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The Guidelines
With a "B" from USPSTF, Low-dose CT Screening 
For Lung Cancer Earns Coverage Under ACA
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LeFevre: Lung Screening Can Save More Lives
With Fewer Screens than Mammography

In Brief
Fisher Named Fox Chase President and CEO
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RICHARD FISHER was appointed president and CEO of Fox Chase 
Cancer Center. He will also serve as director of the cancer center. Fisher 
will retain the title of senior associate dean for cancer programs at Temple 
University School of Medicine.

Before joining Fox Chase and Temple Health, he was vice president for 
strategic and program development at the University of Rochester Medical 

The Cancer Letter asked Michael LeFevre, co-vice chair of the U.S. 
Preventive Services Task Force, to explain the lung cancer screening 
recommendation.

LeFevre, professor at the Department of Family and Community 
Medicine at the University of Missouri School of Medicine, spoke with Paul 
Goldberg, editor and publisher of The Cancer Letter.

Paul Goldberg: Why is this important, and how does CT as a screening 
device compare with other cancer screening modalities?

Michael LeFevre: Our bottom line is that screening for lung cancer is 
certainly not a substitute for quitting smoking, but screening high-risk smokers 
can save a significant number of lives. Certainly, from the perspective of other 
modalities, this is the first modality for which we have had adequate science to 
be able to make a positive recommendation about screening for lung cancer.

By Paul Goldberg
The U.S. Preventive Services Task Force gave a "B" rating to screening 

for lung cancer.
Low-dose computed tomography screening of people between the ages 

of 55 and 80 who have a 30-pack-year history of smoking reduces both lung 
cancer and all-cause mortality, the task force determined.

The draft recommendation is posted for public comment on the 
website of the independent panel that relies on highly-structured, pre-specified 
analysis to evaluate preventive services, including cancer screening.

www.cancerletter.com
http://www.uspreventiveservicestaskforce.org/uspstf/uspslung.htm 
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The B grade means that USPSTF recommends that 
clinicians provide the service to eligible patients. The 
task force gives this grade when it finds “at least fair 
evidence that [the service] improves important health 
outcomes and concludes that benefits outweigh harms.”

The recommendation is likely to alter the practice 
of medicine, boosting the utilization of CT screening 
and follow-up procedures.

Out-of-pocket cost to patients is unlikely to be a 
limiting factor for former and current smokers who are 
covered by health insurance and who would want to 
be screened. Under the Affordable Care Act, a B from 
the USPSTF is good enough to require that insurers 
pay for low-dose CT without imposing cost-sharing 
requirements on patients. The grade is based primarily 
on the NCI-sponsored National Lung Screening Trial.

“The big deal about NLST is that it was the first 
completed randomized trial ever to show efficacy of a 
lung cancer screening test in people at high risk from 
smoking, and that’s despite many years of attempts to 
show efficacy of screening tests for lung cancer,” said 
Barnett Kramer, director of the NCI Division of Cancer 
Prevention.

“The big deal about the USPSTF recommendation 
is that many groups will start paying attention to 
that guideline and making plans to screen. Often, 
the generalist groups, like the American College of 

Physicians and the American Association of Family 
Practice follow the guidelines of the task force, so 
presumably this will influence or reinforce their 
approach to screening for lung cancer.”

CT screening is feasible, because it focuses on a 
high-risk group, in this case a population of about 10 
million Americans who have a long history of smoking.

“Certainly, lung cancer screening in the high-risk 
group compares favorably with other cancer screening 
that we’ve recommended,” said Michael LeFevre, co-
vice chair of the panel and professor at the Department 
of Family and Community Medicine at the University 
of Missouri School of Medicine. 

“Screening fewer people we can save more lives 
with CT screening than we can with mammography. 
Of course, there is a difference there, in that with CT 
screening for lung cancer we are focusing on a high-risk 
subgroup, and with mammography we are talking about 
population screening.”

