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Learning Objectives

Describe the organization of NCI.
State NCI's major mission.
Describe how NCI Is funded.

Know why understanding the NCI Is
important in order to participate effectively
In the peer review process.

National Cancer Institute
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National Cancer Institute

NCI — Organization
within the Federal
Government
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U.S. National Institutes of Health (NIH)

www.nih.gov
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= .
Elias Zerhouni, M.D.
Director, National Institutes of Health
U.S. Department of Health and Human Services °



http://www.nih.gov/

National Institutes
of Health

ofie (irecior Frogmar Cifices:

COmee of Resaarch on Womers Heallh (HNAG)

Cimee of AIDS Resaarch (HNAS)

Omee of Behavioral end Social Sciences Reseanch (HNAH]
Cimee of Dissese Fevenion (HNAZ)

Immediate Ciice of the Diecor HNAg

fice of the [ ot Sta C¥0oes.-
Ornce of Extranural ReseachHWAT)
Ornce of Intramural Resaarch (HM A
Ornce of Managemenl Chief Financial Omiar (HRNARY,
Ornce of Scence Policy HMAG

Ornce of Communications and Public Lisson (HANAE
Ornce of Bqual Opporunity and Drersity Management (HRNALT
Ornce of Program Coomdnation (HNARN)

Ornce of legisatve haicy and Anatysis (HNACY
Ornce of Community Laisan HMAR

Execulive Cirice (HMAK)

Ornce of the Cnbudsman, Tl Tor Cooparative Besciuion [ HNAS

RIH
1ol

MMational Cancer Mational Heart, Ling, Mational Himan
Instiiute nsiiie and Blood Ieie Genome Ressanch
{HNWY (HNH et {HM4

Nalional Institute on
HAging
(HNRY

National Instite on

Alcohol Abiss and
Alcoholism

NS

*

MNational Instituge of
Allergy and e ious
DEeam=s HNIY

Malional hsttue of
Arthntis and
Mieculoskelela and

Skin Diseasas {HME)

**

**

*

MWaticonal Imshiule of Mational lmstille of Child MNational Imstilule on National ImstilLie of National Istitule of National Institule National Instilue of Nalional hstiue of
Biomedical Inaging and Healin endl Human [eamess and Cither [enlal end Craniolacial Dateles and Digestive on g Abisa Emeironmental Healln Ceneral Medical
Bioenginesring {HM&  Development HMNT)  Communcation Researnch {HMFy | and Kidney Dseases HME)  Scences HMY)  Sociences HMS
[isomars HN3) {HME)
Matonal Imskine Maticnal istite of National lmstilte of Maticna library of lomE. Fogarty Inlermational— National Center for Malional Canter on Malional Canler Tar
of Menlal Healkh Meumlogical Discrders Mursing Research Medicine Cenerfor Advanced Slidy  Complenentary and Iinonty Health and Heallh  Pesearch Resowrces
HN7)  and Sioke HNCy HMz) {HML | in the Heath Sden:eﬂs-lhl Altemat e MB:IIclmIa_INn] DEpanties {HNE {HNE
|
| —
Clhincal Center Cener for Information Center for Scentimc
[HNK Techmalogy

(HRL

HNG)

The Mission of the Mational Instilutes of Health is science in pursuit of knowledge to improve human health. This means pursuing science o expand fundamental knowdedge about the nature and
behawvior of living systems; to apply that knowledge to exend the health of human lives; and to reduce the burdens esulting from disease and disability.

The Mational Instiwtes of Health secks to accomplish its mission by:

« Fostering fundamental discoveries, innovative research, and their applications in order to advance the Nation's capacity to protect and improwve health;

+ Developing, maintaining, and renewing the luman and physical resowrces that are vital to enswure the Mation's capability to prevent disease, improve health, and enhance quality of life;
+ Bxpanding the knowdedge base in biomedical, behavioral, and associated sciences order to enhance America’s economic well-being and ensure a continued high return on the public investment

in rescarch; and

« Exemplifying and promoting the highest level of scientific integrity, public accountability, and social responsibility in the conduct of science.
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National Cancer Institute

U.S. National Cancer Institute (NCI)
www.cancer.gov

Andrew von Eschenbach, M.D.
Director, National Cancer Institute
National Institutes of Health
Department of Health and Human Services 8
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National Cancer Institute (NCI)

Director’'s Consumer Board of
Liaison Group Scientific Advisors

Office of the Director

Presidents Cancer Panel

(jﬁ Consumer Admcates Scientﬁi%a(r:doﬁl;lselors
Advisory Board
Center for Cancer Research Division of Cancer Epldemlology Division of (?ancer
and Genetics Prevention
Division of Cancer Control Division of Cancer Treatment Division of Cancer Division of Extramural
and Population Sciences and Diagnosis Biology Activities




National Cancer Institute

NCI| — Goal and
Mission

10



NCI Challenge Goal:

National Cancer Institute

Eliminate the suffering and
death due to cancer by 2015
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National Cancer Institute (NCI)

History...

