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Session 1 and 2
March 28, 2005

COURSE OUTLINE:

Part I: Introduction

A. Course Overview
B. Group Organization

C. Review of the Website
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Part II: Principles of Research Design

Part III: Sources of Research Support

A. PHS/NIH
B. PHS Form 398
C. RO1, RFA, RFP, PA and other research jargon

D. Private Foundations
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Course Outline

Page 1 of 3

I. Introduction
Course Overview

I1. Principles of Research Design
II1. Sources of Research Support

IV. Parts of the NIH Grant Application
Form PHS 398
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A. The Abstract

B. The Research Plan

. Specific Aims

. Background and Significance

. Preliminary Studies/Progress Report

. Research Design and Methods

. Human Subjects

. Vertebrate Animals

. Literature Cited

. Consortium / Contractual Arrangements
. Resource Sharing

10. Consultants

[
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C. Administrative and Financial Information
1. Face Page
2. Description and Personnel
3. Table of Contents / Performance Sites
4. Budget and Budget Justification

a. Detailed Budget for Initial Budget
Period

b. Detailed Budget for Entire Budget
Period
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¢. Budgets Pertaining to Consortium/
Contractual Arrangements

5. Biographical Sketches

6. Resources

D. Appendix

V. Grantsmanship and Introduction to
Peer
Review Process
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VI. Developing the Grant Application

A. Planning the Research Protocol
B. Writing the Research Protocol

C. Completing the Research Protocol
D. Reviews and Re-submission

VII. Peer Review of Proposals
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A

Btudynflict of Interest
Sedifimary Statements

D. Advisory Committee and Funding
Decisions

VIII.Course Review

IX. Course Evaluation
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Glossary

This glossary defines terms and phrases most commonly
used in the award and administration of NIH grants.

Application A formal request for financial assistance
for a project/activity submitted to NIH on the appropriate
application form:

Form PHS 398, except as shown in the table below, is
used for all new competing applications (Type 1) or
competing continuation applications (Type 2). This same
form is used for a competing supplemental application
(Type 3) when requesting additional funds for a change of
scope or expansion to meet the needs of a project.
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Most of the competing application forms have
corresponding forms to be used when applying for non-
competing continuation support during an approved
competitive segment. The form corresponding to PHS 398
is Form PHS 2590. Some of these forms may be accessed
from one of the following web sites:

(http://www.nih.gov/grants/forms.htm) and
(http://www.nih.gov/grants/oer.htm).

APPLICATION FORMS USE FORM NUMBER

Small Business Innovation Research ProgramPhase |I............. PHS 6246-1
Small Business Innovation Research ProgramPhase Il ........... PHS 6246-2
Small Business Technology Transfer ProgramPhase I ............ PHS 6246-3
Small Business Technology Transfer ProgramPhase Il............ PHS 6246-4
Individual National Research Service Award

or Senior International Fellowship Award .............cccccovvienieeeeen. PHS 416-1
Health Services Project..........ccccooooiiiiiiiiieii e, PHS 5161-1
Construction Grant............cooioeiiiiiiiee e PHS 424
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Assistance The award of money, property, services, or
anything of value to a recipient to support or stimulate a
public purpose authorized by Federal statute. Assistance
relationships are expressed in less detail than are
acquisition relationships, and responsibilities for ensuring
performance rest largely with the recipient or are shared
with the NCI.

Award The provision of funds by NCI, based on an
approved application and budget, to an organization or an
individual to carry out an activity or project.

Budget A categorical or non-categorical request for
funds required to support the
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Brl%)goestelgear%g%e interval of time (usually 12 months)
into which the grant project period is divided for funding and
reporting purposes.

Catalog of Federal Domestic Assistance (CFDA)
(http://aspe.os.dhhs.gov/cfda/index.htm) or
(http://www.cfda.gov/default.htm) The CFDA is a
government-wide compendium of Federal programs and
activities that provides assistance or benefits to State and
local governments; public, quasi-public, profit, and nonprofit
institutions; and specialized groups and individuals. The
catalog is compiled and published annually by the General
Services Administration.
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Competitive Segment The initial project period
recommended for support (usually one to five years) or
each extension of the prior project resulting from the award
of a competing continuation grant.

Consortium Agreement A collaborative arrangement

in support of a research project in which some portion of the
programmatic activity is carried out through a formalized
agreement between the grantee and one or more other
organizations that are separate legal entities
administratively independent of the grantee.

Contract (R&D) An instrument used by NCI to procure
cancer research services and other resources needed by
the Federal Government. Contracts are legally binding
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documents and used when the principal
frarpesgiof ieto acquire a specific service or end product
for the direct benefit of, or use by, the NCI.

Contract (under a grant) A written agreement
between a grantee and a third party to acquire routine
goods or services.

Cooperative Agreement An award instrument

reflecting an assistance relationship between the NCl and a
recipient in which substantial NCI programmatic
involvement is anticipated during performance of the
activity.

Direct Costs Costs that can be specifically identified
with a particular activity or project.
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Expedited Board Concurrence and Early Award

Initiative This NCI initiative focuses on that part of the
grant review and award cycle in which NCI has the most
influence, the award negotiation and issuance, which
accounts for two months of the 10-12 month grant review
and award process.

Facilities and Administrative (F&A) Costs Costs

(previously known as indirect costs) that are incurred by a
grantee for common or joint objectives and which, therefore,
cannot be identified specifically with a particular
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progeinor

Federal Register
(http://www.access.gpo.gov/su_docs/aces/aces140.html)
An official daily publication that provides a uniform system
for communicating proposed and final regulations and legal
notices issued by Federal agencies, including
announcements of the availability of funds for financial
assistance programs. The Code of Federal Regulations is
an annually-revised codification of the general and
permanent rules published in the Federal Register.
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Financial Status Report (FSR) A financial report due

no later than 90 days after the end of each budget period
or, for grants in the SNAP population, excluding those
awards to Federal institutions or foreign organizations, no
later than 90 days after the end of each competitive
segment. The FSR shows the status of awarded funds for
the competitive segment as maintained in the official
accounting records of the grantee institution. Grantees are
required to submit FSRs for continued funding of their
grant(s).

Grant A financial assistance mechanism providing
money, property, or both to an eligible entity to carry out an
approved project or activity. Performance responsibility

rests primarily with the recipient and there is little or no
Fadaral inunlvemaent nr narticinatinn in the
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Grantee The organization or individual awarded a grant

or cooperative agreement by NCI that assumes legal,
financial, and scientific responsibility and accountability both
for the awarded funds and for the performance of the grant-
supported activity. A grantee organization can be public or
private, nonprofit or for-profit, educational institution,
hospital, corporation, domestic or foreign agency, or other
legally accountable entity.

Grants Management Officer (GMO) The individual
designated by an awarding component to be responsible for
ensuring that both the granting agency and grantees meet
all requirements of laws, regulations, and formally
established policies.
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Grants Management Specialist An individual selected
by the Grants Management Officer to serve as the focal
point of the awarding component for all
business/management activities associated with the
negotiation, award, and administration of a grant or
cooperative agreement. He/she also interprets grant
administration policy and provisions.

Indirect Costs See Facilities and Administrative (F&A)
Costs.

Institute/Center (IC) The NIH organizational
component responsible for a particular grant program(s) or
set of activities. NCl is an IC.
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Initial Review Group (IRG) A group of study sections

or peer review committees that are arrayed by scientific
discipline. Study sections or peer review committees of
scientists advise on the scientific and technical merit of
research applications submitted for support.

Institutional Animal Care and Use Committee (IACUC)

A committee set up by an institution to review at least
once every six months the institutions program for humane
care and use of animals. The IACUC reviews research
protocols involving the care and use of animals at the
institution and makes recommendations to the Institutional
Official regarding any aspect of the institution's animal
program, facilities, or personnel training.
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Institutional Review Board (IRB) A board or

committee set up by a research institution to ensure the
protection of rights and welfare of human research subjects
participating in research conducted under its auspices. The
IRB makes an independent determination to approve,
require modifications in, or disapprove research protocols
based on whether human subjects are adequately
protected, as required by federal regulations and local
institutional policy.

Modular Grants An initiative that expands the existing
reinvention initiatives that are designed to concentrate the
focus of investigators, their respective institutions, peer
reviewers, and NIH staff on the science NIH
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thmporighiattetails of budgets. Under modular budget
proposals, applicants are instructed to prepare the budget
request in direct cost modules of $25,000 up to a maximum
direct cost level of $250,000. (Budget requests beyond this
level follow traditional application instructions.) This process
eliminates the need for much of the budget detail, thereby
relieving administrative burdens on both NIH staff and
grantee organizations and simplifying cost management for
NIH program staff.

Monitoring A process whereby the programmatic and
business management performance aspects of a grant are
reviewed by assessing information gathered from various
required reports, audits, site visits, and other sources.
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Notice of Grant Award The legally binding document

that notifies the grantee and others that an award has been
made. This document contains or references all terms and
conditions or the award, and documents the obligation of
Federal funds. The award notice may be in letter format and
may be issued electronically.

Peer Review (42 CFR Part 52h) A system of review of
research applications that utilizes reviewers who are the
professional peers of the principal investigator responsible
for directing or conducting the proposed project.

Percentile Score A score that represents the relative
nn<itinn nr rank nf earh nrinritvy ccare amnnn
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thsisgmedy that particular study section at its last three
meetings. The lower the numerical value of the percentile
score, the better. The range is from .1 to 99.9.

Preapplication A statement in summary form of the

intent of the applicant to request funds. Preapplications are
requested for all construction projects for which the need for
Federal funding exists. It is used to determine the
applicants eligibility; determine how well the proposed
project can compete with other similar applications; and
eliminate any proposals for which there is little or no chance
for funding before applicants incur significant expenditures
for preparing an application.
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Principal Investigator (Pl) An individual designated by

the recipient organization to direct the project or activity
being supported by the grant. He or she is responsible and
accountable to recipient organization officials for the proper
conduct of the project or program. The organization is, in
turn, legally responsible and accountable to NCI for the
performance and financial aspects of the grant-supported
activity.

Prior Approval Written approval from NCls Grants
Management Officer required for specified postaward
changes in the approved project or budget. Such approval
must be obtained prior to undertaking the proposed activity
or spending NCI funds.
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Priority Score The score determined by averaging the
individual ratings given by each voting member of the IRG.
Each IRG member assigns to the application a numerical
rating that ranges from 1.0 (outstanding) to 5.0 (acceptable)
that reflects his/her opinion of the scientific merit of the
application. A composite score is then expressed on a scale
of 100 to 499.

Procurement The acquisition by purchase, lease, or

barter of property or service for the direct benefit or use of
the NCI or other Government agency. The procurement
instrument most often used is a contract. A contract details
the rights, duties, and obligations of each of the parties
involved.
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Program Announcement (PA) A formal statement that
describes and gives notice to the grantee community of the
existence of an NIH-wide or individual Institute/Center
extramural research activity/interest or announces the
initiation of a new or modified activity/interest or mechanism
of support and invites applications for grant or cooperative
agreement support. NCI uses RFAs to announce
cooperative agreements. PAs are published in the NIH
Guide for Grants and Contracts
(http://www.nih.gov/grants/guide/index.html). Funds may or
may not be set-aside for PAs.
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Program Official The NCI official

peopeasiblatfor $bentific and/or technical oversight and
monitoring of a grant. The program official works closely
with grants management staff.

Project Period The total time for which support of a
discretionary project has been programmatically approved.
A project period may consist of one or more budget periods.
The total project period is comprised of the initial
competitive segment and extensions.

Recipient The organizational entity or individual
receiving a grant or cooperative agreement. See Grantee.
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Recommended Levels of Future Support The

funding level recommended for each of the future years
approved by the IRG and the NCAB. These amounts are
subject to availability of funds each year and evaluation of
the scientific progress of the project. In addition, the
recommended funding level may be subject to correction of
arithmetic errors and to adjustments made in accordance
with applicable grant policies, as appropriate.

