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Colorectal Cancer Screening: Recommendations of the U.S.

Preventive Services Task Force

n December 1995, the U.S. Preventive Services Task

Force (USPSTF) for the first time urged primary care
clinicians to screen for colorectal cancer.' The USPSTF
is an independent expert panel charged by the U.S. De-
partment of Health and Human Services (HSS) with de-
veloping preventive health guidelines based on an objec-
tive, in-depth review of available scientific data. During
the release of the 1995 edition of their Guide to Clinical
Preventive Services, Dr. Harold C. Sox, chairman of the
USPSTF, emphasized that there is now strong new evi-
dence of efficacy for both fecal occult blood test (FOBT)
screening and for screening flexible sigmoidoscopy in the
form of prospective controlled trials and high quality
case-control studies. He further noted that although the
panel’s recommendations technically call for FOBT and/
or flexible sigmoidoscopy, most clinicians will choose to
recommend both screening tests for their average-risk,
asymptomatic patients older than 50 years of age. Table
1 contains the summary recommendation of the USPSTF
for screening for colorectal cancer.

The Federated Societies of Gastroenterology and Hepa-
tology have lobbied vigorously for the inclusion of colo-
rectal cancer screening in Medicare benefits based on the
strength of recent scientific data. It is hoped that this
landmark action by the USPSTF will help bring these
efforts to fruition. In fact, in response to a question by
a reporter from the AGA News at the Washington press
conference where the guidelines were released, Dr. Philip
R. Lee, Assistant Secretary for Health at HSS, not only
stressed the importance of these evidence-based recom-
mendations to the health of Americans but also empha-
sized that new USPSTF recommendations usually do lead
to the provision of these benefits for patients receiving
Medicare benefits.”

Before final publication, the current guidelines were
submitted for review to a number of medical organiza-
tions, government agencies, and specialty societies, in-
cluding both the American Gastroenterological Associa-
tion and the American Society for Gastrointestinal
Endoscopy. The gastrointestinal societies strongly sup-
ported the inclusion of this approach to colorectal cancer
screening in the new guideline and offered their assis-
tance in informing the medical community and the pub-

lic about the value of these services. At the time of the
release in December 1995, the Digestive Health Initia-
tive (DHI) conducted an extensive media campaign in-
forming news publications and radio and television
stations across the United States about the recommenda-
tions and the importance of colorectal cancer screening
in general.

Scientific data supporting colorectal cancer screening
are as compelling as data for any of the other major
malignancies. Five long-term, controlled, prospective tri-
als involving more than 310,000 participants have evalu-
ated the efficacy of FOBT screening.” Three of these trials
have now reported a significant reduction in mortality
rate from the disease as a result of screening (Table 2).%°
In addition, two case-control studies suggest efficacy of
FOBT screening.®” All of the controlled trials have pub-
lished data indicating that FOBT screening is feasible,
that cancers detected in the screened populations are
more likely to have a favorable stage, and that survival
after diagnosis for screen-detected cancers is better than
for non—screen-detected cancers.®

The efficacy of flexible sigmoidoscopy screening re-
mains unproven; there has not yet been a completed
controlled trial of this modality. The current National
Cancer Institute Prostate, Lung, Colon, and Ovary Study,
a large multicenter screening trial directed at prostatic,
lung, colorectal, and ovarian cancers, includes an investi-
gation of screening flexible sigmoidoscopy. Definitive re-
sults from this trial will not be available for another
decade. However, two case-control studies, one by Selby
et al.” from Kaiser Permanente in northern California
and one by Newcomb et al.'’ from the Marshfield Clinic
in Wisconsin, indicate a reduction in mortality rate from
distal colorectal cancer of 60%—85% as the result of
screening sigmoidoscopy. Although the USPSTF con-
cluded that the proper interval for flexible sigmoidoscopy
remains uncertain, indirect evidence suggests that those
with negative screening results do not need to have the
test repeated for 5 years or more.”""

Based on these impressive data, screening of the
asymptomatic, average-risk population for colorectal can-
cer with annual FOBTSs and periodic flexible sigmoidos-
copy is now recommended not only by the USPSTF but
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Table 1. Summary Recommendation of the USPSTF for
Screening for Colorectal Cancer

“Screening for colorectal cancer is recommended for all persons
aged 50 and older with annual fecal occult blood testing (FOBT),
or sigmoidoscopy (periodicity unspecified) or both. There is
insufficien evidence to determine which of these screening
methods is preferable or whether the combination of FOBT and
sigmoidoscopy produces greater benefit than does either test
alone. There is also insufficien evidence to recommend for or
against routine screening with digital rectal examination, barium
enema, or colonoscopy, although recommendations against such
screening in average-risk persons may be made on other
grounds. Persons with a family history of hereditary syndromes
associated with a high risk of colon cancer should be referred for
diagnosis and management.”

also by the American Cancer Society, the World Health
Organization U.S. Collaborating Center for the Preven-
tion of Colorectal Cancer, and virtually all of the medical
and surgical gastrointestinal societies.'”"’

Regrettably, although 55,000 Americans die of colo-
rectal cancer annually, implementation and widespread
adoption of these recommendations by both the public
and the medical community is still being delayed for a
number of reasons. One probable reason for this delay is
the fact that many managed care groups and other health
care payers, including Medicare, do not reimburse for
these services. Another possible hindrance may be critics
of this approach to screening, who continue to stress
theoretical and real limitations of the two main screening
tests. Public surveys indicate that only about 50% of
those older than 50 years of age have discussed colorectal
cancer screening with their primary physicians, and only
about 25% have ever had actual screening."!