A conversation with LeFevre appears on page 1.
Though the task force examined seven randomized 

trials and considered four in formulating its new draft 
guideline, only NLST has shown clear reduction in lung 
cancer mortality. 

The NCI-sponsored trial enrolled 53,454 current 
or former heavy smokers, randomizing them to receive 
low-dose helical computed tomography or standard 
chest X-ray.

The trial was stopped in November 2010, when 
data showed that participants who received low-dose 
helical CT scans had a 20 percent lower relative risk of 
dying from lung cancer than participants who received 
chest X-rays. In a subsequent update, the cause-specific 
mortality risk has been adjusted to 16 percent, due to an 
additional 11 months of follow-up beyond the original 
published report.

According to a key measurement of efficacy of a 
screening test—the number of people who have to be 
screened in order to save one life—CT screening for 
lung cancer is superior to mammography.

Based on the numbers cited in the USPSTF 
recommendation and supporting documents, the number 
of people needed to screen to prevent one lung cancer 
death in this trial was reported as 320.

The number needed to screen to prevent one death 
overall was 219. In mammography trials followed for 
11 to 20 years, the numbers needed to invite to screen 
to prevent one breast cancer death was 1,905 for 40 to 
49 year old women. 

For the 50 to 59 age group, the number needed to 
screen was 1,339, and for the 60 to 69 year old women, 

www.cancerletter.com
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377 needed to be invited to screening to save one life. 
A Cochrane Collaboration systematic review 

estimated that 2,000 women would have to be screened 
for 10 years to avert one breast cancer death.

For flexible sigmoidoscopy, 871 people needed to 
be screened to save one life from colon cancer.

The difference is that the population for whom 
CT screening is recommended isn’t defined based on 
age and sex—as is the case with mammography. To be 
a candidate for lung screening, one has to be current 
or former smoker with a specified history of smoking.

“Screening is not a replacement for smoking 
cessation,” LeFevre said. “If you look at it, it’s actually 
a small proportion of lung cancer deaths that can be 
avoided by screening.” Moreover, screening avoids only 
lung cancer deaths, while smoking cessation cessation 
can prevent deaths from a large number of causes.

 Many observers say the recommendations could 
trigger an explosion of demand for screening CTs. Some 
healthcare providers are likely to offer the service in 
lower and higher-risk groups than those represented 
in NLST. 

“Some hospitals have been screening people from 
different ages and different risk categories, including 
lower-risk categories, and that’s always an issue when 
you are dealing with testing in general,” Kramer said 
to The Cancer Letter. “And the other concern is that 
the trial—and therefore the assessment of the risks 
and benefits came from specialized academic centers, 
and the participants were a relatively healthy group, 
compared to smokers in the general population.

“The lower the bar you set for screening—the 
lower the risk of the people who are coming in and 
the higher the incidence of other conditions that they 
may have, like heart disease or worse underlying lung 
disease—the more chance you have of increasing the 
harm without increasing the benefit, or even decreasing 
the benefit.”

To help patients and physicians decide, NCI put 
together a one-page fact sheet that summarizes the data 
on NLST. The fact sheet was co-authored by Dartmouth 
physicians Lisa Schwartz, Steven Woloshin and William 
Black, as well as NCI’s Kramer. The fact sheet was 
approved by the NLST executive committee.

The summary was published in the New England 
Journal of Medicine and on the NCI website. Recently, 
the version posted by NCI was updated to reflect the 
results of certification and adjudication of causes of 
death, which slightly alters the NLST mortality numbers. 

“A person can read the box and see exactly what 
the benefits and harms are in the same frame,” Kramer 

said. “You can tell in quantitative terms what the benefits 
are and what the risks are. Lisa Schwartz and Steve 
Woloshin have done research on various ways to frame 
the results of clinical studies in quantitative terms, to 
see what type of framing of the numbers are most easily 
understood by both physicians and the public. 

“This type of framing is much better than the usual 
relative risks.”

The task force is also posting its comprehensive 
review of evidence on lung cancer screening and a 
modeling report. The recommendation and the final 
evidence report summary are being published in the 
July 30 online edition of Annals of Internal Medicine.

