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THE NCI CONSUMERS' GUIDE TO PEER REVIEW

Introduction

The NCI Consumers’ Guide to Peer Review has been prepared to serve first as an introduc-
tion and orientation to the National Cancer Institute (NCI) and its research programs and
second to define your role as a consumer advocate in the peer review of applications that sup-
port extramural clinical and population-based research and career development and training
by various grant and cooperative agreement mechanisms.

The NCI is part of the National Institutes of Health (NIH), which is the primary biomedical
research arm of the Department of Health and Human Services. The NCI is dedicated to the
development of a multidisciplinary research agenda across all areas of basic science, clinical science,
health care delivery, patient outcomes, and psychosocial support relating to the prevention, detec-
tion, treatment, and cure of cancer. These goals reflect the changing landscape of the scientific
process as the development of research programs involves increasing collaboration among multiple
interests, including scientists, academicians, industry, advocacy groups, and policy makers.

The emergence of consumer advocacy groups and heightened national attention to the role and
contributions they can make, have had a great impact on the development of Federal medical
research programs and the process of their execution. This is particularly true for cancer research.

Critical to the success of the National Cancer Program is the two-tiered review of research
applications, in which scientific and technical merit are evaluated in the first tier, and program-
matic relevance is evaluated in the second tier. You will participate in the most critical step

in the application and award process: peer review for scientific and technical merit. The high
caliber of NCI's research in all settings is maintained through peer review, a “quality control”
process in which ideas for research are reviewed by an Initial Review Group (IRG) subcommit-
tee or Special Emphasis Panel (SEP) composed of experts in the scientific field under study. The
peer review process helps to ensure that the NCI uses its resources wisely and funds research
that has the potential to make a significant contribution to advancing science.

Consumer participation augments scientific merit review by including the patient perspective
in the assessment of scientific excellence. Including the patient perspective is consistent with
the research agenda of the NCI. In addition to funding basic science, the NCI funds programs
that encompass prevention, detection, and treatment of cancer, as well as quality of life and
behavioral and social sciences research. Because you may have first-hand experience as a cancer
survivor or family member of a cancer patient, it is anticipated that you will enhance scientific
merit review of these types of research applications by increasing attention to outcomes and
patient issues. This allows those who are ultimately affected by advances in cancer research to
contribute to the decisionmaking process. Thank you for agreeing to participate in this very
important process. Your views will be welcomed and respected.

Division of Extramural Activitiess NCI, NIH
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The NCI and Ilts Research Programs

NCI Mission

The National Cancer Institute is committed to dramatically lessening the impact of cancer. The
NCI is the primary means of support for America’s cancer research enterprise, whether in its
own laboratories or in our Nation’s research universities. The NCI is dedicated to the under-
standing, diagnosis, treatment, and prevention of cancer for all people and works toward this
goal by providing vision to the Nation as well as leadership and support for both domestic and
international NCI-funded researchers. The NCI also works to ensure that research results are
applied in clinical practice and public health-related programs to reduce the burden of cancer
for all populations.

Within this framework, NCI researchers work to more fully integrate discovery activities
through interdisciplinary collaborations; accelerate development of interventions and new
technology through translational research; and ensure the delivery of these interventions for
application in the clinic and public health programs as state-of-the-art care for all those in need.

History and Organization

The NCI was established under the National Cancer Act of 1937, and is the Federal Govern-
ment’s principal agency for cancer research and training. The National Cancer Act of 1971
broadened the scope and responsibilities of the NCI and created the National Cancer Program
to expand existing scientific knowledge on cancer cause, prevention, and control, as well as on
the diagnosis, treatment, and rehabilitation of cancer patients.

Over the years, legislative amendments have maintained NCI’s authorities and responsibilities
and added new information dissemination mandates as well as a requirement to assess the
incorporation of state-of-the-art cancer treatments into clinical practice. The NCI coordinates
the National Cancer Program, which conducts and supports research, training, health informa-
tion dissemination, and other programs with respect to the cause, diagnosis, prevention, and
treatment of cancer, rehabilitation from cancer, and the continuing care of cancer patients and
the families of cancer patients.

