
By Kirsten Boyd Goldberg
NCI Director Harold Varmus said the institute needs to rethink 

everything it does, emphasizing research that leads to answering “provocative 
questions,” and reducing or eliminating programs that aren’t excellent.

 “We are dealing with a difficult economic situation in this country, 
and budgets are going to be tough,” Varmus said at a Nov. 1 meeting of the 
NCI Board of Scientific Advisors. “I want to be sure that everything we do 
is being done at a very high level.”

Varmus arrived to lead NCI on July 12, having been appointed earlier 
in the year by President Obama. He took over the $5.1 billion institute after 
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Varmus: NCI Needs To Rethink, Review;
Programs Must Be “At A High Level”

Cancer Prevention:
 HHS Proposes Stronger Health Warnings
 On Cigarette Packages And Advertisements

U.S. Department of Health and Human Services unveiled a new 
comprehensive tobacco control strategy that includes proposed new bolder 
health warnings on cigarette packages and advertisements.

Once final, these health warnings on cigarettes and in cigarette 
advertisements will be the most significant change in more than 25 years.  
These actions are part of a broader strategy that will help tobacco users quit 
and prevent children from starting.

“Every day, almost 4,000 youth try a cigarette for the first time and 
1,000 youth become regular, daily smokers,” said HHS Secretary Kathleen 
Sebelius. “Today marks an important milestone in protecting our children 
and the health of the American public.”

The strategy includes a proposal issued by FDA titled “Required 
Warnings for Cigarette Packages and Advertisements.” Specifically, the 
proposed rule details a requirement of the Family Smoking Prevention 
and Tobacco Control Act that nine new larger and more noticeable textual 
warning statements and color graphic images depicting the negative health 
consequences of smoking appear on cigarette packages and in cigarette 
advertisements.  The public has an opportunity to comment on 36 proposed 
images through Jan. 9.    

By June 22, FDA will select the final nine graphic and textual warning 
statements after a comprehensive review of the relevant scientific literature, 
the public comments, and results from an 18,000 person study.  Implementation 
of the final rule (Sept. 22, 2012) will ultimately prohibit companies from 
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it had been led for eight years by Bush administration 
appointees.

Varmus encouraged the BSA to review NCI 
proposals and programs with a critical eye. “I want you 
to tell me when something is not as good as you think 
it could be, and whether there are other, better ways for 
us to spend our money,” Varmus said. “That’s certainly 
what I’ve been thinking about since I’ve gotten here, and 
that’s what I want you all to think about as well.”

The first large program Varmus identified for 
review is the NCI’s Cancer Bioinformatics Grid, or 
caBIG, begun in 2004 to create computing modules 
that researchers and cancer centers could use to connect 
and access data.

Varmus asked the BSA to establish a working 
group to review the program, which the board did on a 
unanimous vote. The chairman of the working group is 
BSA member Andrea Califano, director of the Columbia 
Initiative in Systems Biology, director of the Columbia 
Genome Center, and professor of system biology at 
Columbia University.

“There are many things that can be evaluated at 
NCI,” Varmus said. “Some things are large budget items 
that come to my attention, because people say things 
could be better. And one thing that has come to my 
attention is caBIG, which has obviously done a good 
job, but issues have been raised. I would like this group 

to spend time looking at what caBIG is intended to do, 
if it’s useful, whether the sizing of the operation is right, 
and doing a lot of phone calling to people in the larger 
community. Give all of us an assessment whether this 
is being done in the best possible way.” 

Varmus asked the working group to submit its 
report in early 2011. “I’m also very receptive to any 
suggestions you may have for topics that we perhaps 
ought to subject to slightly higher degree of scrutiny, to 
make these initiatives work better or to consider cutting 
back resources so we will have a little bit more money” 
for other research, he said.