In an earlier assessment, in 2004, screening for 
lung cancer received an "I" grade, which means that the 
task force concluded that the evidence was insufficient 
to recommend for or against routinely providing the 
service.

The new USPSTF recommendation acknowledges 
the risk of overdiagnosis and overtreatment.

“Clinicians will encounter patients who do not 
meet the criteria of high risk for lung cancer as described 
previously,” the recommendation states. “In these 
lower-risk patients, the balance of benefits and harms 
of screening may be unfavorable. 

“Current evidence is lacking regarding the net 
benefit of expanding LDCT screening to include these 
lower-risk patients. It is important that persons at lower 
risk for lung cancer be aware of the potential harms of 
screening. Future improvements in risk assessment tools 
will help clinicians better individualize patients’ risks.”

NLST suggested overdiagnosis, reporting more 
than 119 cases of lung cancer among 26,722 participants 
in the LDCT group after 6.5 years of follow-up. 
However, these estimates are imprecise, and further 
follow-up and analysis are needed.

The modeling report states:
Overdiagnosis and consequent overtreatment is a 

concern in lung cancer screening. The 1 to 2.7 percent 
prevalence of unrecognized lung cancer suggests a 
preclinical pool of lung cancer in high-risk populations. 
The clinical significance of these tumors is uncertain, 
but patients with lung cancer typically receive treatment, 
resulting in harm to those with nonlethal cancer. 

Elderly smokers have high mortality rates from 
causes other than lung cancer, which also increases the 
risk for overdiagnosis. 

In the future, biomarkers and CT variables, such 
as volume-doubling time and nodule size, may help 
discriminate among biologically aggressive and indolent 
tumors. 

http://www.cancer.gov/newscenter/qa/2002/NLSTstudyGuidePatientsPhysicians
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Patient and Physician Guide: National Lung Screening Trial (NLST)
What is the purpose of this guide?
To explain the benefits and harms of low-dose computed tomography (CT) screening for lung cancer in people at high risk 
for the disease. The NLST showed a reduction in deaths from CT screening compared to chest X-ray screening. The 
Prostate, Lung, Colorectal, and Ovarian (PLCO) Cancer Screening Trial recently showed that chest X-ray screening 
(compared to no screening) did NOT reduce the chance of dying from lung cancer.

Who participated in the NLST?
Current or former cigarette smokers within the past 15 years, 55 to 74 years of age, with at least 30 pack-years of 
smoking [Pack-years = packs per day x number of years smoking]. Participants must have had no symptoms or signs of 
lung cancer or other serious medical conditions, and be medically fit for surgery.

Study Findings:  Low-dose CT versus Chest X-ray screening
53,454 current and former smokers were randomly assigned to be screened once a year for 3 years with low-dose CT or 
chest X-ray.  Here’s what happened after an average of 6.5 years:

Low-dose CT
26,722 people

Chest X-ray
26,732 people

Benefit:  How did CT scans help compared to chest X-ray, 
an ineffective screening test?

3 in 1,000 fewer died from lung cancer 18 in 1,000 versus 21 in 1,000

5 in 1,000 fewer died from all causes 70 in 1,000 versus 75 in 1,000

Harm:  What problems did CT scans cause compared to 
chest X-ray?

223 in 1,000 more had at least one false alarm 365 in 1,000 versus 142 in 1,000

18 in 1,000 more had a false alarm leading to an invasive 
procedure, such as bronchoscopy, biopsy, or surgery 25 in 1,000 versus 7 in 1,000

2 in 1,000 more had a major complication from       
Invasive procedures

3 in 1,000 versus 1 in 1,000

“Take home” messages

Lung cancer screening with CT scans is the only screening test shown to lower the chance of dying from lung cancer.    The 
effect of screening may vary depending on how similar you are to the people who participated in the study. The benefit of 
screening may be bigger if your lung cancer risk is higher.  The harm may be bigger if you have more medical problems (like 
heart or severe lung disease), which could increase problems from biopsies and surgery. 