Request for Application (RFA) A formal

announcement that invites grant or cooperative agreement
applications in a well-defined scientific area to support
specific program initiatives, indicating the amount of funds
set aside for the competition and the estimated number of
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awards to be made. RFAs are published in the
i3t and Contracts
(http://www.nih.gov/grants/guide/index.html).

Research Project Grant (RPG ) Award for an
investigator-initiated research proposal.

Scientific Review Administrator (SRA) A Federal
scientist who presides over an Initial Review Group and is
responsible for coordinating and reporting the review of
each application assigned to his/her committee, thereby
serving as an intermediary between the applicant institution
and the reviewers of the application. The SRA prepares a
summary statement for each application reviewed by
his/her IRG.
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Small Business A business, including its affiliates, that

is independently owned and operated and not dominant in
its field of operation; has its principal place of business in
the United States and is organized for profit; is at least 51
percent owned, or in the case of a publicly owned business,
at least 51 percent of its voting stock is owned by U.S.
citizens or lawfully admitted permanent resident aliens; has
no more than 500 employees; and meets other regulatory
requirements established by the Small Business
Administration at 13 CFR Part 121.

Stipend A payment made to an individual under a
fellowship or training grant in accordance with pre-
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expeidsed sl living the period of training. A stipend is not
considered compensation for the services expected of an
employee.
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Streamlined Non-Competing Award Process (SNAP)

A streamlined process that eliminated two of the financial
documents that were part of the non-competing application: a
categorical budget for the next budget period and an estimated
report of expenditures for the current budget period. Under SNAP,
the GMO negotiates the direct costs for the entire competitive
segment at the time of the competing award or, in the case of
modular awards, determines the applicable number of modules for
each
budget period within the competitive segment. This eliminates the
need for annual budget submissions and negotiations, if applicable,
and reduces the information NIH requires to review and approve
noncompeting continuation applications and to monitor these
awards. As a result, for awards under SNAP, grantees are required
to submit only limited portions of the PHS-2590, including an
annual progress report. As part of the progress report, grantees
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must answer questions pertaining to other support,

batdligaiednd change in the level of effort of key personnel. If there
is a change in performance site and/or if there is anticipated
program income, grantees also must submit the PHS-2590
checklist and, if program income is anticipated, must include the
estimated amount and source of the income. Grantees (other than
foreign grantees and Federal institutions) also are required to
submit a quarterly Federal Cash Transactions Report (FCTR) (SF-
272) to the Payment Management System (PMS). For awards
under SNAP (other than awards to foreign organizations or Federal
institutions), a Financial Status Report (FSR) is required only at the
end of a competitive segment rather than annually. This FSR must
be submitted within 90 days after the end of the competitive
segment and must report on the cumulative support awarded for
the entire segment. An FSR must be submitted at this time whether
or not a competing continuation award is made. If no further award
is made, this report will serve as the final FSR
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Study SectionThe component part of an Initial Review
Group that advises on the scientific and technical merit of
research applications.

Substantial Foreign ComponentUnder a grant to a
domestic institution, the performance of any significant
element or segment of the project outside of the United
States, either by the grantee or by a researcher employed
by a foreign institution, with or without grant funds.

Success RateThe number of funded applications
divided by the number of applications reviewed by Initial
Review Groups.

Technical Assistance ReviewAn
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gratitaioana&ladnt staff to assess an institutions business
and financial management systems to ensure that
applicable regulations and policies are being followed.

Terms and Conditions of Award All legal

requirements imposed on a grant, whether based on
statute, regulation, policy, other referenced document, or
the grant award document itself. The Notice of Grant Award
may include both standard and special provisions that are
considered necessary to attain the grants objectives,
facilitate postaward administration of the grant, conserve
grant funds, or otherwise protect the interests of the Federal
Government.
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Total Project Costs The total allowable costs (both

direct costs and facilities and administrative costs) incurred
by the grantee to carry out a grant-supported project or
activity. Total project costs include costs charged to the NCI
grant and costs borne by the grantee to satisfy a matching
or cost-sharing requirement.
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http://www3.cancer.gov/admin/gab/02gpb/nci_grants_bk.pdf
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Research Design
and Methods

Page 1 of 3

» Some generic sections
overview
population selection
data collection
data management
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quality
asawr@nce/quality

project administration
data analysis
limitations

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturel/... 10/11/2011



pg 0022 Page 3 of 3

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturel/... 10/11/2011



pg 0023

home.cd3wd.ar.cn.de.en.es.fr.id.it.ph.po.ru.sw

» Overview section
what design and why
what population and why
what will be done
how will it be done
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what is

¢ K&?ﬁl&mnts
study design
location
schedule
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Case-Control Studies
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» Population selection

how is the population
defined

» Case selection
criteria
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ascertainment mechanism
recruitment mechanism

» Control selection
rationale
criteria
ascertainment mechanism
recruitment mechanism
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Cohort Studies

Page 1 of 3

» Subject Selection
criteria
exposure classification

» Exposure Assessment
fixed
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fitdefehdent exposures

» Subject Follow-Up
follow-up strategy
tracking losses to follow-up
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Limitations

Page 1 of 3

» Bias
selection bias

potential sources and
consequences

information bias
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how
PRIAMFSh studies
adjustment methods

confounding
potential confounders

strategies for addressing
(restriction, matching,
stratification and
modeling)
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» Power
assumptions
adequacy of power
consequences of error

» External validity
barriers to generalizability
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» Feasibility
population identification
data collection
costs
alternative approaches
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QA/QC

» Data collection procedures
standardized protocols
standardized training
standardized review

supervisor edit
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Pl

review
» Laboratory protocols

GLP
QA/QC

» Data management
entry and edit procedures
audit trails
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» Project management

» Analyses
analytic plan
review of analytic code
documentation
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of results
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Data Analysis

Page 1 of 3

» Data description

participants vs non-
participants

» Analytic strategy

» Simble
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aseasiution
of
» Modeling approaches

» Controlling for
confounding

» Statistical software
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Data Management

» Hard copy
handling paper
tracking

» Data
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adagenandl software
» Documentation
» Security

» Archiving
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Project Management

Page 1 of 3

» Management structure
organizational structure
roles

» Project tracking

reportina
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» Project communications
staff meetings

» Advisory committees
internal
external
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Gender and Minority
Inclusion

Page 1 of 3

» Composition of proposed
study group

» Rationale for selection

» Why exceptions
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» How recruit

cost cannot be deterrent but
promises must be met

» Consider hypotheses to be
tested
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Human Subjects

Page 1 of 3

» Involvement of human
subjects
rationale for selection
Inclusion/exclusion
characteristics
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» Sources of material

» Recruitment/consent plans
» Potential risks

» Protecting against risks

» Risks vs benefits
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The Rest of the Stuff

» Consortium/Contractual
arrangements

» Consultants

» Appendix
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» Literature cited
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Sources of Research Support

Most common mechanism is the grant, which is a form of assistance

RO1 Investigator initiated research grant
RO03 Small investigator initiated research grant
R21 Exploratory investigator initiated grant

P01 Program Project grant supports a set of research projects
conducted by several collaborating investigators

P50 Center grant an institutional grant used to fund
multidisciplinary programs of medical research

K series individual career awards

T series institutional trainina
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rants . .
ontract - mechanism of procurement of site

UO1 Cooperative Agreement a form of research assistance
where government is a partner in the research

Grant Application: Form is called PHS 398 and is available online:
http://grants.nih.gov/grants/funding/phs398/phs398.html

Mechanism whereby NIH solicits applications include:
Program Announcements (PAs)

Request for Applications (RFAs)

Request for Proposals (RFPs)
list of NIH Guide to Grants and Contacts list PA, RFAs & RFP
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The NCI Grants Process
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General Information

Abbreviations and Acronyms

CFR = Code of Federal Regulations

CSR = Center for Scientific Review (formerly DRG)
DCB = Division of Cancer Biology

DCCPS = Division of Cancer Control and Population Science
DCP = Division of Cancer Prevention

DCTD = Division of Cancer Treatment and Diagnosis
DEA = Division of Extramural Activities

DHHS = Department of Health and Human Services
DRG = Division of Research Grants (renamed CSR)
EAB = Extramural Advisory Board

FSR = Financial Status Report

FY = Fiscal Year

GAB = Grants Administration Branch

GMO = Grants Management Officer

GMS = Grants Management Specialist

[Vad o -—
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vw =

IRG inktitleReview Group

MIS SeMiedrity Investigator Supplement

NCAB DiNisieRal Cancer Advisory Board

NCI = National Cancer Institute

NIH = National Institutes of Health

ODDES = Office of the Deputy Director for Extramural Science
OFM = Office of Financial Management

oMB = Office of Management and Budget

PA = Program Announcement

PHS = Public Health Service

R&D = Research and Development

RFA = Request for Applications

RPG = Research Project Grant

SBIR = Small Business Innovative Research

SNAP = Streamlined Noncompeting Award Process
SRA = Scientific Review Administrator

STTR = Small Business Technology Transfer

usc = United States Code
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NIH Organization

NIH: National Institutes of Health
supports 1/3 of biomedical research in the US

NCI: National Cancer Institute (CA)

NEI: National Eye Institute (EY)

NHLBI: National Heart, Lung and Blood Institute (HL)
NIA: National Institute on Aging (AG)

NIAAA: National Institute for Alcohol Abuse and Alcoholism (AA)
NIAID: National Institute of Allergy and Infectious Diseases (AL)
NIAMS: National Institute of Arthritis and Musculoskeletal and Skin
Diseases (AR)
NICHD: National Institute of Child Health and Human
Development (HD)
NIDA: National Institute on Drug Abuse (DA)
NIDDK: National Institute of Diabetes and Diaestive
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and Kidney Diseases (DK)

NIDR: National Institute of Dental Research (DE)

NIERS: National Institute of Environmental Health Sciences (EH)
NIGMS: National Institute of General Medical Sciences (GM)

NIMH: National Institute of Mental Health (MH)

NINDS: National Institute of Neurological Disorders and Stroke (NS)
NCHGR: National Center for Human Genome Research (HG)

NINR: National Institute for Nursing Research (NR)

NCRR: National Center for Research Resources (RR)

Fogarty International Center (TW)
National Library of Medicine (NLM)

National Centers for Disease Contro and Prevenitonl (CDC)
Occupational Health and Safety Administration (OSHA)
Agency for Health Care Policy and Research (AHCPR)

Copyright 2005, The Johns Hopkins University and Lisa Jacobson. All rights reserved. Use of these materials permitted only in
accordance with license rights granted. Materials provided AS IS; no representations or warranties provided. User assumes all
responsibility for use, and all liability related thereto, and must independently review all materials for accuracy and efficacy. May
contain materials owned by others. User is responsible for obtaining permissions for use from third parties as needed.
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Session 3

Page 1 of 2

Part I: Abstract

Partll: The Research Plan

Copyright 2005, The Johns Hopkins University and Lisa Jacobson. All rights reserved. Use of these materials permitted only in
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Grantmanship: Abstract

» Outside of this class, the abstract is best written last (but
make sure you have reserved plenty of time to do this

properly!)

» Why.

Helps the center for scientific review (CSR) officials decide
which study section should receive your grant for review

Often the first thing (and perhaps the only thing!) the Scientific
Review Administrator reads when deciding which reviewers
have the expertise (or not) to review your grant. (If no study
section members are deemed to have the expertise required,
outside reviewers may be sought).

Often the first thing the reviewer reads, so make the first
impression your best one.

The rest of the study section who votes on your grant may
only read the abstract as your grant is being discussed.

Abstracts for grants that have been awarded are in the public

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture3/... 10/11/2011



pg 0003 Page 2 of 2
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ANYONE on the Internet.
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Tips for Writing a Successful Abstract

» Read the instructions on the PHS 398 abstract form and follow
them exactly!! (i.e., Use the correct font size, do not go outside
the box!)

» Avoid first person (ok to use first person elsewhere in the body
of the grant)

» Include statement of problem/public health significance.

» Include specific aims (may want to bold or underline these or
indent if you have spacedo not shade!!)