In his remarks, Varmus said cancer researchers 
are making progress. “I see lots of good things going 
on at the NCI at the moment,” he said. “There is a lot 
more to do. It’s a great time to be thinking about cancer 
research, because the tools are there and the problems 
persist, and we’ve had some successes, and if you think 
about the great trajectory of what’s happened over the 
last 30 or 40 years in cancer research, you can see that 
we are making serious progress.

“We are trying to create a world in which we know 
a lot more about how cells work,” he said. “We need 
to recast the way in which we think about what we are 
trying to do at the NCI. It is not a simple ground war. 
This is an effort to understand the way cells function so 
that we deal with cells when they misbehave.”

“Provocative Questions”
The BSA, which reviews NCI concepts for 

Requests for Applications, had an agenda for the Nov. 
1 meeting that was a half-day shorter than the usual 
practice under Varmus’s predecessors. That, said 
Varmus, was by design.

“I tend to favor initiatives that are developed in 
a way that allows our investigators to address deep 
biological questions that will change the way we think 
about cancer,” he said to the board. “I am much less 
interested in creating new organizations, or trying to 
interest people who practice new technologies to come 
in and practice their technology with NCI money.

“This will no doubt influence the way in which 
RFAs are constructed,” he said. 

Some proposals didn’t make it through the 
Scientific Program Leaders, a subset of what used to be 
the Executive Committee. [“The Executive Committee 
was too big for my taste,” Varmus said. “It was separated 
into two units.”]

“It reflects my own reluctance to use set-aside 
funding unless I feel persuaded this is really good for 
cancer patients,” Varmus said.

BSA Working Group To Review
Cancer Bioinformatics Grid
(Continued from page 1)
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BSA member Bruce Stillman, president and CEO 
of Cold Spring Harbor Laboratory, noted that one 
advantage of RFAs is that they allow NCI to set up its 
own peer review committees, rather than having to go 
through the NIH Center for Scientific Review. NCI peer 
review committees are “better informed than CSR,” 
Stillman said. 

“You are touching on a nerve that we have already 
been touching,” Varmus said. The NCI Scientific Program 
Leaders group is discussing how the relationship with 
CSR might be improved, he said. “I don’t have a real 
answer, but I am concerned about having the peer review 
process drive what we are spending our money on.”

At his swearing-in ceremony on July 12, Varmus 
outlined what he then called the “Big Questions” 
initiative. It has since been renamed the “Provocative 
Questions Exercise.” 

“We don’t want anyone to think they are working 
on questions that are small,” Varmus explained. “But 
you can work on questions that are not so provocative. 
We know there are a lot of questions that are big that 
everybody knows are important: What are all the 
genomics changes found in a cancer cell? That’s a 
big question, but we are already pouring millions into 
that. 

“What I’m trying to do is draw attention to things 
we may not have recognized as being a big problem, 
or simply failed to pay attention to over the years,” he 
said. “The idea is to try to identify phenomenon that 
have potential for leading us to deeper understanding 
of how cells work and how cancer can be controlled, 
especially questions that may now with new technology 
be amenable to solution, and if so, would lead to 
something that could help us in our quest to treat or 
diagnose cancer more effectively.”

On Oct. 9, NCI hosted the initial meeting of a 
group charged with thinking about questions. The group 
decided that it needed to be larger to include wider 
representation of disciplines. NCI also is developing a 
website for public discussion to identify questions, and 
is planning a series of meetings over the next several 
months.

Some of the questions may be selected as topics 
for funding initiatives, Varmus said. 

“This might be a novel exercise to get us out of 
our rut,” he said.

“Particularly Tight” Budget Year
Since Congress hasn’t finalized the federal 

spending bills for fiscal 2011, which began Oct. 1, NIH 
is operating under a continuing resolution that provides 

last year’s appropriations level. 
NCI currently is paying its continuing non-

competitive Type 5 grants at 90 percent of full value, 
“the conservative position we traditionally take at this 
time of the year with a CR,” Varmus said. “We are trying 
to be cautious with everything else. This year is going 
to be particularly tight, because there is a little more of 
a commitment base than usual.”