For perspective, the reduction in deaths from lung cancer with CT screening is larger than the reduction in deaths from the 
target cancers of other common screening tests, such as mammograms for breast cancer.

There is a tradeoff: CT screening decreases your chance of death but increases your chance of having a false alarm.

If you choose to have CT screening, it is important to have it done at a medical center with special expertise in lung cancer 
screening and treatment.

Most important thing you can do
DON’T SMOKE. Regardless of your screening decision, avoiding cigarettes is the most powerful way to lower your 
chance of dying overall or suffering or dying from a variety of diseases, such as lung cancer, emphysema, heart or 
vascular disease. For example, at age sixty-five, 89 in 1,000 male current smokers will die of lung cancer in the next 10 
years versus 4 in 1,000 never smokers.  For women, the corresponding figures are 55 in 1,000 versus 5 in 1,000.

For help quitting, call 1-800-QUIT-NOW.

NLST At a Glance: A one page summary on the NCI website is designed to help doctors 
and patients decide whether CT screening is for them.

http://www.cancer.gov/newscenter/qa/2002/NLSTstudyGuidePatientsPhysicians
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Arguments against substantial overdiagnosis come 
from autopsy studies that report low rates of unsuspected 
lung cancer, as well as natural history studies showing 
high mortality rates among untreated patients with early-
stage lung cancer. However, estimates of overdiagnosis 
from autopsy studies of lung specimens may be 
artificially low, given the difficulties in examining such 
a large organ with very small interval sections of the 
tissue.

Overall, the reductions in lung cancer and all-cause 
mortality in the NLST, despite a higher incidence of lung 
cancer in the LDCT group (1,040 vs. 941 cases), suggest 
that the benefit of screening outweighs the potential 
harm of overdiagnosis.

The Four Randomized Trials Considered
USPSTF identified seven randomized, controlled 

trials that reported results of LDCT screening, but 
limited the review of effectiveness to these four:

•  The NLST (National Lung Screening Trial) 
was rated as a good-quality trial comparing three annual 
LDCT scans with three annual single-view posterior-
anterior chest radiographs. The trial was conducted at 33 
U.S. sites and included asymptomatic men and women 
aged 55 to 74 years who were current or former (<15 
years since quitting) smokers (≥30 pack-years): 26,722 
were randomly assigned to LDCT and 26,732 to chest 
radiography. 

• The DANTE  (Detection  and  Screening  of 
Early Lung Cancer by Novel Imaging Technology 
and Molecular Essays) Trial was rated as a fair-
quality Italian trial comparing the addition of LDCT 
with usual care without LDCT. Male current or former 
smokers (≥20 pack-years) without significant comorbid 
conditions aged 60 to 74 years were included: 1,276 

were randomly assigned to LDCT and 1,196 to usual 
care. All participants had a baseline clinical interview 
and examination, chest radiography, and three-day 
sputum cytology; those in the intervention group also 
received LDCT. All participants were followed annually 
with clinical interviews and physical examinations 
focused on detecting lung cancer; the intervention group 
also received four annual LDCTs.

• The DLCST (Danish Lung Cancer Screening 
Trial) was rated as a fair-quality single-center trial 
comparing LDCT with no lung cancer screening. The 
study was planned to last five years, with a baseline 
LDCT followed by four annual LDCTs. The study 
population included healthy men and women aged 50 
to 70 years who were current or former smokers (≥20 
pack-years) and were able to walk at least 36 steps 
without stopping. Former smokers must have quit after 
age 50 years and less than 10 years before enrollment. 
All participants had baseline and annual pulmonary 
function tests and completed health questionnaires. A 
total of 2,052 participants were randomly assigned to 
LDCT and 2,052 to usual care.

•  The MILD  (Multicentric  Italian  Lung 
Detection) study was rated as a poor-quality single-
center trial comparing annual or biennial LDCT with 
no lung cancer screening. The trial included men and 
women aged 49 years or older who were current or 
former (quit <10 years ago) smokers (≥20 pack-years) 
with no history of cancer within the previous five years. 
A total of 1,190 participants were randomly assigned 
to annual LDCT, 1,186 to biennial LDCT, and 1,723 
to usual care. 