» Include brief description of the methods you will use to address
your aims, including a brief description of the analysis.

» Use simple language. Avoid jargon and acronyms.

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture3/... 10/11/2011



pg 0004 Page 2 of 2

» End with a statement of how your project is anticipated to impact
the field or prevent disease.
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DESCRIFT OM. Sale the gpp icalion's bruad vog-lenmch e dives andsoechicaimg, makng el2enoe o the hea b oelsledrese Mhep fecl Jescibeconcsely e sz desynand mel ods
for ach exing thesz Joals  &roid surrmacies ¥ past acearrplistmets and 12 se of the s perscn Thsdescripfon IS mz2antte =er 2 25 £ Sutiact and accuret cescriot o IF the prapozed e
vl s led o 2 applicaion 1 e apalcation s fonded, his desciotion , =% s, will secorr e pbliz nuansGor. The 2D, conol neude pooprielator Tdendzl nloingl v DO NQT
EXCEELD THE SP&CE PROVIDED.

The goul ol (his shudy is Lo elweidale the epidemmology ol Turmenn imnunodeliciency vivas Lype 1 (HTV-1)
related Kaposi's sarcoma (KS) as it relates to the involvement of the putative KS Herpes Virus (KSHV). A historical
cohart study nested within the Multicenter AIDS Cohort Study (MACS), a longitudinal prospective study of the
natural history of IITV-1 infection in homoscxual/biscxual men, will address these specific aims: 1) determine the
prevalence and ineidence of IKCSITV infection in this population; 2) determine the KSITV route of transmission and the
concordance of characteristies found ta be associatcd with the virus to risk factors for K&, 3) determinc rates and
biclogical markers of progression to K5 among KSHYV seropositive, HIV-1 infected homosexual men and factors
which may modify disease progression. 4) examine the effect of anti-retroviral and anti-herpetic treatments on K5
discase progression; and 2) examine the health effects of KSHV in the absence of HIV-1 and the effect of KSHY on
HIY-1 progression independent of its role in KS discasze. Behaviors to be examined as risk factors include numbers of
il sexunl pariners atd lypes ol sexial acbivibies (e.g., anml/genilal nlercourse, anal/oral mlerconrse, anal/orl
inlercourse) and recrextionl drug wse (eg., mble mbakals), Hosl characlenistics ncludmg wge, race snd inmnmmnig
sialus will be exannined ax ellect modiliers Tor virul acquisiion qnd disease progression. The ellecls ol olhes
environmental factors such a3 geographic location and co-infections also will be studied. KSHV serological testing
will be performed on selected visits for 414 HIV-1 seroconverters with known dates of seroconversion within 1 year
and a stratified random sample of 400 HIV-1 seroprevalent and 100 seronegative men. KSHY seroprevalence also will
be determined in a sample of injecting drug users from a cohort study with protocols similar a3 the MACS.

Lstablishing the epidemiology of the KS Ilcrpes virus, consistent with principles of causality, will provide
direetion for developing behavioral and therapeutic intorventions againat the development of Kaposi's sarcoma and
will guide virological and biological investigations determining the pathogenesis of this discase.
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An intervention that delayed onset of Alzheimer's disease (AD) by several years would yield huge public
health benefits. Several studies suggest that non-steroidal anti-inflammatory drugs (NSAIDs) may produce
such a delay. NSAIDs may also attenuate progressive age-related cognitive decline (ARCD) when this
condltion represents a prodrome of AD. Both prevention strategies ¢an be evaluated definitively only in
randomized trials. Such trials can also examine attendant risks of long-term NSAID use in the moderate doses
that appear to afford protection against AD and ARCD. Improved safety may be available with selective
cyclooxygenase-2 (COX-2) inhibitors, but it is not clear that COX-2 inhibiticn offers the protective effect
apparent with canventional NSAIDs. We therefore prapose a paralle! trial of the common NSAID ibuprofen and
the selective COX-2 inhibitor celecoxib vs. placebo for prevention of AD and for attenuation of ARCD. The trial
will involve four sites and enroll 2625 dementia-free subjects aged 72 - 86 with a history of Alzheimer-like
dementia in a first degree relative. Thereafter, a conspicuous decline in periodic cognitive screening test
results will identify subjects with suspected incident dementia, We will evaluate these subjects clinically using
structured, standardized methods of assessment and diagnosis. The proposed sample presumes 7 years of
observation, with realistic estimates of attrition through mortality and other causes, and of freatment "drop-outs”
and "drop-ins.” It should pravide 80% power (2-tailed a =0.05) to detect a 30% reduction in incidence among
the treated groups. In this application we propose the first 42 - 54 months of treatment, with an interim analysis
of efficacy after the last-enrolled subject has completed 30 months. At that point, the study will have 80%
power to detect a 50% reduction in AD incidence with either agent, in which case tha trial can be stopped. The
trial should also be stopped if there is no apparent benefit of treatment, or if safety issues mandate. Otherwise,
the interim estimate of treatment effects will dictate the shape of a competing renewal application an additional
0.25 to 4 years of observation and a final analysis. As a secondary ouicome, we will examine the trajectory
of cognitive scares to assess ARCD.
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Research Plan

Page 1 of 2

Answer these questions:
» What do you intend to do.
» Why is the work important.
» What has already been done.

» How are you going to do the work.
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Write for the reviewers:

» Significance (important, advances
science, effect on field )

» Approach (organized, well-developed
conceptual framework, appropriate

methods)

» Innovation (new, novel approaches,
original aims, pushes science )

» Investigator (well-trained and
experienced research team )

» Environment contributes
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The Research Plan

Specific Aims

Background and Significance
Preliminary Studies / Progress Report
Research Design and Methods

Human Subjects

Vertebrate Animals

Literature Cited
Consortium/Contractual Arrangements

TG mMmoDowp

Resource Sharing

_C_._

Consultants/Collaborators
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Research Grant Application

Title - Use 81 characters maximum

Specific Aims 1 page
Background and Significance 3 pages
Preliminary Studies
Methods

Total 25 pages
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A. Specific Aims purpose of study.
The purpose of the study is to:
1.
2.

3.

B. Background and Significance
Overview

Literature review in same sequence as the specific
aims
Impact of the study

C. Preliminary Studies (pilots)
Feasiblity
Estimates
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D. METHODS

Overview (Timetable and project administration)
Population selection
Data collection
Data management
Quality assurance/quality control
assurance how good is the data
control checks and edits

Project administration
Data analysis
Limitations (bias, confounding, power)

D.1 OVERVIEW
Design and why
Population and why
What will be done
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How will it be done
Schedule
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D.2 STUDY DESIGN

Location
Schedule

D.3 POPULATION SELECTION

Definition of population

Case selection
criteria
ascertainment
recruitment

Control selection
rationale
criteria
ascertainment

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture3/...

Page 1 of 2

10/11/2011



pg 0013 Page 2 of 2

recruitment

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture3/... 10/11/2011



pg 0014

D.4 PROJECT MANAGEMENT

Organizational structure
Roles

D.5 PROJECT TRACKING
Reporting

D.6 PROJECT COMMUNICATIONS

Staff management

D.7 ADVISORY COMMITTEES

Internal
External

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture3/...

Page 1 of 2

10/11/2011



pg 0014 Page 2 of 2

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture3/... 10/11/2011



pg 0015

home.cd3wd.ar.cn.de.en.es.fr.id.it.ph.po.ru.sw

D.8 QUALITY ASSURANCE/QUALITY CONTROL

Data collection
standardized protocols
standardized training
standardized review
standardized supervisor edit
standardized Pl review

D.9 LAB PROTOCOLS
QLP
QA/QC
NB: Put lengthy protocols in Appendix
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D.10 DATA MANAGEMENT
Entry and edit
Audits
Hard copy
Data mgt hardware and software
Documentation
Security
Archiving

D11 SAMPLE SIZE/POWER

Link back to specific aims
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D.12 DATA ANALYSIS

Data description

Analytic strateqgy

simple measures of association
Modeling approaches

Control for confounding
Statistical software

D.13 TIME LINE

D.14 GENDER AND MINORITY INCLUSION AND
PARTICIPATION OF CHILDREN

Report expected numbers/proportions of males,
females, minorities etc.

If one group is not included must provide a justification
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E. Human Subjects

F. Vertebrate Animals

G. Literature Cited Appendix

H. Consortium/Contractual Arrangements

|l. Consultants/Collaborators

Appendix
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Grantmanship: The Research Plan

A. Specific Aims

» This is the MOST important page of the entire
research plan.

» This section should not exceed one page as a rule.

» Keep in mind that many reviewers base their first
impression on the Specific Aims page.

» Begin with a preamble paragraph that states the
broad long term objective of the proposed research,
and the research gap(s) that your project will hope to
fill.
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Give the reviewer the impression that you and your
research team are well positioned to address your
specific aims (e.g Our research team has been
investigating the relationship between X and Y for
several years, having published XXX peer-reviewed
manuscripts on this topic or preliminary studies by
our group and others support the hypothesis that X is
an important factor associated with disease Y).

Write out your specific aims (usually a minimum of
two and a maximum of 5 specific aims).
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» Leave a space between each aim to draw attention to
their importance.

» List any hypotheses that you will test, in relation to
these aims.

» Avoid describing methods in detail at this stage,
unless they are inherently related to the aim (e.g.
evaluating a new research method).

» End with a statement emphasizing the public health
significance of your study.
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A. Specific Aims ( EXAMPLE)

The goal of this research project is to elucidate the
epidemiology of human immunodeficiency virus type 1
(HIV-1) related Kaposis sarcoma (KS) as it relates to the
involvement of the putative KS herpes virus (KSHV).
This information, will provide valuable insight into the
natural history of KS. Such knowledge is essential for
designing and implementing effective measures to
prevent KSHV transmission and disease manifestation.
Longitudinal data and specimens collected by the
Multicenter AIDS Cohort Study (MACS), a well
characterized cohort of homosexual men established for
the study of the natural history of HIV-1 infection and
AIDS, will be used to address the following specific
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(1) Prevalence and incidence of KSHV

Determine the prevalence of infection by KSHV in a large
cohort of homosexual men with a high incidence of HIV
infection and Kaposis sarcoma. Compare to the
prevalence of KSHV infection in a cohort of injecting drug
users with high incidence of HIV and very low occurrence
of KS. Specimens collected longitudinally over a 10 year
span in the MACS will be the basis for determining the
incidence of KSHV among those testing negative at study
entry.
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(2) Risk factors for KSHV infection

Determine the factors associated with KSHV infection in
order to elucidate the most likely route of transmission and
examine the consistency of risk factors for KSHV infection
with the known epidemiologic patterns of KS. Behaviors
(e.g., nitrite use and other drugs) which may modify risk of
viral infection will be studied, as will host characteristics
such as level of immunosuppression.
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To address these aims in an economical and timely
manner, a historical cohort study nested within the MACS
is proposed. Unbiased estimates of incidence rates of
KSHV among homosexual/bisexual men will be obtained
by examining a stratified random sample of the cohort.
Longitudinal data and testing of specimens that have
already been collected from HIV-1 seroconverters before
and after seroconversion in the MACS provide a basis for
determining health effects of KSHV and biological markers
of disease progression, independently of HIV-1 and of the
interaction of the two viruses.
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B. Background and Significance (2 - 3 pages)

Purpose of this section:

» To demonstrate your mastery of the subject area as
the PI.

» To provide a critical review of the literature (do not
just regurgitate what others have shown, provide
insight into what has been done and what has YET to
be done).