NCI is receiving more grant applications than 
usual this year, because applications that didn’t receive 
the limited two-year funding under the American 
Recovery and Reinvestment Act are coming back in as 
R01 applications. 

“I’m trying to keep our options open, trying to 
create additional funding by squeezing programs that 
can be squeezed a bit,” Varmus said. “I would welcome 
any comments from any of you about how to do that.”

Varmus didn’t offer any grant funding payline data. 
“I want to get away from thinking too concretely about 
payline, because that’s a mistake,” he said. “I think, 
especially when things are very tight, I’d like us to be 
thinking about paying a considerable number of our 
grants by going down the priority scores, but we need 
to work with our program officers and be sure that we 
are developing a portfolio of grants that take advantage 
of novel ideas that might not have done so well in the 
peer review process, maybe a couple of points down 
from the arbitrary payline. 

“I’m trying to work this out, exactly where we 
decide to be reaching below a line, will depend on the 
budget process, but it’s not finished,” he said. “So let’s 
just play things conservatively at the moment and see 
where things work out.”

The president’s budget request for FY2011 for NCI 
was $5.26 billion. The Senate bill, S. 3686, passed by 
the full appropriations committee, provides the same 
amount. The House Subcommittee on Labor, HHS, 
Education passed an appropriations bill in July, but has 
not issued a report.

It is uncertain what the results of the mid-term 
election will mean for NIH appropriations.

Over the next month or two, NCI staff will be 
writing the institute’s annual “bypass budget,” or 
professional judgment budget, a special Congressionally 
mandated authority to make a case for more funding 
directly to members of Congress and the president, 
bypassing HHS and the Office of Management and 
Budget.

Varmus likened the bypass budget to an institutional 
annual report.

“I’m not so interested in the number we assign 
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to that as I am the narrative, because all of us who run 
institutions know, an annual report in an institution 
emphasizes accomplishments over the years, the 
successes in the last year, the immediate prospects for 
doing great things, plus long-range goals,” Varmus said. 
“The exercise can be done in a way that uses lively prose 
and dramatic examples of success, and makes the case, 
for a government organization like the NCI, as we would 
make for Cold Spring Harbor, or Broad Institute or any 
other organization represented around the table. 

“I am very interested in getting ideas from my 
colleagues at the NCI, from those of you in the extramural 
community, some high points that you think we should 
emphasize about things that happened in the last year 
or two, things you think are immediate prospects,” he 
said. “We will probably be organizing this in a temporal 
fashion, expressing the accomplishments of the long 
past, the recent past, things that can be done almost 
immediately if we were given more resources than we 
frankly expect to get, and some idea of our trajectory. 
If you have ideas about how to put that together, those 
would be most welcome.”

NCAB Working Group “Better Hurry Up”
The National Cancer Advisory Board earlier this 

year formed a working group to advise the new director 
on strategic priorities.

“That group is supposed to give me advice about 
how to run the NCI. They’d better hurry up,” Varmus 
said.

Varmus outlined other priorities he is working on 
“in the meantime,” including:

• NCI’s response to the Institute of Medicine report 
on the clinical trials cooperative group system. James 
Doroshow, director of the NCI Division of Cancer 
Treatment and Prevention, is working on the response 
and plans to report to the BSA at its next meeting, 
scheduled for March 1.

“Many of the things in that report were things that 
we were aware of as problems with the cooperative 
group system: not enough science in the trials, somewhat 
archaic organization that had historical explanations but 
wasn’t logically put together,” Varmus said. “I think you 
will find when Jim lays out the plan, which we hope he 
will be able to do at the next meeting of the BSA, that 
it will have the groups consolidated and rearranged in 
ways useful both scientifically and administratively.”