Comments on the draft recommendation statement 
can be submitted from July 30 to Aug. 26 at the USPSTF 
website.

http://www.cancerletter.com
http://www.cancerletter.com/subscribe
www.uspreventiveservicestaskforce.org/tfcomment.htm
www.uspreventiveservicestaskforce.org/tfcomment.htm
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Certainly, from the task force perspective, this is 
a first. Our most recent recommendation was in 2004, 
where we were still giving this insufficient evidence. We 
are focusing on CT scans here, because that’s currently 
the only modality for which we have evidence of benefit.

PG :  The numbers look better than for 
mammography, for example.

ML: Certainly, lung cancer screening in the 
high-risk group compares favorably with other cancer 
screening that we’ve recommended. You’ve brought 
up mammography. We could certainly agree with that 
assessment. We would actually say that in screening 
fewer people we can save more lives with CT screening 
than we can with mammography.

Of course, there is a difference there, in that with 
CT screening for lung cancer we are focusing on a high-
risk subgroup, and with mammography we are talking 
about population screening.

PG: Which actually makes it a lot more doable?
ML: Yes. If we were population screening for lung 

cancer—not so good.
PG: This brings up another concern: this is 

going to open up a whole lot of business for a whole 
lot of people, both screening and follow-up. How do 
you keep it from being abused and from going to lower 
risk groups? I’ve seen advertisements saying, “Women 
need to be screened because lung cancer in women is 
on the rise.” 

ML: The propensity for the public—and certainly, 
some providers—to ignore harms. If there is benefit for 
anybody, we should extend it to other people.

The most important harms of screening for lung 
cancer come from the testing and treatment that result 
from a positive screen. Most of the abnormalities that 
are found on a CT scan are not cancer, but they do lead 
to further testing, more radiation, unnecessary anxiety, 
and certainly, even potentially risky surgery. The lower 
the risk of the population, the more probability of harm, 
and the less the probability of benefit. 

That was a long way of saying, yes, you are 
absolutely right. We certainly hope that physicians 
will not use the NLST results and the recommendation 
to exaggerate the benefits and ignore the harms of 
screening.

The task force recognizes that there is a risk that 
individuals for whom the balance of benefits and harms 

isn’t favorable will still be encouraged to be screened. 
We hope that doesn’t happen.

PG: But there is not much you can do.
ML: There is nothing that we can do. We tried to 

be careful in the language we used in the population 
under consideration, and in laying out the benefits and 
harms, and confining this to high-risk population. We 
hope we did a good job of that. 

We are in draft stage now. If people think we didn’t 
do a good enough job, then we will try to do a better job 
in the final. That was clearly a concern of ours, and we 
tried to incorporate that into our language.

PG: It’s not only the lower-risk, but the higher risk 
could change things around quite a bit, too, if you have 
populations with greater morbidities than people who 
showed up for NLST.

ML: Absolutely true. I don’t know whether we 
adequately communicated that. That shows up in our 
patient population under the consideration [section]. We 
talk about the low-risk nature of enrollees in the NLST.

We talk about the fact that, although we included 
people of up to age 80 in our recommendation, the 
number of people enrolled over age 70 in NLST was 
relatively small.

We need to be particularly cautious about people 
in the older age range and recognize co-morbidity. Not 
everybody is a logical candidate for screening, even if 
they meet the age and smoking history criteria.

PG: This is a recommendation based on just 
one trial. Has this happened before? I know you 
identified seven randomized trials, and you focused 
on four, but, really, there is only one that supports the 
recommendation, and that’s NLST. Have you ever seen 
a recommendation based on just one trial?

ML: There have been other circumstances in 
which we made a recommendation based on a very large 
trial, where there were some initial small trials that either 
didn’t refute or support the recommendation. If I were to 
pull out—not cancer screening, mind you—the closest 
to that was prostate cancer screening, where there were 
two large trials that we relied on to make our assessment.