Specifically, the NCI:

e Supports and coordinates research projects conducted by universities, hospitals, research
foundations, and businesses throughout this country and abroad through research grants and
cooperative agreements.

® Conducts research in its own laboratories and clinics.
e Supports education and training in fundamental sciences and clinical disciplines for partici-

pation in basic and clinical research programs and treatment programs relating to cancer
through career awards, training grants, and fellowships.

The NCI and Its Research Programs 1
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® Supports research projects in cancer prevention and control.
® Supports a national network of cancer centers.

® Collaborates with voluntary organizations and other national and foreign institutions engaged
in cancer research and training activities.

® Encourages and coordinates cancer research by industrial organizations with a particular
capability for programmatic research.

® Collects and disseminates comprehensive information on cancer.

® Supports construction and renovation of laboratories, clinics, and related facilities necessary
for cancer research through the award of construction grants.

® Forms partnerships and engages in collaborations with other government agencies and indus-
trial organizations to leverage and advance cancer research.

All of these activities are focused on three key components required for a strong cancer research
enterprise: (1) capitalizing on scientific opportunities; (2) targeting specific public health needs;
and (3) maintaining a strong research infrastructure and building capacity for the future.

For more information on a broad range of programs and activities supported by the NCI,
please visit: http://cancer.gov.

The current NCI organizational structure is shown in Figure 1. The Office of the Director serves
as the focal point for the National Cancer Program with advice from several external advisory
groups that include the President’s Cancer Panel, the National Cancer Advisory Board, the Board
of Scientific Advisors, the Boards of Scientific Counselors, the Clinical Trials and Translational
Research Advisory Committee, and the Director’s Consumer Liaison Group. In addition, the
actual functions of the Institute are performed by NCI Divisions, Offices, and Centers.

2 The NCI and Its Research Programs


http://cancer.gov

SUDAZOL] Youvasay SIT puv [DN Y],

Figure 1. The National Cancer Institute*
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Figure 1. The National Cancer Institute (continued)
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Overview of NCI Research Programs

NCl-sponsored investigator-initiated research takes place in three settings: the laboratory, the
clinic, and the community. In the laboratory, research is pursued on the biology of cancer, the
fundamental properties of cancer-causing agents and processes, and the body’s defense against
and response to cancer. In the clinic, patient-oriented research is carried out in the areas of pre-
vention, detection, diagnosis, treatment, and rehabilitation. In the community, population-based
research is carried out on the causes, risks, predispositions, incidence, and behavioral aspects of
cancer. Figure 2 shows the progression from the results of research through dissemination to
application in the community.

Figure 2. Progression From Cancer Research to Applications in the Community

Research Settings
Cancer Patients

General Public

. Health Care Providers
Population Disseminate

and Communicate
Research Results Academic and Private
Organizations

Research Areas

* Biology

¢ Risk

¢ Intervention
Prevention, Detection, Diagnosis,
Treatment, Survivorship

e Cancer Control

Government

The diagram shows a progression from the results of research
through dissemination to application.

The NCI supports intramural and extramural research as described in the sections that follow.

Intramural Research

Research performed by NCI employees at the NIH is called Intramural Research. The NCI
Intramural Research Program (IRP) consists of the Center for Cancer Research (CCR) and the
Division of Cancer Epidemiology and Genetics (DCEG), and is dedicated to a comprehensive
understanding of cancer. IRP Government scientists, research fellows, and visiting scientists from
around the world conduct basic, clinical, population-based, and prevention studies. They also
collaborate with national and international investigators in academia and in the biotechnology
and pharmaceutical industries to help expedite the application of new knowledge for the devel-
opment and delivery of products that will benefit human health.

The NCI and Its Research Programs 5
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Extramural Research

Investigator-initiated extramural research is proposed and conducted by non-Government sci-
entists in laboratories and clinical facilities throughout the country. This is the most important
component of NCI's research program; nearly two-thirds of the Institute’s budget is devoted to
extramural research project grants as well as research and development contracts.