• A new directive in health reform act, creating the 
Cures Acceleration Network in NIH, with $50 million 
in funding for 2011. “How the Cures Acceleration 
Network will work as an NIH-wide enterprise, how this 

will dovetail with efforts underway at NCI and other 
large institutes to develop therapeutics, is in fruitful 
and intense discussion with Francis and several institute 
directors,” Varmus said. “I’m optimistic that we can do 
something quite useful.”

• Efforts underway at the Scientific Management 
Review Board, a group composed of some institute 
directors including Varmus, as well as external advisors, 
directed by the NIH Reauthorization Act of 2006 to 
look at the NIH organization. The SMRB is working 
on recommendations for funding the NIH Clinical 
Center, of which NCI is the largest user. One possible 
recommendation is to incorporate the Clinical Center’s 
budget into the NIH Office of the Director, Varmus 
said. 

The SMRB also is looking at how efforts to 
develop therapeutics and translational research are 
organized. Varmus said he is actively searching for a 
deputy director for clinical and translational research.

Recently the SMRB voted 12-3 to create a new 
institute devoted to addiction and substance abuse, while 
closing the National Institute on Drug Abuse and the 
National Institute on Alcohol Abuse and Alcoholism. 
The proposal requires action by the HHS secretary. 
The change would require NCI to reshuffle some of its 
tobacco research portfolio, Varmus said.

• The NCI intramural research program “is in 
good shape,” Varmus said. “One of the bright sides 
of the current funding difficulties is that some young 
investigators see the NIH as a good place to work with 
a stable budget. We have done very well in responding 
to the Board of Scientific Counselors and reducing the 
budgets of or closing laboratories of some existing NCI 
laboratories and bringing in some young people. But 
there is a long-standing difficulty in recruiting clinical 
investigators, especially in the middle and higher levels, 
and that has a lot to do with the salary structure for the 
NIH and the conflict of interest rules.”

Therefore, the intramural program is trying to 
recruit more clinical investigators at the junior level. 
NIH is planning a new program with foundation funding 
that would help bring young clinical investigators to 
NIH in a tenure-track position. It would also provide two 
years of support if the investigator decides to transition 
back to academia.

“This is a very attractive package, and I hope this 
will allow us to be more competitive than we have before 
in bringing clinical investigators here,” Varmus said. 
“This feeds into all the other clinical and translational 
efforts within the NIH to help ensure greater use of the 
Clinical Center.” 
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NCI Programs:
CCOP Wins Vote Of Confidence
From NCI Advisory Board

By Kirsten Boyd Goldberg
NCI advisors voted unanimously to approve the 

continuation of the Community Clinical Oncology 
Program for three years, and approved a first-year 
budget of $60.5 million for the program.

Components of the CCOP  are peer-reviewed every 
year, but up until now, the program had to seek board 
approval to issue its annual Requests for Applications 
for the CCOP groups, research bases, and minority-
based CCOPs.

The action by the NCI Board of Scientific Advisors 
at its Nov. 1 meeting may reflect new NCI Director 
Harold Varmus’s efforts to streamline meetings and 
simplify processes, but it is also a vote of confidence 
for the 27-year-old program that accrues patients from 
community settings to cancer prevention and treatment 
trials, and leads other research efforts in the community 
setting.

The CCOPs “have effectively linked the NCI 
cancer centers and the community,” said BSA member 
Victor Strecher, professor in the Center for Health 
Communication Research at University of Michigan. 
“The number of programs is impressive. The accrual of 
patients to studies is also very impressive. The program’s 
recent focus on survivorship is timely. There is no other 
NIH mechanism with a program of this scope.”

At its meeting, the BSA approved the reissuance 
of an RFA for the Preclinical Chemopreventive Agent 
Development Research Program, but limited the 
program to two years. Also, the board approved the 
continuation of the Childhood Cancer Survivor Study, 
which began in 1991.

