pages of introduction per core. All changes in the
research plan must be clearly marked, per PHS 398 ingtructions.

VI1I1.B.7. Supplementd Applications

A competitive supplementa agpplication requesting the addition of a research core(s) to an
exising P30 is dlowed, but may not exceed the term of award or budgetary cap of the parent
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P30. These applications are due on the standard NIH receipt dates (February 1, June 1, and
October 1), and must be in accordance with al previoudy outlined P30 criteria.  NIDCD
program staff should be contacted as early as possible to determine digibility.

Supplementd gpplications should include a brief overview of the adminigtrative structure and
research base of the parent P30 (this could be sections from the origind application), aswell as
abrief overview of the currently funded cores. Reviewers will evauate the supplementd corein
the context of the overdl P30 and the appropriateness of adminidrative oversight. This should
precede the information for the individua research core(s) requested.

V11.B.8. Competing Continuation Applications

In a competing continuation application, the gpplication should document the impact the Core
Center has had. This includes the qudifications, experience, and commitment of the Core
Center investigators and their proven ability to interact with each other and attract additiona
investigetors to the misson areas of the NIDCD. Include a genera progress report that
highlights achievements under the Core Center since the last competitive review.

Include the following information:

(1) A summary of mgor accomplishments that can be attributed to the Core Center program
and a brief explanation of how these accomplishments have contributed to the achievement of
the stated objectives of the grant. Such achievements may include dgnificance of the
contribution of products and services from these individual cores to the research base; evidence
that the Core Center shared resources effectively and efficiently; the extent of core utilization by
individua principa investigators associated with the research base; effectiveness of the Core
Center in fadilitating collaborations or helping to attract investigators to communication disorders
research; and the ability of the individua cores, and overdl Core Center, to provide a significant
advantage beyond what could practicaly or efficiently be supported on individua research
grants.

(2) A lig of dl publications, including those in press, that have resulted from the Core Center
grant. Do not include manuscripts in preparation or under review.

(3) Any data sharing activities undertaken as part of the P30.
(4) Any other information that is considered attributable to the use and conduct of the P30.
VIII. REVIEW PROCEDURE AND CRITERIA

VIII.A. Review Process
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Applications for P30 grants will undergo an initid examination for completeness by the Center
for Scientific Review and for responsveness by NIDCD daff. Incomplete and/or non
responsve gpplications will be returned to the applicant without further consideration.
Applications that are complete and respongive will be evauated for scientific and technica merit
in accordance with the standard NIH procedures by an initid review group (IRG) convened by
the NIDCD. Aspart of theinitid review, al applications will be discussed and receive awritten
critique and will receive a second leve of review by the NIDCD Advisory Council.

As pat of theinitid scientific review, reviewers will rate each individua research core aswell as
the overdl P30; the scores will appear in the summary statement.  Since the NIDCD is
interested in funding only the best research cores, individua cores of lesser qudity (for example,
those fdling bedow the score of fundable P30 applications) may not be funded, even if
recommended, under the “umbrella’ of the P30 grant application.

Each individud core mug fit in and contribute to the overdl P30 and each gpplication should be
complete at the time of submission. Site vidts are not anticipated as part of the review process.

VII1.B. Review Criteriafor Individua Research Core

Individual research cores are evaluated on the facilities/services provided, their utility, and their
ability to fulfill the gods of the Core Center program. Important factors include:

Significance of the core support to the research base. How the core will support and
enhance ongoing research projects beyond currently available resources.

The potentia of the core to promote collaborative research and/or attract new investigators
to research in communication disorders.

The potential of the core to provide enhanced or increased efficiency of services.

The potentia of the core to offer services that are new, unique or otherwise unavailable on
individua RO1s.

The adminigrative management of the core, including implementation, alocation, user
prioritization, quaity control and utilization of services.

Training and gppropriateness of the core director and personnel, the commitment of the
investigators, and the ability to devote the required time and effort to the core.

Adequacy of the fadilities, equipment and inditutional commitment to the core.
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In addition to these criteria, in accordance with NIH policy, dl applications will be reviewed
with respect to the following:

The adequacy of plans to include children, both genders, minorities, and their subgroups, as
appropriate for the scientific gods of the research. Plans for the recruitment and retention of
subjects will dso be evauated.

The reasonableness of the proposed budget and duration in relation to the proposed
research.

The adequacy of the proposed protection for humans, animds or the environment, to the
extent they may be adversdly affected by the project proposed in the application.

VII1.C. Overdl Core Center Evaluation

An overdl priority score will be assgned to the gpplication. The score will reflect not only the
qudity of the individud cores, but dso plans for leadership and adminigration, and how the
proposed Core Center will enhance the research base.

The following dements will be evduated:

L eadership and Adminidtration:

The plans for coordination of ongoing research between the separately funded projects and
the Core Center including mechanisms for interna monitoring.

The plan for the establishment and maintenance of internal communication and cooperation
among the Core Center investigators.

Appropriate scientific and adminidrative leadership, and the time commitment of the Core
Center Director for the effective management of the Core Center program.

The management proposed for fisca administration, procurement, property and personnel

management, planning, budgeting, etc.

The overdl environment for a Core Center. Thisincludes the ingtitutiona commitment to the
program, lines of accountability regarding management, and the indtitution’s partnership with
the Core Center. This aso includes the academic environment and resources in which the
activities will be conducted, such as the availability of space, equipment, facilities, and the
potentid for interaction with scientists from other departments and schools.

Research Base and Enhancement by the Core Center

The relevance and interrelation of these separately funded research projects to the centra
themes of the Core Center.