Five extramural research Divisions, four Centers, and two Offices monitor and administer NCI's
extramural grant and contract research activities: the Division of Cancer Biology (DCB); the
Division of Cancer Control and Population Sciences (DCCPS); the Division of Cancer Preven-
tion (DCP); the Division of Cancer Treatment and Diagnosis (DCTD); the Center for Strategic
and Scientific Initiatives; the Center to Reduce Cancer Health Disparities; the Small Business
Innovation Research (SBIR) Development Center; the Center for Cancer Training; the Office

of HIV and AIDS Malignancies; and the Office of Cancer Centers. The Division of Extramural
Activities (DEA) coordinates the development of new funding initiatives, administers the review

of grants and contracts, codes and tracks NCI extramural research, and manages the functions of
the National Cancer Advisory Board (NCAB) and the Board of Scientific Advisors (BSA).

Collectively, NCI extramural research project grants and contracts fund the full range of basic,
clinical, and population-based studies and strive for a “balanced” portfolio of research in biology,
cancer etiology, behavior, epidemiology, cancer control, cancer prevention, cancer detection, cancer
diagnosis, and cancer treatment, as well as long-term survival/survivorship, rehabilitation, and end-
of-life issues. This balance must include attention to all of the distinct diseases collectively referred
to as cancer and to all of the various populations that experience these diseases differently.

It also is critical to link the various pieces of the national cancer research effort through trans-
lational research. Translational research bridges the gap between basic laboratory research and
application of new findings to applied settings involving patients and populations. This inter-
disciplinary approach involves the bi-directional exchange of results between basic and clinical
science and is the cornerstone of extramural research to ensure progress against cancer.

Clinicg,

Translational
Research

We have asked you to participate in the peer review of extramural applications that
support clinical and population-based research and career development and train-
ing by grant or cooperative agreement mechanisms described on the following pages.

6 The NCI and Its Research Programs
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Grants and Cooperative Agreements

Research grants and cooperative agreements are used by the NCI to provide Federal financial
assistance to stimulate and support extramural clinical and population-based research by Can-
cer Centers, Cooperative Groups, Specialized Programs of Research Excellence (SPOREs), and
Program Projects. A grant provides funds to an investigator to perform approved activities with
little or no Government involvement. Cooperative agreements are grants in which the NCI and
extramural scientists/clinicians work together during performance of the research. Under the
cooperative agreement mechanism, the NCI and the extramural community share the responsi-
bility for ensuring that the best and most important clinical research is conducted.

Grants are used when: (1) no substantial programmatic involvement is anticipated between the
NCI and the recipient during performance of the financially assisted activities, thus allowing the
recipient freedom of action in carrying out the independent research project; and (2) there is

no expectation on the part of the NCI of a specified service or end product for use by the NCI
other than generating knowledge that moves cancer research and the mission of the NCI forward.

® The P30 Cancer Center Support Grant provides support primarily for the research infra-
structure of an active and unified center for the purpose of consolidating and focusing
cancer-related activities, increasing research productivity, promoting shared use of research
resources and improved quality control, stimulating and promoting transdisciplinary and col-
laborative research, and increasing the rate at which research discoveries are translated into
medical benefits. The NCI Cancer Centers are funded by the P30 grant mechanism.

® The P50 Specialized Center grant supports the full range of research and development
from very basic to clinical for a multidisciplinary research group of investigators focused on
a common research topic. Applications may include individual projects, shared resources,
training components, and developmental funds. Specialized Programs of Research Excellence
(SPOREs) are funded by the P50 grant mechanism. The SPOREs conduct translational
research focused on an organ-specific human cancer (e.g., breast cancer) or a highly related
group of human cancer types (e.g, gastrointestinal cancers).

® The POl Program Project Grant supports an integrated, multiproject research approach
involving a number of independent investigators who share knowledge and common
resources. This type of grant has a defined central research focus involving several disciplines
or several aspects of one discipline. Each project must contribute or be directly related to
the common theme of the total research effort, thus forming a system of research activities
and projects directed toward a well-defined research program goal.