Published sensitivity calculations from the Minnesota
and Swedish FOBT trials indicate that relatively few
cancers are missed using the more sensitive, rehydrated
Hemoccult slide test (Smith Kline Diagnostics, San Jose,
CA)."'® These findings suggest that screening should
be performed with one of the newer guaiac or immuno-
chemical tests that have similar sensitivity for detecting
human blood but better specificity (i.e., fewer false-posi-
tives results).'””'® Now that FOBT screening has been
shown to be efficacious, work must continue in the devel-
opment of tests with improved performance characteris-
tics. Because the greatest cost of screening is for the
diagnostic evaluation required by a positive screen, any
improvement in test specificity that does not substan-
tially sacrifice sensitivity is likely to be cost-effective. It
should also be emphasized that a simple, indirect screen-
ing test repeated at prescribed intervals does not have to
be completely sensitive to be efficacious as long as it
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reliably detects developing cancers before they become
incurable.

Flexible sigmoidoscopy accurately diagnoses both can-
cers and polyps in the part of the large bowel where most
of these neoplasms occur. Although some investigators
in both the United States and United Kingdom have
advocated limiting standard screening to flexible sig-
moidoscopy alone, this is probably unacceptable in this
country because the examination detects only about one
half of all colonic neoplasms in actual practice.'” " The
combination of both screening methods provides a means
of overcoming some of the limitations of each individual
test. Other indirect data that support screening with
a combination of FOBTs and sigmoidoscopy include a
relative insensitivity of the FOBT for detecting rectal
cancers and medium- or small-sized adenomas.

Screening the 70—80 million average-risk people older
than 50 years of age in the United States for colorectal
cancer admittedly would be very expensive.”* Projections
of the total cost of screening, however, often do not
consider realistic estimates of compliance or a number of
potential cost-saving strategies. For example, a negative
colonoscopy following a positive screening test obviates
the need for further screening for up to 10 years, resulting
in considerable cost savings. The Congressional Budget
Office and the Administration’s Office of Management
and Budget have estimated the actual cost of screening
patients receiving Medicare benefits for colorectal cancer
for a period of 7 years to be $750 million and $1.1
billion, respectively.”” Health care payers and the public
should understand, however, that the cost of missing an
early curable colorectal cancer or failing to prevent the
disease by resecting premalignant adenomas may be
much greater than the cost of screening. Cost-effective-
ness analyses performed by both the Congressional Office
of Technology Assessment (OTA) and the National Can-
cer Institute (NCI) indicate that the cost per year of life

Table 2. Results of FOBT Trials

Mortality
reduction (%) Survival Stage

Controlled trials

Minnesota 36 Improved Improved

New York? 43 Improved Improved

Denmark 19 Improved Improved

United Kingdom Pending Improved Improved

Sweden Pending Improved Improved
Case-control studies

Kaiser Permanente 31 NA NA

Germany 57 NA NA

NOTE. Data are from Winawer and Bond.*
?Patients assigned by calendar period.
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saved by colorectal cancer screening is about $25,000,
well within the benchmark figure of $40,000 considered
by the government to be cost-effective.””> The OTA
and NCI economists concluded that standard colorectal
cancer screening using FOBT plus flexible sigmoidoscopy
is a “relatively good investment for U.S. society.””

Another cost-effectiveness analysis recently published
in GASTROENTEROLOGY by Lieberman indicated that, of
five different screening strategies, annual fecal occult
blood screening alone was the most cost-effective
method.”” Adding flexible sigmoidoscopy every 5 years
to annual FOBTSs increased cancer prevention 2.2-fold
because of its ability to detect precancerous adenomas.
In addition, Lieberman’s modeling analysis also esti-
mated for the first time the cost of doing no screening.
The average cost of caring for cancers that would not be
prevented was $677 per potential screenee for a 10-year
period. If failing to screen resulted in cancers detected
at a later stage, then the cost per person per 10 years of
not doing screening exceeds $1000.

In the distant future, direct screening colonoscopy or
gene-based screening tests may prove to be feasible, ac-
ceptable, and effective. In the meantime, the best hope
of reducing the great mortality, morbidity, and economic
loss from colorectal cancer is to promote widespread
FOBT and flexible sigmoidoscopy screening. In clinical
trials and in the individual experience of many practicing
physicians, this approach appears to be feasible, highly
effective, and affordable and could reduce the colorectal
cancer mortality rate by more than 50%." The challenge
that now confronts us is to ensure adequate compliance
for screening by both the general public and by primary
clinicians, who are in the best position to perform preven-
tive medical services.

To promote compliance for screening, the American
Digestive Health Foundation launched the DHI Colo-
rectal Cancer Campaign during Digestive Disease Week
1996. Patterned after the very successful DHI Ulcer
Campaign, this program is designed to increase awareness
of the public, primary clinicians, and managed care
groups of the impact of colorectal cancer in the United
States and the value of screening. Using a creative public
promotion program, knowledgeable volunteers from our
membership, and productive liaisons with other inter-
ested groups such as the American Cancer Society and the
Center for Disease Control and Prevention, this campaign
will not only benefit the 70 million Americans at risk for
colorectal cancer but will also reinforce the appropriate
leadership position of our subspecialty in digestive
health. The American public has footed the bill for most
of the extensive research that shows the value of screening
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for colorectal cancer. We believe it is now time to trans-
late the results of this investigation into real benefits for
our society. We urge all gastrointestinal specialists to
help with this important effort by informing your col-
leagues, your patients, and their families about the new
USPSTF screening recommendations.

BERNARD LEVIN, M.D.
M. D. Anderson Cancer Center
Houston, Texas

JOHN H. BOND, M.D.
Department of Veterans Affairs Medical Center
Minneapolis, Minnesota
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