» To identify gaps in the literature that your study will
attempt to fill.
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How to write the Background and Significance section:

»

Make an outline of topic areas that link back to your
specific aims

Use subheadings to identify topic areas (e.g. risk factors
you propose to study, descriptive epidemiology of the
disease)

Differentiate between research you have conducted vs.
others (and refer to details in Section C, Preliminary
Results)

Where appropriate, introduce new methods with a section
describing their relevance and utility to meet the specific
aims of your project (e.g., ACASI, genotypic assays, etc)

Dont use unnecessary jargon

Handle controversies with care (be
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C. Preliminary Results/Progress Report (6-8 pages)

The preliminary results section is used to:

»  Describe pilot data (e.g lab data, ethnographic
research, needs assessments, preliminary analyses)

» Describe an overview of the research team (assign
roles to specific investigators who will provide
oversight in key areas)

»  Describe research infrastructure for completing the
proposed work (e.g., background data from an
established cohort study)

»  Describe development of a new method (e.g.
questionnaire item validity and reliability, lab test

ceancitivitv
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For competitive renewal and supplemental
applications, this section is also used to:

» Report progress of research during funding period to
date;

» Review original specific aims and the extent to which
they have been met or opened new areas for
research;

» Introduce new members of the research team;

» Report list of published, submitted manuscripts and
presentations at scholarly meetings, as well as
mentoring of students and collaborations.
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How to write the Preliminary Results section:

»

Use an outline to order your preliminary results
according to subheadings, in sequence according to
the order of your specific aims and the importance of
your data

Link data presented back to the specific aims; do not
present irrelevant data

Stress public health significance of current research,
and extent to which data have generated new
hypotheses

If an original aim could not be fulfilled, be honest and
defend your stance accordingly.

Annend renrinte ar cithmitted nanare in
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Epidemiology 340.715 Problems in the Design of Epidemiologic Studies

Session 4 and 5

Partll: The Research Plan - cont.

Part lll: Review of Submitted Abstracts
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D. Research Design and Methods

(remainder of the 25 pages - usually 13-16,
including tables and figures)

» The WHAT and HOW Section

» This section is used to tell the reviewers how you
will do each specific aim

» It is important to distinguish the overall research
design and the specific methods

» Need to state why your approach was chosen to
address the problem

» Be focused and very clear - lead the reviewer
» Show that you really understand the methods you
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How to Write the Research
Design and Methods Section

» Summarize specific aims

» Provide research design for each aim -
dont repeat. Use general research design
if it umbrellas all aims

What will be done to accomplish the specific
alims

In what population

How many participants

» Indicate why study design was chosen -

— o . Lo
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» Describe and/or reference methods

» How the participants will be ascertained
and recruited

» How the data will be collected (reference
known protocols):
Exposures and outcomes

Tools - questionnaires, examinations, use of
registries

How often

By whom
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» How the data will be analyzed and
interpreted
Match to specific aims
Dont leap to most sophisticated statistics
Show understanding of process

Indicate how you will assess for and address
confounding

Provide what findings would show the
association being studied

» Include quality assurance methods

Data collection - training, validation studies,
laboratory
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» Include a power/sample size section

For each aim - show that your proposed study will
have the power to address each aim (see
association if one exists)
» If proposing new methods - explain why they
are better than existing methods

» Discuss potential problems and limitations of
the proposed procedures and alternative
approaches to achieve the aims -

State possible problems and how you will deal with
them
What are limitations of your design and/or methods

-nat a
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» Provide a summarized timetable of project
(timeline or table with a paragraph is
sufficient)
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E. Human Subjects See new rules

» No page limit but be brief

4 Needdapproval from IRB (Institutional Review Board) before receiving
awar

» Shows the risks and benefits to participants

» Reiterate the number of participants to be studied and the power this
yields to address your aims

» Use decision table to determine Human Subjects category and what
needs to be addressed

» Most epidemiologic studies will use Scenario D: Clinical Research

» Use subheadings:
Protection of Human Subjects: Address all 4 points on NIH application form

Inclusion of
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Women and
Miciosiidesof Children
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Link to Decision Table for Human Subject
Research, Protection and the Inclusion of
Women, Minorities, and Children
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1. Risks to the subjects

Characteristics of subject population
How the human subjects will be involved
Number, ages, health status, gender, race

Rationale for including any specific vulnerable
group - fetuses, pregnant women, children,
prisoners, other institutionalized individuals

List collaborating sites where human subjects
research will be performed, and describe the
role of those sites
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Sources of materials

Identify sources of material obtained from
individually identifiable living human subjects
specimens, records, or data

Specify whether existing material or will gather
new material for this research

Describe the data that will be recorded on
human subjects

Describe linkages to subjects, and who will
have access to identities

State how the specimens, records or data are
collected and whether they will be collected
specifically
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for your
project
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Potential Risks
Physical, psychological, social, legal, other
Assess likelihood and seriousness

Dont give impression that risks exist if not
serious

Dont repeat the statements from informed
consent

this study does not involve unusual physical
or mental risks to subjects

If appropriate, describe alternative treatments
and procedures, including their risks and
benefits
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2. Adequacy of protection against risks

Recruitment and consent procedures

Briefly describe how subjects will be recruited and
consented (parental permission and child assent)

Circumstances under which consent will be
sought and obtained

Who will seek consent

Nature of information provided to prospective
subjects

Method of documenting consent

State whether IRB has authorized a modification or
waiver of the consent elements or the
requirements for documentation of consent

NaAamaand ¢~
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Protection against risks

Procedures to protect against or minimize
potential risks, including risks to confidentiality,
and assess their likely effectiveness

Procedures for monitoring data collected to ensure
subject safety

All data and patient records will be confidential

If no serious risks are involved every effort will be
made to minimize risks due to according to
established medical practices (see Methods
section) and procedures developed by our
Institutional Review Board

If great risk is involved, provide details for
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prevention ana treatment
in Methods section
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3. Potential benefits of proposed research to
the subjects

What are the potential benefits to subjects and
others

Why risks are reasonable in relation to benefits

4. Importance of knowledge to be gained
(benefit to society)

Discuss importance of the knowledge to be
gained

Be concise in stating that the risk/benefit ratio

L blaia Al
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Inclusion of Women and Minorities

» NIH policy is that women and members of
minority groups must be included in all of their
sponsored research which involves humans

» State whether women and minorities will be
included and to what extent
How many or what proportion
Use NIH Targeted/Planned Enroliment table

Recruitment process and rationale in terms of the
scientific objectives and proposed study design

If excluded - provide convincing rationale

See examples on pages 15 and 16 of Supplemental
Instructions for Preparing Human Subjects Section of
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Research
(http:ﬁ’é?{a'nts.nih.gov/grants/fundinglphs398/HumanSubjects.pdf )
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Inclusion of Children

» NIH policy is that children (defined as people
under 21) must be included in all of their
sponsored research which involves humans.

» Create section called Inclusion of Children

State whether children will be included or if
not, why not (see examples)

Why certain age ranges are included or
excluded

If included -

Expertise of personnel to work with children
Methods appropriate to children (forms, etc.)

Al_____ I ___ ___f€"_*"_ __4 4 _
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Principal Investigator/Program Director (Last, First. Middle):

Targeted/Planned Enrollment Table

This report format should NOT be used for data collection from study participants.

Study Title:

Total Planned Enrollment:

TARGETED/PLANNED ENROLLMENT: Number of Subjects

Sex/Gender

Ethnic Category Females Males Total

Hispanic or Latino

Not lliapcinic or Latino

Ethnic Category: Total of All Subjects*

Racial Categories
American- Indian/Alaska Native
Asian
Native Hawaiian or Other Pacific Islandef

Black or African American
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vvnite
Racial Categories: Total of All Subjects *

* The ‘Ethnic Category: Total of All 'Subjects’ must be equal to tie ‘Racial Categories: Tctal of All Subjects/
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F. Vertebrate Animals

Page 1 of 2

» No page limit but be brief

» State whether any of the research involves
vertebrate animals - not usually in most
epidemiologic studies

» If it does, needs approval from Institutional
Animal Care and Use Committee (IACUC)
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Address the 5 points:

1. Detailed description of the proposed use of
animals species, strains, ages, gender,
number (use general terms)

2. Justify

Use of animals, choice of species, number to be
used

Best justification is that particular study cannot be
done in vitro or simulated by computer model

Use scientific, not economic reasons for choice of
animal
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3. Describe veterinary care of animals
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4. Describe procedures to minimize animals
discomfort, distress, pain and injury (Discuss
use of analgesics, anesthetics, tranquilizers,
comfortable restraining devices)

5. Describe euthanasia methods
Give reasons for selection

State whether methods are consistent with
recommendations of the Panel on Euthanasia of the
American Veterinary Medical Association. If not,
justify.
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G. Literature Cited
(6 pages although no page limit)

» Contains all cited references

» No more than about 75

» Minimize references used to support statement
but without critical comment

» Cite current literature - shows that you are
familiar with current work in field

» Dont just read abstracts - read entire
manuscript (abstracts may be
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» Need to include:
Full title of paper
Names of all authors

Book or journal, volume number, page
numbers and year of publication

» Check to make sure complete
correspondence

Every citation in text is in list

Every citation in list mentioned in text
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H. Consortium/Contractual Arrangements

» Involves two or more institutions and investigations

» Detail the arrangement between you and
collaborating organization - - programmatic, fiscal
and administrative

» Be clear that the consortium arrangement satisfies a
specific need and supports research otherwise
impossible to complete

» If the contracted work is a significant portion (i.e.,
majority) of the overall project, you will need to
explain why the monies should be granted to you
and not the other investigator. If not obvious,

P R - [} PO I e | I PRS- s
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» State that the administrative personnel of
each organization are aware of the Public
Health Service (PHS) consortium grant policy
and are prepared to establish the necessary
interinstitutional agreements consistent with
that policy.

» Provide copies of written agreements or
letters (signed by Pl and authorized official of
collaborating organization)
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. Consultants

Page 1 of 2

» List all consultants and collaborators,
whether or not you are paying them

» Here is where you put letter from each
person, confirming his/her role in project

» Dont forget to put biographical sketches
with the others
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Appendices

» Samples:
Questionnaires

Relevant manuscripts (<10 reprints, accepted
papers, abstracts)

Established experimental protocol

» Make sure that:

Publication is of good quality (dont hand
draw figure)

Mentioned in text
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Important
contribution
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» Dont use it as an extension of the 25 page
limit

» Keep in mind that only assigned readers
will get the appendices - need to submit 5
copies

» Nice to add cover sheet to each appendix

summarizing content and reason for its
inclusion
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Common Mistakes and More
Tips on Abstract

» Too much background
» Add a statistic re: significance of problem

» Lack of specificity in methods
Study design

Numbers of participants

No statement of how exposures or outcomes
will be ascertained

Analysis not driven by aims
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Copyright 2005, The Johns Hopkins University and Lisa Jacobson. All rights reserved. Use of these materials permitted only in accordance with license rights
granted. Materials provided AS IS; no representations or warranties provided. User assumes all responsibility for use, and all liability related thereto, and must
independently review all materials for accuracy and efficacy. May contain materials owned by others. User is responsible for obtaining permissions for use from
third parties as needed.
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Epidemiology 340.715 Problems in the Design of Epidemiologic Studies

Session 6

Proposal Organization
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Copyright 2005, The Johns Hopkins University and Lisa Jacobson. All rights reserved. Use of these materials permitted only in
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responsibility for use, and all liability related thereto, and must independently review all materials for accuracy and efficacy. May
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Organizing Your Proposal

Other than the proposal itself, the
following are forms/components that
you need to get DONE EARLY

1.
2.
3.

a4

JHU Information Sheet (not for course)
Sub-contract applications

Face page of the PHS 398 form (need
to get appropriate signatures)
Rinckaterh (far all
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T IV INWwLWII \I\Il “All

mvestiypaisrs, make dummy ones for
other key personnel)

5. Resources Page

6. Appendices

7. Budget

8. Budget Justification
9. CHRI/IRB Application

10. Personal Data on PI
11. Table of Contents
12. Checklist
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Miog s ul

els D JHESPH BLANHK Informatian Sheet - FOR INTERNAL OEFARTMENTAL USE ONLY.

TOCETAIN COMPLIANCE INFO. FROM Pl OR INTERNAL DEPT. FROPO24L, ate.

Personiisl NOT ACCEPTABLE FOR SUBMISSION TOQ ORA. i Gieiians- ot srlice it ssstom.