* The NCI, established under the National
Cancer Act of 1937, Is the Federal
Government's principal agency for cancer

research and training.

National Cancer Institute

...Mission

* The NCI's primary mission IS to

conduct and fund E iF 4

cancer-related research.
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National Cancer Institute

NCI — Mission and
Organization
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Funding Cancer Research

« Alarge majority of NCI's major
organizational units — Divisions — deal
with the work of funding cancer research.

National Cancer Institute

The Division of Extramural Activities (DEA)
handles the peer review process. The peer
review process Is the process used to
evaluate the scientific and technical merit of
grant applications in order to make a funding
recommendation to NCI.

14




Funding Cancer Research

* Other Divisions manage grant portfolios in a
partnership role with the researchers once the
funds are granted.

National Cancer Institute

Division of Cancer Prevention (DCP)
Division of Cancer Biology (DCB)

Division of Cancer Treatment & Diagnosis
(DCTD)

Division of Cancer Control and
Population Sciences (DCCPS)
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Funding Cancer Research

Funding Cancer Research outside of NCl is called
Extramural Research.

» NCI Divisions who work to fund this research are
called Extramural Divisions.

National Cancer Institute

» Research is conducted in over 650 locations across
the U.S. and internationally.

 Research is conducted by researchers who are
employed by institutions across the U.S. and other
places. The researchers receive funds from NCI.

16



Conducting Cancer Research

Two NCI Divisions conduct thelr own
research.

1. Center for Cancer Research (CCR):

conducts basic and clinical research.

National Cancer Institute

2. Division of Cancer Epidemiology and
Genetics (DCEG):

conducts research to discover the genetic and
environmental determinants of cancer and new
approaches to cancer prevention.

17



Conducting Cancer Research

Conducting Cancer Research at NCI is
called Intramural Research.

NCI Divisions that conduct their own
research are called Intramural Divisions.

National Cancer Institute

* Research Is conducted in Bethesda and
-rederick, Maryland.

 Research is conducted by NCI employees
who are Federal Government researchers.
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Administering Cancer Research

Office of the NCI Director (OD) provides
direction and support for research infrastructure
and areas of emphasis, including clinical
research and over 60 cancer centers.

National Cancer Institute

» Office of Communication (OC)

» Office of Education and Special Initiatives (OESI)
» Cancer Centers Branch (CCB)

e Office of Liaison Activities (OLA)

19



National Cancer Institute (NCI)

Director's Consumer

Liaison Group

Presidents Cancer Panel

Office of the Director

Administration
Cf, Consumer Advocates

National Cancer
Advisory Board

: in Research and Related Activities

Board of
Scientific Advisors

Board of
Scientific Counselors

Conducting - Intramural

Division of Cancer Epidemiology

Center for Cancer Research

and Genetics ‘

Division of Cancer Control
and Population Sciences

Division of Cancer Treatment
and Diagnosis

! Funding - Extramural

Division of Cancer
Prevention

Division of Cancer Division of Extramural
Biology Activities
20




Federal Government

Department of Health and
Human Services

National Institutes
of Health

National Cancer
Institute

Extramural Intramural

Office of the Director
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NCI Budget

1. Professional Judgment or

Bypass Budget -

A budget request submitted to the U.S.
President and used by Congress as an
Information resource.

National Cancer Institute

2. Actual budget request submitted to DHHS
through NIH.

23



How does It work?

Federal Government Fiscal Year runs

October 1st - September 30"
Fiscal Year 2006 (FY06) - October 1, 2005 — September 30, 2006

National Cancer Institute

i Congress allocates an annual budget to the
Federal Government (Oct 1)
Conrgjress
DHHS receives funds for its agencies
DHHS
B
~~ NIH receives funds from DHHS
NIH

NCI receives funds from NIH

\  Offices and Divisions receive funds from NCI
leadership 24




How does It work?

— A large majority of the budget
goes to prior-year commitments \ NCI /

National Cancer Institute

since most grants are given out on il
a3, 4, or 5 year basis. | Ongoing

— Most multi-year grants incorporate grants
a “cost-of-living” increase in grant

Cost-of-living
increases

money.

— NCI must contribute money to
overarching NIH initiatives such as
the NIH Roadmap.

With these mandated increases, a small annual budget increase
for NCI from Congress may mean a decrease in money for new
grants and initiatives. o



The NCI's primary mission is to conduct and fund

cancer-related research.