Excerpted text of the concept statements follow:

Community Clinical Oncology Program 
Groups. Concept for an reissue RFA cooperative 
agreement, first year set-aside $14.3 million, estimated 
total cost $74.8 million. The proposed budget includes 
funds to cover the total costs for 14 renewal and 2 new 
CCOP applications. The project period for renewal 
applications is up to five years and up to three years for 
new applications. The fiscal year 2010 portfolio includes 
47 CCOP Groups in 28 states.

The Community Clinical Oncology Program 
network is a national program for conducting state-of-
the-art cancer clinical trials in community settings across 
the U.S. The CCOP network is a three-way partnership 

involving the NCI, peer-reviewed cancer centers and 
clinical cooperative groups (known as CCOP Research 
Bases), and local consortia of community hospitals and 
physicians (known as CCOP sites).

Established in 1983, the CCOP network initially 
conducted clinical trials to evaluate cancer therapies. 
In 1987, the scope expanded to include cancer 
prevention and control clinical trials which require a 
multi-institutional model for testing new interventions. 
Then in 1989, the Minority Based CCOP program 
was launched to increase racial and ethnic minority 
patients’ participation in clinical research and increase 
their access to the latest advances in cancer prevention, 
control, and treatment.

A CCOP group may be a single organization or a 
consortium of hospitals and private practices spanning 
one or multiple states. A CCOP group is required to accrue 
a minimum of 100 patients per year; however, a typical 
CCOP Group accrues between 200 and 300 patients per 
year to a variety of studies. The CCOP Group affiliates 
with multiple Research Bases to access a selection of 
NCI-approved cancer clinical trials. Currently, there are 
47 funded CCOP groups representing 340 hospitals and 
2,900 physicians. Twenty-five CCOP Groups have been 
continuously funded since 1983.

CCOP Groups have successfully enrolled patients 
to cancer clinical trials for the past 27 years with 
over 228,844 patients enrolled to NCI trials since the 
program’s inception. Approximately one-third of all 
patients accrued to NCI cooperative group trials come 
through the CCOP Groups. Community physicians 
participating through the CCOP network improve the 
quality of care for their patients and accelerate the 
diffusion of state-of-the-art treatment and prevention 
and control interventions to a wider segment of the U.S. 
population. These Groups make it possible for patients 
to participate in NCI research and receive quality care 
while remaining in their communities during treatment 
and subsequent follow-up.

CCOP Groups receive significant resources from 
their hospitals and physician practices to supplement 
their NCI funding. These resources represent, on 
average, an 80 percent match to NCI funding. Without 
this in-kind financial support many of the CCOP Groups 
would not be able to sustain the infrastructure required 
to address the regulatory, patient safety, and reporting 
requirements needed to participate in NCI’s cancer 
clinical trials.

The CCOP network provides a stable infrastructure 
for designing and conducting NCI-approved cancer 
prevention and control research. The program funds the 
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Research Bases to design and conduct cancer prevention 
and control clinical trials implementation through the 
CCOP network. The Research Bases perform a broad 
spectrum of research including chemoprevention, 
validation of biomarkers, screening and early detection, 
pain control, symptom management and quality of life. 
The cancer prevention and/or control scientific agenda 
of individual Research Bases is tailored to draw on 
the expertise of affiliated investigators and institutions 
as well as input from CCOP and MBCCOP sites on 
issues identified through caring for patients and their 
families.

The CCOP program is the largest network for 
conducting NIH supported prevention, symptom 
management and control clinical trials and is a 
key component of NCI’s overall clinical trials 
infrastructure.

The CCOP Group RFA solicits applications for 
the community accruing sites (i.e., CCOP Groups) that 
will accrue participants to clinical trials developed by 
the CCOP research bases. CCOP physicians will also 
collaborate with the CCOP research bases to design 
trials by providing the community perspective regarding 
studies of interest, feasibility of trial designs, and 
solutions to problems as they arise.