The Women’s Health Initiative was big in 
hormone-replacement world, and dwarfs other studies. 
That would be an example where evidence largely rode 
on the shoulders of one trial. 

http://www.cancerletter.com


The Cancer Letter • Aug. 2, 2013
Vol. 39 No. 31 • Page 7

INSTITUTIONAL PLANS 
allow everyone in your organization to read 

The Cancer Letter and The Clinical Cancer Letter. 

Find subscription plans by clicking Join Now at:
http://www.cancerletter.com

Follow us on Twitter: @TheCancerLetter

PG: And both were, of course, negative.
ML: They were negative, right. 
PG: So this is the first positive that comes out of 

one trial.
ML: It’s one very large and well-conducted trial. 

If we’d had five trials that were one-fifth the size that 
added up to those results, there may have been some 
more concern about that than there is about a well-
conducted trial.

I don’t know the answer to what I hear is 
your question: Have there ever been other positive 
recommendations outside of cancer that were based 
largely on the results of one trial.

PG: Let me withdraw that question, because it’s 
really pedantic. Is there anything else that comes to 
mind, anything we’ve overlooked?

 ML: We want to emphasize that lung cancer is 
about smoking and that the best way to prevent lung 
cancer is to quit smoking—or for those who don’t 
smoke, to avoid exposure to smoke. Particularly, don’t 
start.

Screening is not a replacement for smoking 
cessation. If you look at it, it’s actually a small 
proportion of lung cancer deaths that can be avoided by 
screening. A small proportion of a large number is still 
a pretty large number.

Of the 160,000 deaths annually from lung cancer, 
we estimate that screening high-risk people could 
prevent up to 20,000 deaths. That’s an approximation, 
because we don’t know how many people who meet 
the smoking and age criteria are truly eligible based on 
their personal health situation, the other co-morbidities 
that you alluded to earlier.

There are about 10 million people in the U.S., we 
would estimate, who would be candidates for screening 
just on the basis of age and smoking history. Not all 
of those 10 million people are truly candidates for 
screening.

PG: So what’s your guess on the number?
ML: It’s tough. I don’t have a guess, because it 

would be my clinical intuition, not my data-driven…
PG: Based on what you know as a physician.
 ML: I am a family physician so I see these people 

all the time. I wouldn’t be surprised if over three-quarters 
of the people who meet the eligibility criteria from the 
smoking history and age standpoint would be what I 
would truly consider candidates. 

There is some shared decision-making that has to 
go on there.

PG: So you are thinking 7.5 million are likely 
candidates? Three-quarters of the 10 million?

ML: That is based on nothing other than intuition.
PG: You are extrapolating from your clinical 

practice.
ML: There are other aspects of this that matter as 

well. You actually have to have access to high-quality 
screening and follow-up, and there are certainly places in 
the U.S. where, even for people who have that smoking 
history and are in those age ranges don’t necessarily 
have access to high-quality screening and follow-up.

PG: The subspecialties are on this already. They 
are lobbying for more of this. When you are talking about 
a B recommendation, it means that there will be money 
under the Affordable Care Act. This is a lot of money.

ML: We don’t know how much money it is. There 
will be costs associated with the screening and, certainly, 
the follow-up exams. But we would like to believe that 
there are also costs saved for some of these cancers, 
where we are finding them early enough to treat for cure 
and then don’t incur the cost of advanced-stage disease.

The task force has not done—because we don’t—a 
formal cost-benefit analysis from a monetary standpoint. 
We look at it purely from a clinical standpoint.

You brought it up yourself: there are 10 million, 
we estimate, people who would be potentially eligible 
for this screening. If you look at women age 50-74 
only and go with a conservative every-other-year 
recommendation for mammography, that’s 26 million.

If you extend that to annual got age 40 to age 74, 
you are really talking about over 70 million women who 
are eligible for mammography. So 10 million individuals 
who are eligible for screening for lung cancer is small, 
compared to other screening programs.