® The traditional RO1 Research Project Grants are investigator-initiated grants that support
discrete, specified, circumscribed projects to be performed by named investigators in areas
representing their specific interest and competencies.

® The R03 Small Grant provides limited funding for a short period of time to support a
variety of types of projects, including: pilot or feasibility studies, collection of preliminary
data, secondary analysis of existing data, small, self-contained research projects, development
of new research technology, etc.

The NCI and Its Research Programs 7
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The Career Development Grant supports scientists and clinicians who wish to develop or
enhance a career in biomedical research; activity codes are in the K series of grant mechanisms.

Cooperative Agreements are used when: (1) substantial programmatic involvement is antici-
pated between the NCI and the recipient during the performance of the research activities;
and (2) the applicant responds to a specific NCI announcement for cooperative agreements and
must tailor the application to the announcement requirements.

The U10 Clinical Research Cooperative Agreement supports prospective clinical research
activities utilizing patient volunteers to assess the effect and value of various treatment
modalities. Because the clinical resources necessary for the conduct of a major clinical trial
often are not available at a single institution, a cooperative study is started that involves
investigators in several institutions following common protocols. The NCI Clinical Trials
Cooperative Groups and the Cancer Community Oncology Program (CCOP) are funded

by U10 cooperative agreements.

The U54 Cooperative Agreement may support any part of the full range of research and
development from very basic to clinical. These differ from program projects in that they

are usually developed in response to an announcement of the programmatic needs of an
Institute or Division and subsequently receive continuous attention from its staff. Centers
also may serve as regional or national resources for special research purposes, with funding
component staff helping to identify appropriate priority needs. The Comprehensive Minority
Institution/Cancer Center Partnerships are funded by U54 cooperative agreements.

For new, expanded, and/or high-priority programs, the NCI may encourage the submission of
research applications through the use of the following mechanisms:

Program Announcements (PAs) describe continuing, new, or expanded program interests for
which grant or cooperative agreement applications are invited. Funds may or may not be set

aside for PAs.

Requests for Applications (RFAs) are issued to invite grant or cooperative agreement
applications in a well-defined scientific area to stimulate activity in areas of high NCI pro-
grammatic priority. RFAs usually are one-time-only competitions with a specified set-aside of
funds designated to make awards.

The Grant/Cooperative Agreement Process and Participants

Grants and cooperative agreements are awarded to nonprofit and for-profit organizations,
institutions of higher education, hospitals, research foundations, governments and their agen-
cies, and, occasionally, individuals.

The Principal Investigator (PI), or Project Director/Principal Investigator (PD/PI) is defined
as the individual(s) judged by the applicant organization to have the appropriate level of
authority and responsibility to direct the project or program supported by the grant. The
applicant-grantee institution may designate multiple individuals as PDs/PIs who share the
authority and responsibility for leading and directing the project, intellectually and

The NCI and Its Research Programs
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logistically. Each PD/PI is responsible and accountable to the applicant organization or, as
appropriate, to a collaborating organization, for the proper conduct of the project or
program including the submission of all required reports. When Multiple PIs are proposed,
NIH requires identification of one PI who will be designated as the “Contact PI.” The
Contact PI will be responsible for communication between the Pls and the NIH, but has no
special authorities or responsibilities within the project leadership team.

® The applicant-grantee institution is in turn legally responsible and accountable to the NIH
for the performance and financial aspects of the grant-supported activity. In applying for
grant support, the applicant institution agrees to administer any grant awarded in accordance
with all the regulations and current policies that govern the research grant programs of the

NIH.

® The multiple steps in the grants/cooperative agreement process including application devel-

opment, submission, peer review, negotiation, funding selection, and grant management are
shown in Figure 3.

Figure 3. Overview of the NIH/NCI Grants/Cooperative Agreement Process
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For more information on the grants process and related activities, please visit the Grants Admin-
istration Branch Web Site at http://www?3.cancer.gov/admin/gab/.