The community groups that successfully compete 
for a CCOP award must already have a significant 
infrastructure in place to handle the requirement to 
accrue at least 50 participants annually to prevention and 
control trials, and 50 to treatment trials. The factors that 
must exist to create such an infrastructure include: access 
to available patient populations; capacity to open trials, 
identify and accrue participants; mechanisms for human 
subject protection, procedures for data management 
and mechanisms for quality assurance; procedures for 
investigational drug monitoring; qualifications, training, 
and experience of the principal investigator or associate; 
institutional support, availability of multidisciplinary 
health professionals; organizational stability; adequate 
space and facilities; and a collaborative background.

 
Community Clinical Oncology Program 

Research Bases. Concept for an reissue RFA cooperative 
agreement, first year set-aside $42.6 million, nine 
awards, total cost $230.6 million over five years.

The CCOP Research Base RFA solicits applications 
to the network for CCOP Research Bases. NCI-supported 
clinical cooperative groups and cancer centers serve as 
Research Bases. The Research Bases design the research 
studies to address prevention and early detection of 
cancer, quality of life, symptom management and 

supportive care associated with cancer and its treatment. 
Their efforts are focused on the design of phase III 
clinical trials that are ready for implementation in a 
broader setting, such as communities served by CCOP 
sites. The emphasis on phase III trial design builds 
on the research efforts of their member and affiliate 
institutions which conduct the earlier phase clinical 
trials, in a more controlled environment. Research Bases 
also manage and analyze all data collected, monitor 
data quality and subject accrual, and report results. The 
Research Bases define key unanswered questions in 
cancer prevention and control clinical research. They 
conduct the trials with the overall goal of preventing 
cancer or mitigating the side effects of the cancers or 
the associated treatments.

The CCOP network through its Research Bases 1) 
serves as a vehicle for the design and conduct of phase 
III cancer prevention and control trials, 2) supports 
community participation in cancer treatment and 
prevention and control clinical trials, and 3) supports 
the scientific infrastructure for prevention and control 
research in the university member institutions of the 
cooperative groups and cancer center research bases.

Minority-Based Community Clinical Oncology 
Program Groups. Concept for a reissued RFA 
cooperative agreement, first year set-aside $3.6 million, 
6 awards, total set-aside $18.2 million over three to 
five years. The proposed budget includes funds to 
cover the total costs for five renewal and one new 
MBCCOP applications. The project period for renewal 
applications is up to five years and up to three years for 
new applications.

MBCCOP was begun in 1990 as a means to 
provide physicians and their patients access to NCI-
sponsored clinical trials in institutions and practices 
serving large racial and ethnic populations. Racial 
and ethnic minorities have increased incidence and 
mortality in a number of cancers and are regularly under-
represented in clinical research. During 2000-2009, 
14 to 21 percent of minority patients were enrolled in 
treatment trials, and 8 to 19 percent were enrolled in 
cancer control trials. A recent review of the literature 
on recruitment of minorities and underserved into 
cancer clinical trials found that opportunity (logistics, 
demographics, provider relationships, and lack of 
minority investigators) to participate in clinical trials 
is a significant barrier to enrollment. The consensus 
from over a decade of scientific agenda-setting and 
strategic planning is that increased participation of 
under-represented populations in all aspects of clinical 
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research is an important component to narrow the gaps 
in cancer health disparities.

Areas of research where minority involvement is 
especially needed include: correlative science studies 
to discover and validate biomarkers of risk; prediction 
of response to interventions and by the host in cancer 
prevention and control; symptom management trials; 
and treatment trials. The MBCCOP has become an 
important resource for investigators in: evaluating 
recruitment strategies; determining characteristics 
of cancers by current molecular and screening 
technologies; identifying relevant scientific questions 
about cancers which are common to minorities; and 
finding out how co-morbidities affect treatment and 
prevention outcomes.