Distribution of Fiscal Year 2006 Budget Request ($6,170,000,000)

Fesearch Project Grants 48.5%

< Intramural Heaearc>1 2.6%

Cancer Canters 10.5%

National Cancer Institute

Repalrs and Improvernents
at NCI-Frederick 0.2%

Clinical Trials Infrastructure 5.4%

Training and Education Grants 3.5%

Construction 0,49

Cancer Control Operations 2.7 %
Other Grants 1.0%

Fessarch Support Contracts 12.1%

Ressarch Management and Support 3.23%

Funding cancer research = about 80% of the annual NCI budget

Conducting cancer research = about 15% of the annual NCI bugget



National Cancer Institute

How do researchers get the $7

Board of Scientific
Advisors (BSA)
gives final approval
for Request for
Applications (RFA)
concept, allowing
NCI to set-aside the
funds for the RFA.

NCI / NIH issues a
RFA, or a Request for
Proposals (RFP) (to
solicit contract
proposals) or a
Program
Announcement (PA)

Applicant develops

and submits a grant
application to NIH in
response to an RFA

) or PA. Applicants

may also submit
unsolicited
(investigator-initiated)
grant applications.

27




£ How do researchers get the $?
=
=
<50 | NIH Center for
= | Scientific Review
kA | (CSR) receives all
Tg grant applications.
= \ an (NIH)CSR
= CSR either Integrated Review
assigns the _| Group (IRG)
app”ca’[ion to IRGS evaluate
the application
or 3! | for scientific and
an NCI Initial —r technical merit.
Review Group
(IRG)

N
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NCI IRGs CSRIRGs

8 parent committees with About 25 Integrated
additional Special Emphasis Review Groups (IRGS).

Panels (SEPs) as needed. » There is an “Oncological

« NCI uses a 2-part process for Sciences” IRG.
some types of grants. A site visit . Each IRG has 5 -20 study
(part 1) can precede a review Sections

meeting of the parent committee |
(part 2). « CSR most often reviews

RO1 (investigator-initiated)
applications and
fellowships.

« Consumer advocates participate + CSR reviews about 70% of
In the review of all clinical grant applications

i Lo submitted to NIH.

translational, and training grant
applications.

National Cancer Institute

« SEPs most often review grant
applications submitted in
response to RFAs and PAs.
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How do researchers get the $7

IRGSs provide a
funding

recommendation National Cancer .
Advisory Board NCI Executive

(NCAB) provides the | | Committee and
2 level of review  wuy NCI Program
and a funding Directors set a

recommendation funding policy and
make a final

funding decision. 1

Final Steps:
negotiation,
Congress notified,
funds received by
the institution.

30
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Peer Review Related Initiatives

Two-level review process is mandated by Congress
(peer review and NCAB review)

National Cancer Institute

* NIH eRA - electronic Research Administration

« CGAP Pilots - electronic piloting of Competitive
Grant Application Process

* NIH eSNAP - electronic Streamlined Non-
competing Award Process

31



NCI Advisory Committees — Scientific

« Board of Scientific Advisors - ...concept
review of extramural program initiatives...

National Cancer Institute

 Board of Scientific Counselors - ...periodic
site visits to intramural laboratories...

 National Cancer Advisory Board -
...reviewing and recommending for support
grants and cooperative agreements, following
technical and scientific peer review...

32


http://deainfo.nci.nih.gov/advisory/bsa.htm
http://deainfo.nci.nih.gov/advisory/bsc.htm
http://deainfo.nci.nih.gov/advisory/ncab.htm

NCI Advisory Committees — Advocacy

 Director's Consumer Liaison Group -
Provide advice and make recommendations
to the Director, NCI, from the perspective and
viewpoint of cancer consumer advocates.

National Cancer Institute

« President's Cancer Panel - The Panel shall
monitor the development and execution of the
activities of the National Cancer Program, and
shall report directly to the President.

33


http://deainfo.nci.nih.gov/advisory/dclg/dclg.htm
http://deainfo.nci.nih.gov/advisory/pcp/pcp.htm

Budget Review

« NCI makes a budget request to the
President who sends it on to Congress.

 Congress appropriates money to the
NIH/NCI at the start of each fiscal year
(October 1).

National Cancer Institute

 NCI pays its commitments to ongoing
grants and contracts and various
administrative costs.

34



Budget Review

 DEA runs the peer review process for NCI
to provide a funding recommendation for
grant applications based on scientific merit.

National Cancer Institute

 The National Cancer Advisory Board
(NCAB) determines the final funding
recommendation for grant applications.

35



Miscellaneous NCI Questions

 NCI does not provide medical care unless
it IS to a patient who Is part of a research
study.

National Cancer Institute

« NCI and NIH are not regulatory agencies
(like the FDA). NCI/NIH are research-
focused.

36



Miscellaneous NCI Questions

 Generally, NCI does not provide treatment
guidelines or screening recommendations.

National Cancer Institute

 NCI cannot lobby Congress. NCI
employees cannot encourage others to
lobby Congress on our behalf.

37



Conclusion

* Thank you for your willingness to
participate in the NCI Peer Review
process.

National Cancer Institute

* You represent cancer patients all across
the U.S. when you provide the voice of the
patient advocate during the peer review
process.

 Your contributions are valuable, and
appreciated by the NCI.

38
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