The NCI and Its Research Programs 9
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Contracts

The NCI uses the contract mechanism to acquire cancer research and development efforts

and other resources or services needed by the Federal Government. In contrast to grant and
cooperative assistance mechanisms, which are used to support and stimulate research, contracts
are a procurement mechanism and are used when the principal purpose of the transaction is

to acquire a specific service or end product for the direct benefit of, or use by, the NCI. The
remainder of this publication deals only with grants and cooperative agreements because these
are the mechanisms used to fund extramural clinical and population-based research and career
development and training, which you will be involved in evaluating through peer review.

Oversight of Research Programs
The NCI maintains several advisory and operational groups for oversight of its scientific programs.

National Cancer Advisory Board (NCAB). NCI’s principal advisory body is the Presidentially
appointed National Cancer Advisory Board (NCAB). The Board advises and makes recom-
mendations to the NCI Director on all issues related to the entire National Cancer Program and
provides a second level of review for grant applications referred to the NCIL

Board of Scientific Advisors (BSA). The BSA, composed of distinguished scientists from outside
the NCI and representatives from the consumer advocacy community, advises the NCI leader-
ship on the progress and future direction of the Institute’s Extramural Research Program. The
BSA periodically evaluates Institute-awarded grant, cooperative agreement, and contract pro-
grams, and reviews ideas for new research solicitations to ensure that a concept is meritorious
and consistent with the Institute’s programs.

Boards of Scientific Counselors (BSC). The BSC for Clinical Science and Epidemiology and
the BSC for Basic Sciences advise the Institute leadership on the progress and future direction
of NCI's Intramural Research Program. These groups of scientific experts from outside the NCI
evaluate the performance and productivity of NCI intramural staff scientists through periodic
site visits to intramural laboratories, and provide evaluation and advice on the course of intra-
mural research programs.

Clinical Trials and Translational Research Advisory Committee (CTAC). The CTAC is com-
posed of distinguished clinicians and scientists engaged in a broad spectrum of clinical trials.
The Committee provides broad scientific and programmatic advice and recommendations on
the conduct, oversight, and implementation of intramural and extramural NCI clinical trials. In
addition, the Committee makes recommendations regarding the effectiveness of NCI's trans-
lational research management and administration program, including needs and opportunities
across disease sites, patient populations, translational developmental pathways, and the range of
molecular mechanisms responsible for cancer development. The Committee will advise on the
appropriate magnitude for dedicated translational research priorities and recommend allocation
of translational research operations across organizational units, programs, disease sites, popula-
tions, developmental pathways, and molecular mechanisms. The Committee will ensure that
appropriate emphasis is placed on rare cancers, medically underserved populations, and histori-
cally lower resourced pathways to clinical goals.

10 The NCI and Its Research Programs
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The goal is to foster an open, collaborative system involving all the critical stakeholders in the
prioritization process, bringing diverse institutions and individuals together into an integrated and
efficient, but innovative and responsive effort, thus moving discoveries to benefit cancer patients.

NCI Initial Review Group (IRG). The IRG, composed of six chartered subcommittees, reviews
grant and cooperative agreement applications for cancer centers, cooperative group research
projects, and research training and career development activities in the areas of cancer cause,
prevention, diagnosis, and treatment relating to all facets of cancer. Members may be appointed
as standing committee members with overlapping terms of up to 4 years or as “temporary”
members with all the rights and obligations of committee membership, including the right to
vote on recommendations in which the individual fully participated as a reviewer for a specific
meeting. Consultants also may be invited to serve as special experts or ad hoc members to
provide information or advice. These individuals generally serve on site visit teams, providing
critical information to the chartered advisory committees responsible for initial peer review.

NCI Special Emphasis Panels (SEPs). The SEPs advise the Director, NCI, and the Director,
DEA, regarding research grant and cooperative agreement applications, and contract proposals
of special relevance to the NCI. Membership of an SEP is fluid, with individuals designated to
serve for individual meetings rather than for fixed terms. These individuals have all of the rights
and obligations of committee membership, including the right to vote on recommendations.