Participant ‘ hame HS Training CUFs Phone Salaryl
Arza Effortie

Principal Investigator ‘ ‘ ‘ ‘

General Information

Application bo:

Prime Sponsor:

Sponzor Type: Sponzor Addreas:

Program Announcement No. Due Date at &ponsor's Offica:

CFDA Na: Project Departmant Cade:

Project Tithe:

Type of Proposal: Type af Project:

Project Pumpase: ______ Sponsor GranbiGontract No.

Mastar!Pravious RaSource#: Currant CUFS No.: [ELEE)) sy L]

Type of Activity: Population Served:

Praject Location(s)
Location Description GOLMy
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Budgst

Wil yvou need multlple accounts?

|3 there any cost sharing invelved?

Firstbudgetperled:from _ __ to__ direct costs 5. FRAosls . fdalocsts S
Tatal budget perlac: ram______ to__ direct cos1s §__ A costs 5 lotel costs $_ =
F&A Baaa: ‘F&A rata: Cn-campus % Oframpus T

Compliance

W the project Invelve or require any of lellewing 7

1.Te the best of your knowledge, do any participating perscnnel. or their spouse or dependents, have any finangial intereat in the
aponsar ar odhar entitiea having a financial intereat in any intallectual property, product or service which ia a aubjsct of the proposed
researci’?

2.Use of human subjecta via eontast andfor survey, use of human tasue, serum, or other Fluids?

Status IRB Protocal # Protocol Title Senior P Approval Date
[OrExamption #

3. Ores Hhle projaet Imviabee disclesure of pratected healt Infermaticn be spansar ar third partles?

4. Use af live, vertabrate animala?
Status Protocok¥ Seanicr PI Approval Date

5. Use of infectious agentz or bio-hazardaus materiala®
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Stams Approval# Approval Data

G. Uze of radioactive materials?
Status Approvalg Approval Date

7. Usa of hazardous and highly-toxie chemicals [e.g., carcincgans, mutagens, ehamizals NIOEH IDLH leval)?
Stabus Approval# Approval Data

8. Use of recormbinant DHA?
Stanis Approvalé Appraval Date

9. Heed for alterations, rencvaticona, additicnal electrical or steam service?

Lacation Facllity cost astimated Gast N budget? Explanation
acguirad?

A0.Equipmant cost avar 35.000 for the propnsad projact?

11, Are any adminlsrative costs Included In the budgst?

12. Do you anticipata that pregram incoma will ba genaratad under this project?

lclentify income:
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13, Subenards or subconracied eToiTs 10 ather arganization?

14, In this project, will you be utilizing information provided undar a Confidentiality Agrasmant?

Page 2 of 3

The name of compsame o insttulion: ___

15, In this preject, will you be utilizing materials providad under a Material Tranafer Agraement?

The name of compamy of institulion; __

16. Do yau antlcipate that thls project will Involve an exlsting JHU Inventlon Mours or another Investigatar's) or other Intellecmial

property ?
JHU Feterenese numier:

Cisdosed to the Diviston of Licensing and Technology Development ?

17. Additional apaca in any project ocaticn?

In=ztitutional approvalacquired? Deszcription

18 Will you require 3 federal licanse to export infarmation or tachnaology (either to a non-US location or to a non-US citizenragardless

of location]?

A9 Will you heed a license because you or a rmermber of your research team may hy traveling to or sponsaring an activity (s.0.a

confarence of mealting) in a country on the US Embargoed Natioha list?

Camments

Contact Information

Proposal guestlons, contact, Mame: hane: Emuil:
Approval notification, contact: Mane: Mhone: Frail
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Arial, Helvetica, Palatino, Linotype, or Georgia

typeface and a font size of 11 points or larger

Fuen Approved Thicogh J8/G202007 OME o, COZ5-CO01

Zaparttant of Hsalth ard HLmar Seecss LEAVE BLANK—FOR PHS USE OMLY.
Fublic Heallk Services 1yoe |;'-h<:1]‘.-'|t}.-' fumter
H H Rpviet Groun Fernerly
Grant Application RUEH AL ety
Do wot exzosd cnaceter isngln rastictions indicated. CouncikBoard (kanth ear Date Reveived

1. TITLE OF PROJECT (Do naf excead £9 oiaracke)s, fnckining spaces end gunctiation?
81 characters, (PI - title) - unique

2. RISPOMEE TO SPECIFIS REQUEST FOR APFLICATIONS OR PROGRAM AMNOUNZEMENT OR SOLICITaTION LI Mo LIvES
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Dont include unnumbered pages & dont

use suffixes (5a, Sb, etc)
Prinzipel [waatigater Program Director {_aal, Firat. K ddle):

The 1am& of tia principal Invasigatarnpeagram diractar il 2t ke provided St tha top of 3227 printad pagde and &ach continuallon page.

RESEARCH GRANT
TABLE OF CONTENTS

Mogs hurthsrz
Face Page. .o o i w3 1
Descrlptlon, Performance Sites, Ke'_-,r Personnel, Other Slgnlfcant Contnbutors, and Human
Embryonic Stem Cells .. 2o 2

Tabla of Contents ..
Detailed Budget for Inltlal Eiudget Period {or Modular Budgat)

Budgect for Entire Proposad Poriod of Support (not applicable with Modular Budgot)..
Budgets Pertaining to ConsortiunvGontractual Arrangements (not applicable with Modular Budget)
Bicgraphical Sketch — Zrincipal InvcstigatorPrearam Dircetar (Wof fo oxeosd four 9598 0nnn e,
Other Biographical Sketches (Mot io extesd ‘our peges for each — See nistrustionsy ..
P L T B vy e P o s e e e S T TR Bt e et e e

s Ll T A U

NIFCEUZEC 1 Haviged Lpplealon (NG fe axcead F pagas! ...
niredusticn b Supplamental Application jRar lo sxesen’ o pagsl.
BRI ATNE e e
L. Background ard ulgnrﬁcamé
Freliminary Smdi=s'Progresa [eroet
Phass | Progress Repart (SEIRSTTR Phases 1| QLY
C. Reseanch Demg'l and Methods........

{Hens &0 ned -n exceed 25 pAgee™
= ERIRSSTTR Phase © taits A-D iifad 2 12 pages.
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Budget Justification

Page 1 of 3

» Purpose: Helps answer the
question: Is the bang worth the
buck.

» What is it. This section provides
the rationale for all budget
requests in terms of on and off-

campus personnel, equipment,
ciinnliec travel
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vulvlvllvv, ‘l“'vl,

rent, etc.

NOTE: Most NIH budgets are
reduced by 10% regardless of the
reviewers recommendations.

No page limit, therefore justify
everything

Must be credible in the
experience of the reviewers
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Tips for Writing a
Strong Biosketch

» Use PHS 398 form

» Biosketches are 4 pages
maximum (per investigator)

» A biosketch must be included for
each investigator (on-campus
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MECl1oVIlITl), allu

oedsuiibkéy peesonnel

» Purpose: to establish the
credentials and capability of the
Pl and the research team

» Think of the biosketch as a brief
scientific resume
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» What reviewers are looking
for:

Appropriate training

Consistent and impressive

publication record in a relevant
field

Dalatad racaarn~alh
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NGIALCU 1 Goval uvlili

experience _
Track record for previous

grants held

Evidence of solid
collaborations (especially for
multi-center studies)
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Biosketch

Page 1 of 3

» Dos

Provide full background
List relevant publications
List review committees

List honors

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture6/...

10/11/2011



pg 0011 Page 2 of 3

» Donts

Dont turn abstract into
papers

Dont list in preparation

Dont make anything up
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Research Support Section

» Purpose:

To indicate the funding support that is
currently held by the Pl and other co-
investigators

To indicate indicate completed projects
(last 3 years)

To ensure that there is no overlap between
currently held awards and the proposed
submission (unless extremely well
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justitied)

To show that the investigative team has a
track record of previous awards (that have
led to publications listed in the Biosketch)

» Includes:

List of currently held grants (Pl name, title,
brief sentence describing study aims,
responsibilities of key person on
biosketch, funding period)

Same for completed projects (in last 3
years)
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Zrincipal InvestigatarProgram Dicecter (Last, Frat, fiddle): Pl Name

BIOGRAFPHICAL SKETCH

Prewicle tFe following nformation for the <ey personnel and ather s gnifizent contribatars in the onder listed on Fonn Page 2.
=cllow s fonmiat for @ack perzon, DO NOT EXCEED FOUR FAGES.

MAMS POSITION TITLE

Carlucci, Joseph Louis Professor of Microbiolegy

eRA TOMMONS USER MNAME

Carluceij

ECLCATIOMTRAIMING (Begr with baccalmieate or other infia! profassional sdvcafion, suck og Novsing, and jnclida postaoctonm)! aieing.)
INSTITUTION ARD LOCATION I'."f:;EJJG‘.'E:bE.'E} YEARI(=] FIELD OF ETUDY

Stanford University h.D. 1964 | Infectious Diseases

Harvard Madical School M.D. 1872 | Medicine/Parasitology

A. Positions and Honors.

Positions and Employment

1963-189/41 Medical Residency, Internal Meadicing, Harvard Madical Schoal

1971 1973 EIS Officer, Hospital Infoction Section, Bacterial Discases Branch, COC, Atlanta, GA
1973-1974 Instructor and Fellow in Madicine, Hematology, Massachusetts General Hospital, Boston, MA
19741975 Instrugtar in Infactious Dissases, Massachusetts Ganaral Hospital, Bosten, MA

1978H- Senior Associate in Infections Niszasas. Children's Hosnital. Roston. MA
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1978-1984
1985-1958
1993-
1998~

Page 2 of 3

e T T

Assistant Professcr of Pediatrics, Harvard Medical School

Chief, Heinostasis Laboratory, Children’s Hospital, Boston, MA
Profaszor of Padiatrics, Harvard Madical Schaol, Boston, MA

Professor, Dept. of Infectious Diseases, Harvard School of Public Health

Other Experience and Prefessienal Memberships

1972-1973
1975-2000
1975-present

1981-1982
1988
1983-present
1991-19%3
1991-1957
1993 -presant
1998-2001

Honars
1982
2001

Acting Chief, Naticnal Mucosal Infections Study

Director of Infectious Diseases Laboratory

Hospital Epidemiologist (Medical Director Infection Control 2000-present), Children's Hospital,
Eoston

Fresident, Society of Hospital Epidemiclogists of America

hember. Society for Pediatric Rasearch

Medical Cirector Quality Assurance, Children’s Hospital, Boston, MA

Director, American Scciety for Microbiclogy, Division F

Hospital Infaction Control Practices Advisory Committee, Centers for Disease Control
Wice-Chair for Health Outcomes, Dept. of Madicing, Children’s Hospital

Steering Committee, NACH IRIMCDC Pediatric Prevention Network

SERC Advanced Research Scholarship, Infectious Disease Society of America
Anthony Steinway Award for Excellenca in Teaching {Children’'s Haspital)

B. Selected peer-reviewad publications (in chronological order).

(Fublcations s2lected fram 133 paer-reviswed publications)

PHS 308,2500 {Fav. 09/04) Page B Biographical Skete:h Fonmal Paga
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Hincipal IrvsstigatorHragram Lirsctor (Last. kirst, widdia: P Name

Luciani JM, Casper ). Goodman BF. Shaw CM. Carlucci JL. Frevention of respiratory virus infecticns
through complianca with fraquant hand-washing reutines. N Engl J Med 1988 :312:380-394,

Gussmann J. Pratt R, Sideway DG. Sinclair JM, Emmerson MF, Carlucci JL. Coagulase-negative
staphylowocsal bactersania in tha changing neonatal intensive care unit population. 1s there an epidemic?
JAMA. 1588,158:1548-1552,

Gussmann J, Carlucei JL, McGovern JE, Jr., Methodelogic issues in nursing home epidemiclegy. Rev
Infect Dis 1988, 11:1113-1141.