The likelihood for new or enhanced collaborations among Core Center investigators. This
includes demondtrated interactions and interrelaionships of the research efforts as well as
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plans to further develop productive interdisciplinary collaborations among Core Center
investigetors.

Ability of the Core Center to sgnificantly enhance (further extend, simulate and provide
added dimension to) the established research base of the host indtitution.

VI111.D. Supplementa Application Evauation

For supplementd applications, reviewers will rate each individua research core and the score
will gppear in the summary statement. The gppropriateness of adminigtrative oversght will dso
be evauated and scored as anintegrd part of each supplementa core.

Appropriateness of Adminigtrative Oversght
The overd|l Core Center adminigtration will have been previoudy reviewed, and gpproved by
NIDCD «aff. Thefollowing ements will be eva uated:

Plans for coordination of ongoing research between separately funded projects and the
supplementd core.

Pans for the establishment and maintenance of internal communication and cooperation
with the existing Core Center investigators (demonstrated interaction aswell as plansto
further develop productive interdisciplinary collaborations).

Review Criteriafor Individua Research Core
The review criteria for individua research cores in supplement gpplications are the same as for
the individua cores of the parent P30 (See section VI11.B.).

VI1I1.E. Competing Continuation Applications

A competing continuation application should document the impact the Core Center has had.
This indudes the qudifications, experience, and commitment of the Core Center investigators
and their proven ability to interact with each other and attract additiond investigetors to the
misson areas of the NIDCD. In addition to the previoudy dated criteria, reviewers will
condder the following:

Significance of the contribution of products and services from these individua cores to the
research base.

Evidence that the Core Center shared resources effectively and efficiently. The extent of
core utilization by individud principd investigators associated with the research base.
Effectiveness of the Core Center in facilitating collaborations or helping to attract
investigators to communication disorders research.

Ability of the individua cores, and overadl Core Center, to provide a sgnificant advantage
beyond what could practicdly or efficiently be supported on individua research grants.
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IX. SHARING RESEARCH DATA

NIH resffirmsits support for the concept of data sharing
(http://grants.nih.gov/grants/policy/data_sharing) and believes that data sharing is essentid for
expedited trandation of research resultsinto knowledge, products, and procedures to improve
human health. The NIH endorses the sharing of fina research data to serve these and other
important scientific goals. The NIH expects and supports the timely release and sharing of find
research data from NIH-supported studies for use by other researchers. Applicants are
encouraged to include data sharing plans as part of the P30 application.

Reviewerswill not factor the proposed data- sharing plan into the determination of scientific
merit or priority score. Program staff will be responsible for overseeing the data sharing policy
and for assessing the appropriateness and adequacy of the proposed data- sharing plan.

X. REPORTING REQUIREMENTS AND ANNUAL EVALUATION

Annua progress reports, submitted as part of the annua noncompeting continuation gpplication
are due two months before the anniversary date of the award. These reports are used by the
NIDCD and advisory committees to review the Core Center and its progress. A progress
report containing the following information is to be submitted with the annua continuation
goplication (PHS Form 2590).

The report should include adetailed summary of each research core, including aliging of the
Core Center Director and key personne with percent effort, budgets, and a description of each
core's progress and activities. It is especidly important that the Sgnificance and utility of eech
research core be discussed in the summary description.

Thefadllowing are required:

1. A budget of the requested funds for each research core. In conjunction with the
programmatic description, this report will describe dlocations in the usua budget categories
(e.g., personnd, supplies) as well as the total expenditures. Separate budget pages should be
used for each research core in addition to a composite budget for the entire Core Center. With
the exception of the adminidrative core, it is dlowable to request a redigtribution of funds for
individua cores different than in the origind application. Such redlocations across cores should
be clearly stated and judtified in the budget section;

2. An updated table (same format as origind application) showing al support associated with
the Core Center. The table should ligt the funding mechanism and grant number, funding source,
Pl name and grant title, percent effort of the investigator, award duration, and annual support
(direct cost) isrequired. A total current year direct cost dollar amount for research grantsin the
research base of the P30 must be provided. This table should include al individud research
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grants, center grants, training grants, Nationa Research Service Awards, career devel opment
awards, etc. that are currently users of the core.

3. Anoverdl discussion of the effectiveness of the P30 in furthering the goas as proposed. This
should incdlude a summary of the generd accomplishments that can be dtributed to the P30.

This should dso include a dscusson of any problems that impeded the accomplishment of the
stated goals of the P30. The section should address the administration and conduct of the P30
and address organizationd issues within the inditution that have impact on the P30, both positive
and negdtive.

5. A summary (equivaent to no more than 4 Sngle-spaced pages) of the gods and sgnificant
activitiesof each individua research core. List specific accomplishments or gains seen from use
of the core. List what has been accomplished and what would not have been done without it;
eg., new research findings, new investigators brought to the field, efficiency of services, tables
of usage, etc.

6. A ligt of dl collaborative efforts that the Core Center has established and is conducting with
other inditutiongCore Centers.  This list should include a description of each activity,
identification of the other Core Center(s) involved, and any results obtained so far;

7. Other information that, from year-to-year, may be requested by NIDCD staff.

The expanded progress report is in addition to, and does not replace, other management

reports required by PHS policy. In addition to the annua progress report, NIDCD program
gaff may conduct Ste vidts to gain added ingght into the various aspects of the P30 operations.

Xl. SAMPLE DOCUMENTS

Samplel. Detaled Budget for Initid Budget Period (Form page 4)

Samplell. Consolidated Budget for First Y ear (Table Form)
Samplelll Budget for Entire Proposed Period of Support (Form page 5)
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