NCI Executive Committee. The NCI Executive Committee, which includes NCI division and
center directors and other key senior NCI advisors to the NCI Director meets regularly to make
major policy, funding, and operating decisions for the Institute.

Advisory Committee to the Director (ACD). The ACD serves as the official channel through
which findings and recommendations of various planning and advisory groups are submitted to
the NCI leadership for consideration.

Director’s Consumer Liaison Group (DCLG). In 1997, the NCI established the first all-
consumer advisory committee at the NIH. The Director’s Consumer Liaison Group (DCLG)
consists of 16 consumers selected through a national nomination process. This diverse group
represents the face of cancer consumer advocacy across the United States. The three-fold pur-

pose of the DCLG is to:

® Serve as a primary forum for discussing issues and concerns and exchanging viewpoints that
are important to the broad development of NCI program and research priorities from a
consumer perspective,

e Help develop and establish processes, mechanisms, and criteria for identifying appropriate
consumers to serve on a variety of NCI program and policy committees, and

® Establish and maintain strong collaborations between the NCI and the cancer advocacy
community to reach common goals.
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For more information on advisory groups, please visit the NCI Advisory Boards’ Web Page at:
http://deainfo.nci.nih.gov/advisory/boards.htm.

Community Input Into Research Programs

Input from the community is very important to the NCI. To strengthen relationships and
cooperation with the cancer community, the NCI has established the Office of Advocacy Rela-
tions (OAR). Throughout the Nation, hundreds of cancer advocacy and outreach organizations
provide education and support to their communities. The OAR is NCI’s central point of contact
with these national advocacy organizations and, through them, the community-based groups.
The OAR engages the advocacy and NCI communities in dialogue about cancer research oppor-
tunities and priorities to advance progress and improve outcomes. The OAR maintains ongoing
communications and information exchange between the national cancer advocacy organizations
and the NCI, encourages input and feedback from these organizations, and cooperates and
collaborates with these groups in areas of mutual interest. The office serves as a catalyst and
resource to link consumers with NCI programs, working groups, and advisory committees, and
helps integrate consumer representatives throughout the NCI. The OAR, in cooperation with
the DCLG, created the Consumer Advocates in Research and Related Activities (CARRA) Pro-
gram so that the consumer perspective can be incorporated into NCI programs and activities.
The CARRA program, in cooperation with the DEA, holds orientation and training meetings
for consumers interested in serving as reviewers. For more information on NCI liaison activities,
please visit: http://advocacy.cancer.gov/.

Support for Clinical Research

Clinical research, or research conducted with cancer patients or those at risk of the disease, is
one of the cornerstones of the NCI research program. Conducting clinical trials is a critical step
in establishing the best possible means of preventing, diagnosing, detecting, and treating specific
cancers. Recently, to enhance the process, the NCI established the Clinical Trials and Transla-
tional Research Advisory Committee (CTAC). Clinical trials allow the NCI to assess the ability
of new cancer treatments and procedures to increase patient survival and to improve quality of
life. NCI's Cancer Centers, Cooperative Groups, Community Clinical Oncology Program, and
Specialized Programs of Research Excellence (SPOREs) provide support for the translation of
basic research findings from the laboratory into new preventive interventions, diagnostic tools,
and treatments, and also are where these findings are first tested for safety and effectiveness.
Hundreds of clinical trials are supported through these and other research programs, such as
program project grants.

Ensuring Diversity in Clinical Trial Participation

Ensuring participation in clinical research, particularly among women and members of
special underserved population groups, is a high priority for the Institute. Several programs
help ensure that all populations are well represented. The Minority-Based Community Clinical
Oncology Program, begun in 1990, has been successful in accruing minority cancer patients

to trials and allows for studies in minority populations that may lead to better understandings
of the disease process. Grant programs have been established to support research on ways to
include more women and minority participants in cancer prevention and screening studies. The
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Institute also has funded a number of conferences aimed at sharing current information and
strategies to increase and maintain its good record of gender and minority accrual to clinical
trials. For more information, please visit: http://prevention.cancer.gov/programs-resources/
programs/ccop.