Gussmann J, Emmersaen ME. Smyth NE. Platt BRI, Sidebettom DG, Caducci JL. Early hospital release and
antibiotic usage with nosocomial staphyloecoceal bactercmia in bye neonatal intensive care unit pepulations.
Amer J Dis Child 1991;149:325-339,

Murphy JA, Black RW, Schroader LT, Waissman ST, Gussman JW, Carlucci JL, Shart CJ. Quality of

care for children with asthma: the rale of sucial factors and practice sefting. Pediatics 1396,98:373-84.
Gussmann J, Carucc L. MaGavern JE, Jr. Incidznce of Staphylococous epidermidis catheter-related
ractoremia by infusions, J Infoct Dis 1906172320 4.

Carlucei JL, Husking WC. Control of nosocomial antimicrobial-resistant bactaria A strategic prierity for
hevspitals worldwide. Clin Infecl Dis 1997 5139-51445.

Corning WC, Savlor BM, O'Steen C, Gulapagos L, OReilly CJ, Carlucci JL. Hospital infection prevention
and centrcl: A modal for impreving the quality of hospital care in low incocme countries. Infect Control Hosp
Epi. 1999:13:123-35.

Handler C., Mariot B, Gleanvater PT. Carlucc . Quality of care at a children’s hospital: tha child's
perspective. Arch Pediatr Adolesc Med. 1999;143:1120-7.

McKinney D, Peoulet KL, YWong ¥, Murphy ¥V, Ulnght M, Dorling G, Leng M, Carlucei JL, Piper GH.
Protective vaccine for Staphylococcus aureus. Science 1999.214:1421-7.

Gulazziil | Kispert 7T, Caducei Jl | Corning W Risk-adjusted motality rates in singeny: a made| For
autcomes meaasurament in hospitals developing new gquality improvement programs. . Hosp Infact
200H)24:33 42,
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T2, Huebner B, QUrs, Krueger v, carlues JL, Per GE. Prophylactic and tharmpoutlc emeacy of anipodies
to a capsular polysaccharide shared among vancomycin-gensitive and resistant enterococci. Infect Inmmun
2000: 68:4631-6.

13, Lavitan O, Sissy RB, Kannay J, Buchwald E, Maccharons AB, Caducci L. Enhancament of neanatal
innale defense: Effecls of adding anecombinant agment of badericidal prolain on growlh and Lumer
necrosis factor-inducing activity of gram-positive bactena tested in vivo. Immun 2000;358:3120-25.

14, Garletti JS, Harrison MC, Collin PA, Miller CD, Otter D, Shaker C, Wren M, Carlucci JL, Makato D45 A
randomizad trial comparing icdine to a aloohol impregnatad dressing for prevention of catheter infections in
necnates. Pediatrics. 2001:127:1451-6.

15. Corning WG, Barilo K, Festival MR, Lingonberry S, Lumbar P, Peters A, Pursons M, Carlucci L. Tella JE.
A national survay of practice variation in the use of antibiotic prophylazis in heart surgery. J | losp Infect.
2001;33:121-5,

16. Haboken S, Palerson D, Graveldy L, Carlueei JL. Gomiplianees wilh hand hygiene praclies in pedialric
intensive care. Pediatric Crit Cars Med. 2001;12:211-214.

17. Hasker S, Pittoui D, Gray L. Zaruccii A, Potter G, Seemore MH. Carlucei JL. Interventional study to
avaliate the impact of An anbibictic-infiisad hand gel in impraving hand hygisne campliance Peddiatr Infect
Dis J. Accepted for publication.

18. Lander C, Surmmers R, Murray 5. Hummer CJ. Carlucci JL. Pediatrice: ls hospital food mare nutriticnal
than mom’s cooking? Pediatrics 2001;11: 140-145.

C. Research Support

Ongoing Resegarch Support

RO1 HS35793  Carucei (P1) 9/01,99-8/30/04

AHRG

Raducing Antirnicrebial Rasistancs in Lew-Income Communities: A Randomizaed Trial

FHS F98/25580 Rev. 0904 Page T Continuation Format Pege
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Prrcipal Invest gatonP-ogram Dirzctor ibast, First, Midde); Pl Name

This study is a randomized trial of interventions to reduce antimicrobial usage and resistance in low-income
communities.
Role: Pl

2 RO1TAN2345-06 Garducdi (Pl} $01/01-3 51406

NIH/MIAID

Bacteralegy and Mycoelogy Study of 1C1) Patients at Risk for Antimicrebial Rosistant Bacterial Infoctions,
The study will perform clinical trials of intarventions to reduce antimicrobial resistant infections.

Role: Pl

RO AI24680 04 Potorson (Pl FH0101 228006

MNIHMNIAID

Virulence and Immunity to Staphylococci.

This study investigates the production of polysaccharide by Staphwococcus aureds and its mols in virulence as
measured in animal models of infection and its ability to functicn as a target for protective antibody.

Role: Paid consultant.

2 R0O1 HL 00000-13 Andersan (P HO01-228/06

NI BI

Chloride and Sodium Transport in Ainwvay Epithalial Cells

The major geals of this project are to define the biochemistry of chloride and sodium transport in ainvay
epithelial cells and clene the gensis) invalved in transport.

Role: Co-lnwestigator

5 RO1 HL 00000-07 Baker {Pl} 41101 — 3/31/04
MIHMHLEI

Lasn | mmmamn ok i 1o
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TaART 1 el PR L o L]
The major goeal of thia project is fo shudy chloride and sadium transport in nomal and diseased lings.
Role: Co-Investigator

1 RO1AI12826 01 Hoffiman (P} Y2801 2703

NIHMIAID

Intermsunkain Child | lealth Services Rasearsh Consortiom

This consortium will seek to build pediatric health services research capacity and training in the Intermountain
Region.

Redle: Co-Investigator

Completed Research Suppart

5 RO ANCG -0 Hearman (21 TN — 11731

NIHMIAID

Evaluating Guslity Improvement Strategizs (EQUIS)

Iha goal of this study was to evaluate quality improvamant and collaborative learning to improve asthma cars
in office-based pediatrics.

Role: Co-lnvestigator

5 RO1 AIDSETES  Spielman (Pl 7016 63001

MIHMIAID

Epidemilegy of Emerging Infections #1 T32 AIOVED4

Tha goaal of thig prajoct was to study emerging infeations in high risk poepulatians whe are troated in emergency
room situations,

Rirle: Co-Tnveshigalor

HHE 208000 (Hov, D) page B CONUNNAtGOH Fomrt Hage
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Resources

» Purpose:

To demonstrate that the institutional
and field setting provides an adequate
infrastructure to conduct the
proposed research

To provide relevant background for
the setting of a foreign grant
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» Includes:

Description of office and laboratory
space

Description of laboratory equipment

Computer equipment, clinical
equipment, etc.
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HINTS

This section will be
scrutinized under the
following circumstances:

1. New investigator

2. Foreign grant
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3. Non-academic institution
for a Pl

Do not include equipment
here that will be requested
in the proposed grant!!
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What to put in an Appendix

» Informed consent form (tailored to your
project)
» CHR approval notice

» Relevant questionnaires (mark drafts
appropriately; reference standard
scales)

» Relevant manuscripts (<10 reprints,
accepted papers, abstracts)

» Competing renewals: list project teams
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Page 2 of 3

published papers and abstracts
Letters of support

List of members/agencies participating
in Community Advisory Boards

List of memberships on project working
groups or subcommittees (e.g., for
multicenter projects)

Graphs, tables, charts, photographs in
glossy format

Detailed laboratory protocols
Patents, invention reports
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Tips for Organizing
Your Appendices

Page 1 of 3

» Copy everything ahead of time
(youll be glad you did!)

» Reference each of your
appendices (or no one will
read them)

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture6/...
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» Include title of each appendix
in Table of Contents

» Include cover sheets for each
appendix

» Label your appendix pages
with the name of the PI (or it
might get lost in the shuffle)
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Letters of Support

» Purpose:

To show that the collaborators/
consultants that are mentioned
in the proposal have agreed to

their stated roles in the project

To indicate the
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- - - .- -

pigifidmadthof your research in

the opinions of public health
figures, politicians and
community stakeholders
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Who should write you a letter
of support for your proposal.

» Consultants (include role on
project and fee)

» Collaborators

» Subcontracted investigators (one
per
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~ -

subcontract)
» Community stakeholders*

» Public Health Officials* (critical
for foreign grants; optional
otherwise)

» Politicians*

*optional
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PrRCIpal FestigaTorPIGoram irector lagl Firet, Kddia):

CHECKLIST

TYPE OF APPLICATION (Chaze 2if that i
HEW appl cation. [ This acplicalion iz Ssdio swemited to bhe PHE for tha St bme. )

REVISICN Af Appicat on nonher
[Thiz spplization repiacas 5 poor wiknded waisian of 8 o, comgeting comtinestion, o sLpplomenta) agpeicedeo. )
INYEMTIIMS AND PATENTS

COMPETIMNG COMTIMNUATION ol cranl nu-nker. CCornpsling oo i iustion apal ool Phess o
This sppilcation ie o sxtand a findsd graat pavand ite currend protact pediod. 1

. L g & pimgcte ¥ D Y] D Fres: ously reportad

FLIPPI FMFRT to great normber D Yes, Frost L D ok proviausly reporcc

[T sppficalion i e acivena! Gireks o suppdoensnt & caerenlly e grae )
CHANSGE of arivz pal investiostoriprocram dirscior
Hame 27 farner pringiaal imvealigacorprogram di-ectos

CHANZE ol Sravilee nelilolion. Mama ol forree irelilo oo,
Lisi Countrwies)

FLRFIGH licsati Morneatie Grant wit ‘nreigr imeolvemene
Aapplication D oreatin Grant wist fnreigr imeolhemen e

OOO o o O gdgd

SEIR Phazs | D 23IR Phaze |l: SBIR Fhaee | Grant Mo, D SEIR Fast Treck

D % TR Phase | D STTR Fasz |1 STTR Phase | Grant He. D STTIR Mast Track

1. PROGRAM INCOME (Sew fRsfructions, )
All applicalicons must ind cate whetier program insoma is artcipated durng the oencdis) for which grant suppertie request. If pregram income iz
anlicipated, use the fernzt below to reflec: the anount end sources].

Budy sl Period Al sipe bsd Arounl S LHs!
2. ASSURANCESIGERTIFICATIONS (See Instructions. } +Detarnent and Su2aanzlor; «0Orug- =as dWorkplace {appfcabls fo nawy
In signing e anplication Face Page, he authorized arganizatioral [Tera 2f e revived [Tyne 1) apwizarticos angl; - ehbying: -Non-

roorscantative aarcoc b comale wta e follow na oolicise aceurancos Dalinauancs. an Fadsral Dokt «Rocaarah Miaoonduct: o iuil Fiahbs
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Page 2 of 3

andior oerificatiors when applicable. Deseripfions of incividual  (Form HHS 444 or H15 507; +Hardicappad Indiv dusle {Fom HAS 641

assurarcasicorifications are arosidadin Por 1L 1 umakla e cortify ar HHZ 6900 2w Oiscriminabizn (=onm HAS 530 A or HHE Ga0); ~Ago
compliaics, whare applizable, provide an asplanztor and place it afer Diecrimnination (Form HHE 680 ar HHS 6020, -Recomnbinan: DA

ihie pags. Rezaarch, Incdadirc Haman Gans Tranefe- Reeszrch; -Finatzia Conflict
*Hurnan Subjecte; =Reeeerch Ueing Hurmen Emrbryeic Siem Celle- of |1erest Jaxcept Phase | SEIRISTTR) -Smoka Fras Werso sos;
‘Rescarea an Tranaplantation of duman Fetal Tissuz -Wemen cnd <Prah kited Rezearck; »Seleet Agents

Kincrity 1nc veicn Pdicy «Inclusion of Saildren P2 sy Verteb-atz Animalz- <STTR QHLY: Cerlificalion of Regearch Insfitution Participat on.
3. FACILITIES AND ADMINSTRATIVE COATE (FRAY INDIRECT COSTE. Sas spedific instructions.