The MBCCOP provides infrastructure to 
communities in which at least 40 percent of the newly 
diagnosed cancer cases are from minorities (defined 
by the Office of Management and Budget). The 16 
currently funded MBCCOPs are located in 12 academic 
centers, including one Historically Black Institution 
and one institution service exclusively pediatric and 
young adults; three county/city hospitals; one Veterans 
Administration hospital; and two community-based 
hospitals. The newly funded sites in fiscal 2010 are 
Queens Cancer Center and Boston Medical Center. 
Minorities comprise 51-67 percent of MBCCOP 
patients, and over 100 minority physicians participate 
in the program.

The MBCCOP is currently the only competitive 
peer-reviewed mechanism with a concentrated focus on 
minority accrual to both treatment and cancer prevention 
and control trials. MBCCOPs are reviewed annually 
for achievement of program goals and individual site 
productivity by NCI program staff.

The MBCCOP (1) provides support for expanded 
clinical research in minority communities; 2) brings 
the advantages of state-of-the-art treatment and cancer 
prevention and control research to minorities in their 
own communities; (3) increases the involvement of 
primary health care providers and their specialists in 
cancer prevention and control studies; (4) establishes 
an operational base for extending cancer prevention 
and control and reducing health disparities by reducing 
cancer incidence, morbidity, and mortality in minority 
populations; (5) examines select issues of MBCCOP 
performance (contributions to cooperative group 
Research Bases; national minority accrual and 
identification of successful approaches of recruitment); 
and, (6) serves as a training ground for scientists 
interested in research among special populations.

NCI DCP Cancer Preventive Agent Development 
Program: Preclinical Chemopreventive Agent 
Development Research Program. Reissue of an RFP, 
$16 million first year set-aside, 12 awards, total $84.9 
million over five years.

The Chemopreventive Agent Development 
Research Group (CADRG) will fund a prime contractor 
network to efficiently evaluate the chemopreventive 
activity of cancer preventive agents based on their 
efficacy in relevant animal models, and effects on 
molecular targets, provide a determination of organ 
specificity, and assess potential toxic effects and 
pharmacodynamic endpoints, and ultimately determine 
clinical promise.

The objectives of this contract program are:
• To identify and develop chemopreventive agents 

sequentially through a series of standardized efficacy 
and toxicological/ pharmacological tests to qualify them 
for prevention clinical trials.

• To characterize the effects of new cancer 
preventive agents on their defined molecular targets 
as well as on multiple endpoints associated with 
carcinogenesis (such as proliferation, apoptosis, growth 
factor expression, oncogene expression, and additional 
markers that may have been defined in preclinical 
studies.) Correlation of these effects with clinically-
relevant endpoints will be required. However, their 
correlation with a cancer endpoint can and should be 
observed in animal models.

• To develop information on blood levels at 
efficacious doses, potential combinations of agents, 
toxicity-lowering intermittent dosing regimens, alternate 
routes of exposure to increase efficacy and reduce 
toxicity, and to develop efficacy information to repurpose 
pharmaceutical drugs for cancer prevention.

The program will fund multi-institutional contracts, 
each of which will directly or via subcontract provide 
standardized testing of potential agents or agent 
combinations in different target organs or provide 
standard studies, and will facilitate the qualification of 
agents for clinical trials.

Childhood Cancer Survivor Study. Concept for 
a reissued RFA, limited competition. First year set-aside 
$4.38 million, total cost $21.9 million over five years, 
one award.

This concept proposal is intended to continue 
support for the CCSS, which was funded initially as 
a large investigator initiated R01 in 1991. The R01 
was converted to a U01 for review and coordination 
and was funded in 1993. The U01 was converted to a 
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Cancer Prevention:
HHS Strategic Plan Outlines
Tobacco Control Actions
(Continued from page 1)

U24 because of the nature of the proposed activities, to 
maintain a cohort of over 14,000 survivors of childhood 
cancer and to continue to collect and analyze information 
abot their health and psychological status on an ongoing 
basis. The U24 was funded in 1999 and 2004.