Clinical Trials

Before a clinical trial of a promising new chemopreventive agent, diagnostic procedure, or treat-
ment can be launched, the agent must undergo rigorous preclinical laboratory testing to prove
that it may be beneficial to patients and will be safe to use during testing. The results of the
preclinical evaluation must be submitted for approval to the U.S. Food and Drug Administration
(FDA) in the form of an Investigational New Drug (IND) application before a clinical trial can
commence. Only then can the researchers recruit volunteers to participate.

Strict entry criteria are developed to help identify patients who are best suited for the trial.
Clinical trials are designed to answer specific scientific questions. Clinical trials generally are
conducted in three phases:

® Phase I. These are small trials designed to tell researchers how best to administer the new
intervention and, in studies of new agents, the optimal dose of the drug to give to achieve
an anticancer effect while minimizing possible side effects.

® Phase II. Using a small number of people, these studies determine if the treatment, delivered at
the optimum dose, destroys or prevents cancer and against what types of cancer it works best.

® Phase III. Once a therapy has been proven to have an anticancer effect and be safe, it then
moves to a Phase III trial to compare the effectiveness of the new therapy with a standard
therapy. Phase III trials are often large and may include hundreds or thousands of people
from across the country.

As each phase of testing is completed, the data collected are analyzed and the results published.
Based on this analysis, the researchers determine whether the agent or procedure is showing
enough of a benefit to continue testing. Once a trial has successfully completed these three
phases of testing, a New Drug Application (NDA) is submitted to the FDA. The testing and
approval process can take many years; however, it can sometimes be accelerated, particularly if
the agent or procedure is beneficial for patients with a form of cancer that has few treatment or
prevention options. Occasionally, additional trials (called Phase IV trials) are conducted after the
approval of the drug to provide longer term safety data or to collect new types of information,
such as quality-of-life assessments. For more information, please visit: http://www.cancer.gov/
clinicaltrials/.

Cancer Centers Program

Sixty-five research-oriented institutions throughout the Nation have been designated NCI-
supported Cancer Centers in recognition of their scientific excellence. The Centers are key
partners in NCI's efforts to speed the process of discovery and bring the benefits of cancer
research directly to the public. Located throughout the country, each Clinical Cancer Center is

The NCI and Its Research Programs 13


http://prevention.cancer.gov/programs-resources/programs/ccop
http://prevention.cancer.gov/programs-resources/programs/ccop
http://www.cancer.gov/clinicaltrials/
http://www.cancer.gov/clinicaltrials/

THE NCI CONSUMERS' GUIDE TO PEER REVIEW

a hub of cutting-edge research, high-quality cancer care, and medical education for health care

professionals and the general public alike.

When an institution meets the rigorous competitive standards to become an NCI Cancer Cen-
ter, it is awarded a Cancer Center Support Grant (CCSG). These funds enable the institution
to coordinate multidisciplinary approaches to research questions, to gain access to the most
advanced research technologies, and to take rapid advantage of new research opportunities.
Support for the Cancer Centers helps to ensure a close association between state-of-the-art
research and state-of-the-art care activities within the institution. It also allows each Center to
develop key collaborations with industrial, community, and state health organizations, and link
the research capabilities and expertise of scientists within the institution to problems of cancer
incidence and mortality in their communities and regions. To be chosen as a Comprehensive
Cancer Center, a Center must demonstrate significant scientific strength in basic, clinical, and
population studies and strong interdisciplinary collaboration. Comprehensive Cancer Centers
also must have in place effective cancer education and outreach activities for the regions and
communities they serve.

Traditionally, Cancer Centers have had broad scientific bases, and most have been developed
within a single institution. Recent changes in the program, however, are enabling the planning
of new consortia of institutions, often linking free-standing clinical and academic centers with
community hospitals, forming networks with tremendous research strength and the ability to
deliver quality care in a managed care environment. In addition, Cancer Centers now may have
more focused scientific agendas. For example, some Centers are focusing on population sciences
and others are concentrating on translational research opportunities within a specific scientific
discipline, such as immunology. Overall, such changes in the Cancer Centers program promise
to increase the scientific versatility, translational research capabilities, and geographic distribu-
tion of NCI-supported Cancer Centers. For more information, please visit: http://cancercenters.
cancer.gov.