D DHHS Agrzement cated: |:| o Faciliies Anc Admin strstive Costs ReJjuestec.
D DHHE Agrocnent Bcing negetiated witk Regionzl Offica
[ Mo LHAY Ag-eement. but rate establ shad with Data
CLALCULATIONY (The aifia grant apmicafion, ieiiding the Checklist, wili ba mprodiiced and provided to pasr ravialyals as corfdastial infonmafo.)
a. Inltial badgat palod: Amolnt of bage & ¥ Rate eppliad 0.00% % =Faaccete  §
b, 03 vear Amount of base ¥ Rate sppliad 0.00% 5% = Feacoats  §
e Ld vaar AMoUnt of bage S  Hata gppliad 000% % =Fsacosts  §
d. O year Anoanil of base & * Rals eppliad 0.00% %= Fat vl §
&, 05 vear Amount of base & » Rate spplied Q0.00% % = FiA coste  §
Enter Rate above as a decimal {2.q., 0.25 for 25%, 0.495 for 49.5% ITDTF\L =Efn Costs [ :

“Glhisuk eoproprials bogigs:.

|:| SZalary anel wages base |:| Idod fied fotal direct cost Lase D Crther baze ([Expiail
D ColT-sibe. wl-er = pevial rals. or mioees an rd rabs ircolesd (Explaie]

Explaration fAffach saparais snest, i nacessany )l

HHS 208 (Hewr, D904) Fzge Checkist Fomm Page

Print all forms actual size to meet formatting specifications. Make sure "Bhrink oversized pages to paper size" is HOT chacked an Print window.

{Rad ramindars will nat appaar on the printed famm. )

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture6/... 10/11/2011



pg 0022 Page 3 of 3

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecture6/... 10/11/2011



pg 0023

Principal lwestigaterPrograr Dircetor (last First, Middle):

Page 1 of 3

CHECKLIST

TY¥PE OF APFLICATION [Craock sl tnar apoiy.}
D NFW applicatinn (This arplicstion = Grirg sbmtied in fhe PR fer e 7iese dime )
[ RCMISION of spplicat on number:
{Thie anmlisstion replacas a priar wivndad versicn sfa aaw, compstiig sonbiseahion, o supelemsnta spolizaning |
IMYENTIONS AHD PATENTS
|:| CCMPETING COMTIMUATION oF Jram; Jwimbe SRR CORRRLARAN AL AR Fhage (O o R
(Tl aumizating s 5 exdend a fveded graed Sevamd its cuneit mtyect pend | O ue

D Frand sty rapotad

D SUPPLEMENT lu gl rar e D ez If"vaE" ‘/—’ D Mot previouzly reportad
(The anpfiost inn 1 e Aarlafone i nds fo seprlamsnt 5 ooy ndad grsar )

[ SHAMGE <f pr ncipal invesfinatorproaram director.
Marne of formar prnsiaa investigatcrpregran circcto

D CHANGE ol Gianlee nsllalion, Merw ol Turne insliloliao.
st Country es)

D FOREINSH apolication D Dernestie Srent with foraign inveliemant el

[ seirPhasat [ 531 Paass 1 SB R Phass | Grant ko, [ =8I Fast Track
D STTRE Phaza |l D STTRE Phaze I 57 TR Phaze | Grart No D STTR Fast Track

1. PFROCGRAM INGOME (See instructions.)
All applicalionz must indicate whethar programincome is artcipatad dur ng the periadi=) for which grani supao- is request. f program incoms =
attiz paled, uae the format below bo redect e amount & souncetal,

Budget Pecicc Artcipated Amourt SOUrCE(S]
T OASSHRANCFSICFRTIFICATIONS (See insfrincfions. -Nebarmert and Soapenszion: -Trug- Free Workplace fanpicehla e
n 2 ghing 1t appicatien Faca Page, the authorized crganiZataonal LIE0E 1o iBwEed [l oa 1) aopicatia s antl; 1Labbying: «Han-

reearm amibatioes s e boocorn Al wi s the fo lenwinn ol cies ssanmeeea N imcerew on Tacdersl Meab: -Resescly b “rduick =il Rinkka
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R L e
i syeliivalivos when dpplicatls. Casoripions o irdyvidoal
ABELrancss certifcations are areaded in Hart L 1 ansile o carity
copliance, where applicable, pravide en exolanalion and placs it aftar
thiz paga.

*Hunan Subjacts -Rassarch Usirc Hurman Embryoniz Sem Cells-
*Re3zarch on Transplaniztion of Humar Fetal Tisaue <aemen and

e e e o s

Page 2 of 3

o I NRR I A L E L L A e A L I i,

. .
(Foirrn HHE 441 ur HHE G20y, *Hurdicepped lndividoa = (Fonn HHS 841
o HHZS GU0) e LISerirination (R o HHS 5280 ar HHS SUL); Lo
Digorim nation (Form AHE €80 or HHE BEC); -Recominant JMA
Razaarch, Incdad ng Humar Sene Trensfer Rezsanck; -Finencial Corfl ct
of Irterast (except Phase | SEIR/2TTR); ~Emcka Free Workplace;
=Prehibited Rezearch: -Select Age s

‘Winority Inclusion Policy «Inclusion of Childrer Folicy= Verteb-ate Arimalss =57 TR CHLY: Certificatior of Fesearch Institution Participeticr.
3. FACILITIES AND ADMINSTRATIVE COEBTSE (F&A)S IMDIRECT COSTS. Eee soexfic inet-ucions.

B HHs sarsemant ates: 7/2196

[ zHH= agrasemant baing nagatated win

D M2 R dities Anc Adrinistratve Costs Kadaeshon

Raciona Cffizs

[ o CHHS agreaman:. but rata astatlished #ih

SAHLCULATICK® [The anbicg grant apaicencn, isding the Cheoklisf, il

Ceate
reprodused and pradce B 0Cor rowe vaiE A3 sonficktial i emaiion, )

a. Inifial busdget perad: Amaunt of basz 3 125,875 » 2tz applicd B4.50% % = Favicosts & 31,080
k. 02 yomEr Ameount of bazs 5 4‘50,965 x Fats spplied 52.00% % - Fad coste 4 2?9,593
c 03 year Amount of base & _x ate applied _ 0.00% % =F8A coats &

d. 04 yeET Amount of baza 5 * Fata appliad 0.00% % =Fas cozte &

& OB weEr Amount of baza 5 « ats applied 0.00% % = Fa4 coste

| Enter Rats ahovs as a dacimal {a.g., .25 for 25%, 0495 Tor 49.5%) | | O1AL FSA ot

*Chedk app-opriate Joxiesi:

|:| Talary and wages base

Sxplanalina fAMsrh sppAraiE shesl, 1 necaRsAny 1

PHS 335 (Rew. 03/04!

[ Wediizd total dires: cost base

D o-zig athar 2pacal kats. or more than che raks recdvad [Exmam

Page

|:| Othe-base (Expiain

Lihecklist Form Page

Print all forms actual slze to meet formatting specifications. Make sure “Shrink overslzed pages to paper slze” |s NO T checked on Print window.
|Red raminders will nol appear on the printed farm.)
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Prreipal Investigatar’Prograr Dicector iLast, First, Middle):

Place tis "onr al ihe erd of he signed crigina copy o the applicalion.
Cez not duplicate.

PERSONAL DATA ON
PRINCIPAL INVESTIGATOR/PROGRAM DIRECTOR

Page 1 of 3

The Publizc Hea th Senvice hes a gentinuing commitment to maoritor tae operation of its review anc
award prosesses to detect—ard deal apprapriately with—any instances of real or apparent inzcuities
with resoect to age, sex race, or ethnicity of the proposad prinzipal irvestinator/program d rectar,

Tz orev de the PLIS with the informmat an it needs far this important task, complets the form below and
attach it to the signed orig nal of t7e aosplication after the Check ist. Do not attach ¢opies of this form
to the duplicated copies of the application.

Upan recelat of the app leatlon by the PHS, this form will b separated from the app leatlon,. Ths form
will not be duplicaced, ard it will not be a part of the revisw procesz. Data will be confident al, and wl
ke malntalned In Sivacy Act record system 09-26-0038 "Grantz: IMPAC [(Graw/Centract nfornalon).”
The FHS requests the last four d gits of the Social Security Number fo- aceurate ideqtification, referral,
and review of gpplications ard for managerment of =115 grant programs. Alttough the provision of this
portion of the Social Security Number is woluntary, providing this information nay mpmve botr the
aceurazy and spood of process ng the applization, Flease Be ewarc that no indivicual will o2 denize
any tght, bensfit, or priviege provided oy law seczuse of refusal to disclose this s=ction of the Socia
Security Numhber. The FHS recuests the last “our digits of the Social Security Nurrher under Sections
301¢a) and 457 afthe PHS Acts as arronded (42 US.C 241a =rd U.S G, 288% All analyses canductze
on the cate of birh, gerder, race andfor ethnic arigin data will repot acgregale staisticel findings only
and will rot identify ndividuals. |f you cecline ‘o povde this infarration, it will in no way affect
canaidealicn of your application. Your cooperation wll oe appreciated.

DA~E OF BIRTH [f#4 00V SEX/GEMDER
SOC AL EECUR TY HLMEZR

2 : 5.9 & Femal hal
(last 4 il et K HK-KX amale alz
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ETHMICITY

1. Do vou covside yoursalfto be Hispadic or Lating? (3ee definition balow.) Sslec: cne.
Higpanic or Latine. A psreon of Maxican, Puane Rican, Cukan, Soath ar Cantral Amerncan or cthe- Spanish culura
orangin, regardless of race. The tom, "Spanish argin® can bo uscd in addizion to "Hispanic or Lating *

D Hispanls ar Latina

I:l Nat Hispanie ar Lating

RACE
2.Whal ~ace de you conzider yourself te be? Select ore or mare of e following.
D American indian ar Alaska Mafive. A person having oricing in any of the crginal peoples of Morth Cert-al, ar South
Amnerica, ard who maintains triesl sffiiation or community attashment.

Asian. A person laving ong ns nany of the original psoples of 1e Far East Scuthesst Asia or the

Ind ar subeontinent. rclud rg. for examp e. Cambedia. China, India. Japan, Korea, Melaysia. Pakistan, the Philipping
Islands. haland. and Vistnam. [MNote: Indmiduzle fromche Rhnipp re Islands have besn recordsd az Hacihc (slanders
in prov ous data collection stratogics.)

Black ar African Amearican. A parsan having origing in any of ke slack racial groups of Africa Tems surh as
"Hziian” or "Megra” can ke ussd in addiion to "Black” or African Amencsn.’

NMative Hawaffan or Qffier Pacific Islander. A person naving origins in ary o” the ar ginal pecples of | lawa i, Suam
Sainua, or slher Padilic slaids.

Whiie. A person having crging in any of the criginal peoples of Eurcpe, t1e Middle East. or Merh Afriza.

0000

Check hare I yiou do notwish 1o praovide some or all of the above information.

PHZ 308 (Fav, 0004 C2 AT PAGE MUMBER THIZ FORM Personal Dala Form Page

Prind all Fonns woboal sica Lo sl Tormalling specilicalions. Mahe sura "Staink oves sized pages 1o paper size® is NOT cheched on Prinl windov
| THIS ramincar will not appear on the prntad Tarm.)
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Reviewing and Writing
Grants

Jonathan M. Samet
Department of Epidemiology
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Specific Aims Section

Critical section
Trailer for the grant
Includes
Statement of scientific problem

Overview of scientific approach
Specific hypotheses to be tested

The most read section
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Specific Aims Dos

State what will be done
Give specific study design

Provide an overview of scientific issues
and questions

State specific hypotheses
Describe public health significance
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Specific Aims Donts

Make priority claims
Promise too much

Offer descriptive goals
Just summarize the grant
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Specific Aims W atch out

Little is known about x, therefore we

This will be the first study of x, using the
unique resource afforded by .