PG: The results in NLST changed recently, 
because of adjudication. So it’s a decrease from the 
original level reported in NLST. 

ML: We are basing our estimate of benefit as 
much on the model as that. In the model, that number 
is 14 percent. We can prevent about 14 percent of lung 
cancer deaths. 

PG: So it’s basically the same.
ML: Very close, in the follow-up.

http://www.cancerletter.com
http://www.twitter.com/thecancerletter
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Center and the Samuel E. Durand Professor of Medicine.
He has also served as chair of the Lymphoma 

Committee of the Southwest Oncology Group from 1985 
to this year; as deputy group chair of SWOG since 2005; 
and as chair of the Lymphoma Research Foundation 
Scientific Advisory Board from 2008 to 2010. 

Fisher has also been a member of the Board of 
Scientific Advisors for the V Foundation since 2003, 
a member of the NCI Lymphoma Steering Committee 
since 2009, and served as chair of the NCI Specialized 
Programs of Research Excellence review committee 
in 2010.

JAMIE VON ROENN was named senior director 
of the Education, Science and Professional Development 
Department of the American  Society  of Clinical 
Oncology.

Von Roenn is a medical oncologist and expert in 
breast oncology and palliative medicine, particularly 
on the integration of palliative medicine skills and 
principles into oncology care. She will begin her position 
Sept. 23.

She will lead the planning, development, 
implementation and evaluation of an array of education 
programs for ASCO members and constituents, 
including the annual meeting, thematic meetings, 
workshops and continuing medical education offerings.

Von Roenn has served on the ASCO board of 
directors; the ASCO Palliative Care Task Force; the 
Scientific Program, Cancer Education, and Cancer 
Communications Committees, among others; the Cancer.
Net Editorial Board; the Leadership Development 
Working Group; and is currently an ASCOconnection.
org columnist. She is also a fellow of ASCO, as well as 
a previous ASCO-ACS Special Award recipient.

She has previously served as director of the 

Palliative Medicine Fellowship Training Program at 
Northwestern, incorporating palliative medicine into 
the medical school curriculum and internal medicine 
residency training.

She also focuses on training medical oncologists 
to integrate palliative medicine principles and practices 
into oncology while serving as the chair of the annual 
Chicago Supportive Oncology Conference, as an editor 
of the Education in Palliative and End-of-Life Care 
in Oncology curriculum, and as a leadership coach at 
the San Diego Palliative Care Institute’s International 
Fellows Leadership Development Program.

She also serves on the editorial board of several 
oncology journals, including the Journal of Cancer 
Pain & Symptom Palliation and the Journal of Cancer 
Survivorship. She previously served as editor-in-chief 
of the Journal of Supportive Oncology and on the 
editorial board of ASCO’s Journal of Clinical Oncology. 
She is a past board member of the American Academy 
of Hospice and Palliative Medicine and the American 
Board of Internal Medicine.

MITCHELL STOLLER was appointed executive 
director of the American Association  for Cancer 
Research Foundation for the Prevention and Cure 
of Cancer. 

Stoller has previously worked for a number 
of nonprofit organizations, including the Nicholas 
Sparks Foundation, Safe Kids Worldwide, the Marrow 
Foundation, LiveSTRONG, the Christopher Reeve 
Paralysis Foundation, and the Sudden Infant Death 
Syndrome Alliance.

He currently serves on the board of directors of the 
LiveSTRONG Foundation and the Players Development 
Academy. He formerly served on the boards of the 
Temple Har Shalom, the Ridge Sports Foundation, and 
the National Health Council.

THE GLIOMA ACTIVELY PERSONALIZED 
VACCINE CONSORTIUM was formed by 14 
organizations in the U.S. and Europe in order to launch 
a multinational phase I trial to treat glioblastoma patients 
with fully personalized therapeutic vaccines in 2014.