Clinical Trials Cooperative Group Program

The sheer number of different types of cancers and the biological complexity of individual
cancers make the process of efficiently identifying and evaluating new anticancer or new treat-
ment strategies particularly challenging. To test potential intervention advances in patients
more rapidly, the NCI maintains the Clinical Trials Cooperative Group Program, a national
network consisting of a number of consortia (cooperative groups) that seek to define the key
unanswered questions in cancer and then conduct clinical trials to answer them. The program
conducts and promotes clinical trials in cancer prevention, early detection, and treatment, and
explores issues concerning quality of life and rehabilitation during and after treatment for can-
cer. Cooperative Groups consist of researchers at separate institutions affiliated with the Groups,
who jointly develop and conduct cancer treatment clinical trials in multi-institutional settings.
Cooperative Groups frequently work together to conduct large-scale clinical trials, particularly
when the cancer in question is so rare that one group working alone would be unable to accrue
enough patients to conduct a meaningful study. Administered by Cancer Therapy Evaluation
Program staff, they are a major component of the extramural research effort of the Division of
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Cancer Treatment and Diagnosis, NCI. This kind of cooperation makes it possible to central-

ize administration and data collection for trials taking place at a large number of sites all over
the country in the Group Headquarters and Data Management Offices. Current Cooperative
Groups differ in structure and research organization, but they share the common purpose of
developing and conducting large-scale trials in multi-institutional settings. Many new anticancer
drugs are tested in patients for the first time under NCI Investigational New Drug (IND) spon-
sorships through the Cooperative Group Program. The Cooperative Group Program involves
more than 1,700 institutions that contribute patients to group-conducted clinical trials. Thou-
sands of individual investigators also participate in NCI-supported cooperative group studies.
Almost 200 investigational agents or treatment strategies, ranging from new chemotherapy drugs
and cancer vaccines to agents that prevent tumor blood vessel development (angiogenesis), are
currently being studied under NCI INDs. Approximately 22,000 new patients participate in
Cooperative Group clinical trials each year, principally in large Phase III trials that help establish
the state of the art for cancer therapy. Thousands of individual investigators participate in Coop-
erative Group protocols. For more information, please visit: http://www.cancer.gov/cancertopics/
factsheet/NCI/clinical-trials-cooperative-group.

Community Clinical Oncology Program (CCOP)

The Community Clinical Oncology Program is a network that provides the infrastructure to
link community cancer specialists and primary care physicians with clinical Cooperative Groups
and Cancer Centers. In addition, CCOPs support scientific development and the implement-
tation of ongoing cancer prevention, control, and treatment clinical trials among community
Cooperative Group members and Cancer Centers. This network enables individuals to partici-
pate in state-of-the-art clinical research trials at community hospitals without the added burden
of traveling to a distant site. By increasing the number of patients and physicians who can
participate in clinical trials, the program helps in the transfer of the latest research findings to
the community. For more information, visit: http://prevention.cancer.gov/programs-resources/
programs/ccop.

Specialized Programs of Research Excellence (SPOREsS)

SPORE awards focus on research that is designed to convert novel ideas with the potential

to reduce cancer incidence and mortality, improve survival, and improve quality of life into
interventions that can help people with cancer or people at risk. Laboratory and clinical scien-
tists work collaboratively to plan, design, and implement interdisciplinary translational research
programs that impact on cancer prevention, detection, diagnosis, treatment, and control. NCI-
designated Cancer Centers and other research institutions are eligible to compete for SPORE
awards through specialized Center grants. The NCI currently funds SPOREs at a variety of insti-
tutions for: breast, prostate, lung, ovarian, gastrointestinal, genitourinary, gynecologic, leukemia,
myeloma, pancreatic, brain, skin, head and neck cancers, and lymphomas. For more information,
please visit: http://spores.nci.nih.gov.
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