In spite of decades of research, questions
remain unanswered concerning X

The findings of this study will guide the
development of preventive approaches for
disease x.
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Background and Significance

Not just a review

Critical to highlight what is known and the
open questions in the face of available
evidence

Needs to be synthetic not exhaustive
Interesting not boring
Sets up the scientific basis for the grant
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Background and Significance
Going Wrong

Limited reviewLittle is known about x
Misrepresenting findings

Not synthesizing

Too long and too boring

Not citing the reviewers
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Preliminary Studies/Progress
Report
Highlight expertise
Provide relevant preliminary data

Document feasibility
Cover the entire team
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Preliminary Studies/Progress
Report Going Wrong

Excessive claims of excellence
Too much information

Showing that too much work has been
done

Not establishing feasibility
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Methods 1

Useful to start with an overview to orient
reviewers

Good spot for diagrams
The details

Study design

Population selection

Data collection

Data management

Data analysis

Other stuff
Human subjects
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Methods 2
Overview
Give study design in relation to study
questions

Describe population and stuty gestions
Justify what will follow
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Methods 3
Population Selection

Why was the population selected.
External validity.
Feasibility.
Prior investigation.

How will the population be seleced.
Potential for selection bias.
Representative of the population.
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Methods 4
Data Collection

What are the items to be collected.
How will they be collected.

Does the grant build from standard
approaches.

How will instruments be validated;
measurement error assessed.
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Methods 5
Data Management QA/QC

Critical!

Give plan for data management with
details

Set out systematic QA/QC approach
Conspicuous by absence
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Methods 6
Data Analysis
Needs to match data collected and
hypotheses
Not a biostatistics tutorial
Be specificgive models
Specify variables
Do not be generic
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Methods 7--Power

Always a game with assumptionjs
Document basis for all assumptions

Do not exaggerate power

Provide a range of calculations and
assumptions

Provide for major scientific question
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Methods 8
Limitations

Describe potential limitations

Frameworkconfounding, selection bias,
information bias, and power and precision

Anticipate and dont hold back
Be honest and not dismissive
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Reviewing a Grant--1

Start with Specific Aims
Then to Methods

And then to Preliminary Studies/Progress
Report

And then to remaining sections

Initial questionis the science at an
accentabhle
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Reviewing a Grant 2
Good scientific question.

Study novel or repetitive.
Independent contribution or me too
Old questionnew twist.

Pass the well so what test.
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Reviewing a Grant 3
Design Issues

Appropriate design.

Population with reasonable external
validity.

Feasibility established.

What kind of approach to population
selection.
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Reviewing a Grant 4
Data Collection
Use of standard instruments. The right
instruments.

Approach to data collection
standardized. Interviewer training.

Approach to QA/QCadequate. Set out.
Data management system
Data manager
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Reviewing a Grant 5
Data Analysis

Right methods.

Textbook or tailored.

Linked to hypotheses and specific aims.
Expertise available.

Methods development needed.
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Reviewing a Grant 5
Power

How calculated.
Assumptions stated and reasonable.
Measurement error issues considered.

Power given for all main hypotheses or
selected.
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Reviewing a Grant ©
Strengths and Limitations

Recognizing weaknesses is not a solution

Reasonable solutions proposed to
problems.

Are strengths exaggerated.
Priority claims.
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Study Section-1

In Epi, cover broad areascancer, CVD,
for example

Broadly multidisciplinary

Butexpertise on any particular specific
topic is limited to two or three persons

Study Sections have a SRA and a Chair

Usually three primary reviewers and 2-3
discussants
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Study Section-2
Triaging
Initially, grants are reviewed and those

with reviewers in consensus that funding
range not likely to be reached are triaged

About 40% of grants are triaged

A grant may also be NRFedNot
Recommended for Fundinggroup does
not want to see the application again
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Study Section-3
Operations

Begin with scores from the reviewers

Then hear critiques from primary reviewers
Then any additional comments from discussants
Then open discussion

Then return to scores of initial reviewers and
discussants

Then statement of anyone planning to vote
outside the range
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Study Section-4
Disagreements

Novelty of work

Feasibility

Lack of scientific hypotheses
Inadequate or inappropriate methods

Cross-disciplinary conflictse.g., lab vs
population perspective

Public health importance
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Study Section-5
Funding Level
Funding itself is not a criterion for
judgmentcant use the F-word

Can make general comments about
budget for NIH consideration

Can make specific budgetary
recommendations
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Study Section-6
Scoring

Everyone knows the payline approximately

Scoring tends (too often to be
dichotomous) Fnot F

Encouragement to use the full range

| push for giving good scores and bad
scores
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Study Section-7
Revised Applications

Large proportion of applications are
resubmittedtwo revisions allowed

Investigators offer a response to each
point of criticism and indicate changes in
the text

The response should be respectful and
accomodating

Combative responses can seek a grant
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Grantsmanship-1

Good questions/focused testable
hypotheses

Clarity of presentation

Consistency across grantsfrom
hypotheses to analyses

Honesty not subterfuge

Make scientific/public health contribution
clear
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Grantsmanship-2

Focused Background and Significance
section with concluding section

Give relevant Preliminary Results only
Begin Methods with an overview
End with consideration of limitations

Do not exaggerate anything, but power in
particular
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Grantsmanship-3
Avoid

Unique opportunity

First ever

Largest ever

important

And other exaggerations
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Remember Good grants are
always funded

Frank Speizer

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturell/... 10/11/2011



pg 0036 Page 2 of 2

Copyright 2005, The Johns Hopkins University and Lisa Jacobson. All rights reserved. Use of these materials permitted only in accordance with license rights
granted. Materials provided AS IS; no representations or warranties provided. User assumes all responsibility for use, and all liability related thereto, and must
independently review all materials for accuracy and efficacy. May contain materials owned by others. User is responsible for obtaining permissions for use from
third parties as needed.

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturell/... 10/11/2011



pg 0001 Page 1 of 1

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturell/... 10/11/2011



pg 0002 Page 1 of 2

Reviewing and Writing
Grants

Jonathan M. Samet
Department of Epidemiology
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Specific Aims Section

Critical section
Trailer for the grant
Includes
Statement of scientific problem

Overview of scientific approach
Specific hypotheses to be tested

The most read section
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Specific Aims Dos

State what will be done
Give specific study design

Provide an overview of scientific issues
and questions

State specific hypotheses
Describe public health significance
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Specific Aims Donts

Make priority claims
Promise too much

Offer descriptive goals
Just summarize the grant
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Specific Aims W atch out

Little is known about x, therefore we

This will be the first study of x, using the
unique resource afforded by .

In spite of decades of research, questions
remain unanswered concerning X

The findings of this study will guide the
development of preventive approaches for
disease x.
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Background and Significance

Not just a review

Critical to highlight what is known and the
open questions in the face of available
evidence

Needs to be synthetic not exhaustive
Interesting not boring
Sets up the scientific basis for the grant
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Background and Significance
Going Wrong

Limited reviewLittle is known about x
Misrepresenting findings

Not synthesizing

Too long and too boring

Not citing the reviewers
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Preliminary Studies/Progress
Report
Highlight expertise
Provide relevant preliminary data

Document feasibility
Cover the entire team
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Preliminary Studies/Progress
Report Going Wrong

Excessive claims of excellence
Too much information

Showing that too much work has been
done

Not establishing feasibility
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Methods 1

Useful to start with an overview to orient
reviewers

Good spot for diagrams
The details

Study design

Population selection

Data collection

Data management

Data analysis

Other stuff
Human subjects
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Methods 2
Overview
Give study design in relation to study
questions

Describe population and stuty gestions
Justify what will follow
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Methods 3
Population Selection

Why was the population selected.
External validity.
Feasibility.
Prior investigation.

How will the population be seleced.
Potential for selection bias.
Representative of the population.
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Methods 4
Data Collection

What are the items to be collected.
How will they be collected.

Does the grant build from standard
approaches.

How will instruments be validated;
measurement error assessed.
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Methods 5
Data Management QA/QC

Critical!

Give plan for data management with
details

Set out systematic QA/QC approach
Conspicuous by absence
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Methods 6
Data Analysis
Needs to match data collected and
hypotheses
Not a biostatistics tutorial
Be specificgive models
Specify variables
Do not be generic
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Methods 7--Power

Always a game with assumptionjs
Document basis for all assumptions

Do not exaggerate power

Provide a range of calculations and
assumptions

Provide for major scientific question
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Methods 8
Limitations

Describe potential limitations

Frameworkconfounding, selection bias,
information bias, and power and precision

Anticipate and dont hold back
Be honest and not dismissive
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Reviewing a Grant--1

Start with Specific Aims
Then to Methods

And then to Preliminary Studies/Progress
Report

And then to remaining sections

Initial questionis the science at an
accentabhle
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Reviewing a Grant 2
Good scientific question.

Study novel or repetitive.
Independent contribution or me too
Old questionnew twist.

Pass the well so what test.

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturell/... 10/11/2011



pg 0020 Page 2 of 2

file:///D:/cd3wddvd/NoExe/Master/dvd001/dvd1/OCW/EPIDEMIOLOGY/Lecturell/... 10/11/2011



pg 0021 Page 1 of 2

Reviewing a Grant 3
Design Issues

Appropriate design.

Population with reasonable external
validity.

Feasibility established.

What kind of approach to population
selection.
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Reviewing a Grant 4
Data Collection
Use of standard instruments. The right
instruments.

Approach to data collection
standardized. Interviewer training.

Approach to QA/QCadequate. Set out.
Data management system
Data manager
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Reviewing a Grant 5
Data Analysis

Right methods.

Textbook or tailored.

Linked to hypotheses and specific aims.
Expertise available.

Methods development needed.
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Reviewing a Grant 5
Power

How calculated.
Assumptions stated and reasonable.
Measurement error issues considered.

Power given for all main hypotheses or
selected.
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Reviewing a Grant ©
Strengths and Limitations

Recognizing weaknesses is not a solution

Reasonable solutions proposed to
problems.

Are strengths exaggerated.
Priority claims.
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Study Section-1

In Epi, cover broad areascancer, CVD,
for example

Broadly multidisciplinary

Butexpertise on any particular specific
topic is limited to two or three persons

Study Sections have a SRA and a Chair

Usually three primary reviewers and 2-3
discussants
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Study Section-2
Triaging
Initially, grants are reviewed and those

with reviewers in consensus that funding
range not likely to be reached are triaged

About 40% of grants are triaged

A grant may also be NRFedNot
Recommended for Fundinggroup does
not want to see the application again
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Study Section-3
Operations

Begin with scores from the reviewers

Then hear critiques from primary reviewers
Then any additional comments from discussants
Then open discussion

Then return to scores of initial reviewers and
discussants

Then statement of anyone planning to vote
outside the range
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Study Section-4
Disagreements

Novelty of work

Feasibility

Lack of scientific hypotheses
Inadequate or inappropriate methods

Cross-disciplinary conflictse.g., lab vs
population perspective

Public health importance
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Study Section-5
Funding Level
Funding itself is not a criterion for
judgmentcant use the F-word

Can make general comments about
budget for NIH consideration

Can make specific budgetary
recommendations
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Study Section-6
Scoring

Everyone knows the payline approximately

Scoring tends (too often to be
dichotomous) Fnot F

Encouragement to use the full range

| push for giving good scores and bad
scores
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Study Section-7
Revised Applications

Large proportion of applications are
resubmittedtwo revisions allowed

Investigators offer a response to each
point of criticism and indicate changes in
the text

The response should be respectful and
accomodating

Combative responses can seek a grant
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Grantsmanship-1

Good questions/focused testable
hypotheses

Clarity of presentation

Consistency across grantsfrom
hypotheses to analyses

Honesty not subterfuge

Make scientific/public health contribution
clear
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Grantsmanship-2

Focused Background and Significance
section with concluding section

Give relevant Preliminary Results only
Begin Methods with an overview
End with consideration of limitations

Do not exaggerate anything, but power in
particular
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Grantsmanship-3
Avoid

Unique opportunity

First ever

Largest ever

important

And other exaggerations
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Remember Good grants are
always funded

Frank Speizer
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