The consortium will be led by two German 
companies, Immatics Biotechnologies GmbH and 
BioNTech AG. The consortium has received €6 million 
in funding from the European Union. Next-generation 
sequencing, high-sensitivity mass spectrometry and 
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immunomonitoring approaches will be combined to 
construct an individual therapy for each patient.

The phase I study would enroll up to 30 
newly diagnosed glioblastoma patients. Actively 
personalized vaccines will be administered in addition 
to standard chemotherapy after surgery and initial 
radiochemotherapy are completed. 

The study is to be led by chief investigator 
Wolfgang Wick, of the University of Heidelberg, and 
co-led by Pierre-Yves Dietrich, of the University of 
Geneva.

Immatics will use its antigen discovery engine, 
Xpresident, to generate tumor-associated peptides from 
which the most suitable for each patient are selected 
based on transcriptomic and peptidomic analysis. 
BioNTech will add proprietary glioblastoma-expressed 
tumor-associated antigens to the peptides. 

Immunogenic tumor mutations will then be 
identified and used to generate a blueprint for the 
personalized vaccine that will include patient-specific 
tumor mutated peptides. 

Manufacturing will be performed by the GMP 
unit at the University of Tuebingen in Germany. The 
complex peptide storehouse will be manufactured by 
BCN Peptides in Spain.

Ten academic partners from Europe and the 
U.S. have joined the consortium. These will be: 
Eberhard Karls University Tuebingen in Germany; 
Beatson West of Scotland Cancer Centre; Universities 
Hospital Geneva in Switzerland; Universities Hospital 
Heidelberg in Germany; Herlev Hospital/Rigshospitalet 
in Denmark; Leiden University Medical Centre in The 
Netherlands; University Southampton in the UK; 
Technion in Israel; Vall d’Hebron University Hospital 
in Spain; and the University of Pittsburgh Cancer 
Institute.

The clinical trial will be accompanied by 
a biomarker program led by the Association of 
Cancer Immunotherapy and immatics to confirm 
the mechanism-of-action and to identify biomarker 
signature candidates predicting which patients are most 
likely to benefit from treatment. 

The association will also act as the dissemination 
platform and will contribute to the biomarker program 
and regulatory approach.

FDA issued an Advance Notice of Proposed 
Rulemaking, seeking additional information to help 
the agency make decisions about menthol in cigarettes 
related to potential regulatory options, such as 
establishing product standards, among others.

In the U.S., about 30 percent of all adult smokers 
and more than 40 percent of all youth smokers report 
smoking menthol cigarettes.

The notice will be available for public comment 
for 60 days. FDA will consider all comments, data, 
research, and other information submitted to the docket 
to determine what, if any, regulatory action with respect 
to menthol in cigarettes is appropriate. 

The agency is also making available for public 
comment relevant scientific information, including 
FDA’s independent Preliminary Scientific Evaluation 
of the Possible Public Health Effects of Menthol Versus 
Nonmenthol Cigarettes. The preliminary evaluation 
addresses the association between menthol cigarettes 
and various outcomes, including initiation, addiction, 
and cessation.

In addition, the agency plans to support new 
research on the differences between menthol and 
nonmenthol cigarettes as they relate to menthol’s likely 
impact on smoking cessation and attempts to quit, as 
well as assessing the levels of menthol in cigarette 
brands and sub-brands. 

FDA is funding three menthol-related studies—
one to look at whether genetic differences in taste 
perceptions explain why certain racial and ethnic 
populations are more likely to use menthol cigarettes; 
one to compare exposure to smoke-related toxins and 
carcinogens from menthol and nonmenthol cigarettes; 
and one to examine the effects of menthol and 
nonmenthol compounds in various tobacco products on 
both tobacco addiction and toxicants of tobacco smoke.

The agency is also developing a youth education 
campaign focused on preventing and reducing tobacco 
use, including menthol cigarettes.

If FDA decides to issue a rule, the first step in that 
process would be a Notice of Proposed Rulemaking, 
which would give the public an opportunity to weigh 
in on the specifics of the proposed rule.

The public notice can accessed on the Regulations.
gov website. 
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