By coordinating a large-scale effort across multiple 
sites, the CCSS has contributed to the development of a 
national and even an international network of researchers 
interested in childhood cancer survivorship.

The purpose of the letter RFA is to continue support 
for the research and resource activities of the CCSS to 
identify high-risk cancer survivorship populations for 
latent effects and to quantify the magnitude of the risk 
they face; to develop data to guide the development 
of risk-based screening guidelines; to conceptualize, 
develop and tst interventions to prevent or minimize 
latent effects; to determine the long-term effects of 
cancer and its associated therapies in pediatric patients 
and develop screening to identify patients at risk and 
interventions.

Cooperative Groups:
SWOG Releases RFA For Use
Of Prostate Trials Biorepository

The RFA for the Southwest Oncology Group 
SELECT and PCPT biorepository is now available at 
www.swog.org. 

As the largest prostate cancer prevention trial 
ever undertaken, SELECT has assembled a substantial 
biorepository of specimens it is making available to the 
wider research community. The RFA for research using 
this biorepository is now open and details are available 
at swog.org/select or swog.org/pcpt.

The Selenium and Vitamin E Cancer Prevention 
Trial, or SELECT, was a phase III, double-blind, 
placebo-controlled 4-arm study of selenium, vitamin E, 
selenium and vitamin E together, and placebo designed 
to assess the effect of these supplements on the incidence 
of prostate cancer.  Funded by NCI and conducted by 
SWOG, the study opened in August 2001 and quickly 
exceeded its accrual goal of 35,533 men. In the fall of 
2008, the trial's Data Safety and Monitoring Committee 
recommended that participants discontinue taking 
study supplements based on an interim finding of no 
preventive benefit. A plan to transition the almost 31,000 
patients remaining on SELECT to centralized follow-up 
and to provide an opportunity to develop new research 
directions is now implemented.

SWOG’s rich and growing biorepository from 
SELECT study participants includes baseline toenail 

clippings and baseline and post-baseline plasma, buffy 
coat, red blood cells, and whole blood. Additional SWOG 
resources linked to these samples include nutritional 
data, adherence cohort data, and a vast clinical database 
from semiannual visits with each participant.

The biorepository also holds prostate biopsies 
and surgical specimens collected from a subset of the 
more than 2,100 men who have been diagnosed with 
prostate cancer during the course of the trial. DNA has 
been extracted and aliquotted from the serum of these 
prostate cancer patients and from an age- and race-
matched cohort of controls.

With help from the NCI Division of Cancer 
Prevention, SWOG has created a mechanism to make 
these SELECT resources available to the wider research 
community.

A Letter of Intent is due on Nov. 29. The full 
application will be due on Jan. 10.

manufacturing cigarettes without new graphic health 
warnings on their packages for sale or distribution in 
the U.S. Also, manufacturers, importers, distributors and 
retailers will no longer be allowed to advertise cigarettes 
without the new graphic health warnings in the U.S. By 
Oct. 22, 2012, manufacturers can no longer distribute 
cigarettes for sale in the U.S. that do not display the new 
graphic health warnings. 

“Today, FDA takes a crucial step toward reducing 
the tremendous toll of illness and death caused by 
tobacco use by proposing to dramatically change how 
cigarette packages and advertising look in this country.  
When the rule takes effect, the health consequences of 
smoking will be obvious every time someone picks up 
a pack of cigarettes,” said FDA Commissioner Margaret 
Hamburg. “This is a concrete example of how FDA’s 
new responsibilities for tobacco product regulation can 
benefit the public’s health.”

The FDA action is part of a broad department-wide 
strategy that was announced by Assistant Secretary for 
Health Howard Koh. 

The report, “Ending the Tobacco Epidemic: 
A Tobacco Control Strategic Action Plan,” outlines 
specific, evidence-based actions.

The report is available at http://www.hhs.gov/
tobaccocontrol/index.html.
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