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integration of physical and be-
havioral health care. Integrated
care models, which allow patients
to receive primary care and treat-
ment for behavioral health con-
ditions in the same setting, have
been associated with improved pa-
tient outcomes and, according to
some studies, lower health care
spending. These programs are
particularly salient for the Medic-
aid population, which has a high-
er prevalence of mental health
and substance abuse conditions
than the general population. Bi-
partisan support is needed to
clarify and simplify licensing and
scope-of-practice requirements for
various health care professionals
that currently impede the spread
of integrated care models.

Both parties should be able to
support policies that address the
high cost of prescription drugs.
Drugs have been an important
driver of health care costs in re-
cent years, with Medicaid spend-
ing on prescription drugs increas-
ing by 24% in 2014, for example.®
The Medicaid Drug Rebate Pro-
gram, designed to guarantee
Medicaid a “best price” for pre-
scription drugs, has left states
vulnerable to the high costs of
brand-name drugs with little com-
petition. In particular, the rebate
program limits states’ flexibility
to exclude low-value drugs from
formularies (potentially restricting
opportunities for favoring high-

value therapies) and provides no
mechanism for states to negotiate
lower prices.

Bipartisan efforts to modify the
rebate program may open up new
avenues for addressing drug spend-
ing. For example, the implemen-
tation of value-based purchasing
for high-cost specialty drugs has
been hampered by requirements
imposed by the rebate program
as well as by a lack of clarity
about the criteria that could jus-
tify targeted coverage policies for
certain drugs. With bipartisan
support for implementing value-
based purchasing, states could be
given greater flexibility in deter-
mining coverage guidelines or be
granted waivers that address as-
pects of the rebate program that
impede value-based purchasing. In
addition, the federal government
could consider providing greater
support for volume purchasing by
multiple states or revising the drug
rebate program to create a federal-
state negotiating pool, which
might provide pricing and rebate
options that are beyond the cur-
rent reach of most single-state or
multistate approaches.

A dynamic policy environment
and the increased role of the
Medicaid program may stimulate
a variety of policy proposals in
the near future. The greatest
benefits to public health and the
largest returns on the taxpayer
dollar will come from an honest
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acknowledgment of the program’s
successes and weaknesses and the
pursuit of policies tailored to the
realities of Medicaid and the pop-
ulations it covers.
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Active Surveillance for Low-Risk Cancers — A Viable Solution

to Overtreatment?
Megan R. Haymart, M.D., David C. Miller, M.D., and Sarah T. Hawley, Ph.D.

are at risk for overtreatment. De-
spite 5-year survival rates that ap-
proach 100% among patients with

here is wide variation in the
intensity of treatment for low-
risk cancers, and many patients

low-risk differentiated thyroid
cancer, prostate cancer, and duc-
tal carcinoma in situ (DCIS) of
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ACTIVE SURVEILLANCE FOR LOW-RISK CANCERS

Low-Risk Cancers for Which Active Surveillance Is or Could Be a Treatment Option.

Median
Age at Sex of Risks Associated
Diagnosis  Affected Intensive Treatment  with Intensive Active Surveillance Physician Stage of
Type of Cancer (yr) Patients Option Treatment Option in Charge  Adoption
Prostate 66 100% male Radical prostatectomy Impotence and  Prostate exam; prostate- Urologist  In practice
or radiation incontinence specific antigen
testing; biopsy
Thyroid 51 75% female, Total thyroidectomy,  Permanent Neck ultrasound and Endocrinol-  Intrials
25% male with or without change in testing of serum ogist
lymph-node re- voice and thyroglobulin
section and radio- permanent
active iodine low calcium
levels
Breast (DCIS) 62 Nearly Mastectomy or lum-  Surgical compli- Mammography Unclear In dis-
100% pectomy with cations and cussion
female radiation lymphedema
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the breast, diagnosis of one of
these cancers often leads to a cas-
cade of testing and treatment that
isn’t associated with longer sur-
vival but can cause harm (see the
Supplementary Appendix, avail-
able at NEJM.org, for a detailed
definition of low-risk cancers).!
For example, many patients with
low-risk differentiated thyroid can-
cer ultimately undergo total thy-
roidectomy, prophylactic lymph-
node resection, and radioactive
iodine treatment. Similarly, stud-
ies show that there has been a
rapid increase in the number of
patients with DCIS who undergo
bilateral mastectomy, and approx-
imately half of patients with low-
risk prostate cancer are still treat-
ed with radical prostatectomy or
radiation. Each of these treat-
ments confers potential risks, in-
cluding permanent postoperative
voice changes and low calcium
levels in people with thyroid can-
cer, surgical complications and
lymphedema in those with breast
cancer, and long-lasting impo-
tence and incontinence in men
with prostate cancer (see table).
In addition, intensive treatment
is often costly for the patient and
the health care system.
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The controversy surrounding
intensity of treatment for these
low-risk cancers has been fueled
by the marked increase in thyroid
cancer incidence,? stories in the
lay press about celebrity experi-
ences with breast cancer, and the
baby-boomer generation reaching
an age at which prostate cancer
is common. Treatment decisions
are also complicated by reluctance
among physicians and patients to
adopt less intensive regimens, dif-
ferent reimbursement rates for ac-
tive surveillance versus definitive
local therapies, and patients’ fears
related to a cancer diagnosis.

In recent years, physicians have
increasingly begun to think about
active surveillance as a valid way
to manage low-risk cancers. But
despite benefits such as lower
costs and the elimination of sur-
gery- and radiation-related risks,
adoption of this approach has
been uneven. Active surveillance
— which consists of close moni-
toring of the cancer without ini-
tial surgery or other more inten-
sive therapies — differs from
watchful waiting, which primar-
ily involves observation and symp-
tom management in patients who
are likely to die of other causes.
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Active surveillance has been an
option for managing low-risk
prostate cancer for many years,?
but it has only recently been put
forth as a viable alternative for
other low-risk cancers. Although
it isn’t considered a mainstream
approach for managing thyroid
cancer, completed trials from
Japan suggest that it could be an
option for older patients with
papillary thyroid cancers 1 cm in
diameter or smaller, and ongoing
trials in the United States are
evaluating active surveillance in a
broader cohort of patients with
low-risk disease. Meanwhile, there
have been discussions about us-
ing active surveillance to manage
DCIS, but there have been no
completed trials or formal plans
for widespread adoption.*
Successful uptake of active sur-
veillance for low-risk cancers will
require overcoming perceived chal-
lenges to implementation. Many
of these challenges were identi-
fied during the adoption of active
surveillance for low-risk prostate
cancer, but other obstacles spe-
cific to breast cancer and thyroid
cancer are also likely to arise.
First and most important, for
all low-risk cancers, it will be
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necessary to define what consti-
tutes appropriate active surveil-
lance, including the most appro-
priate type of imaging and other
monitoring. Furthermore, deter-
mining the appropriate duration
of monitoring will be critical,
since there are currently no clear
guidelines, and active surveillance
may be stopped for clinical rea-
sons, such as tumor progression,
or nonclinical reasons. For thy-
roid cancer, appropriate surveil-
lance probably includes periodic
neck ultrasonography and testing
of serum thyroglobulin (a tumor
marker). However, the reliability
of neck ultrasound findings de-
pends on the skill of the physi-
cian performing and reading the
ultrasound, and this variability
will have implications for moving
active surveillance beyond the trial
setting and into the community.
In addition, it’s still not clear
how thyroglobulin measurements
should be interpreted in patients
who have an intact thyroid, since
thyroglobulin is made by both
normal thyroid tissue and thyroid
cancer cells. Optimal surveillance
for DCIS would include regular
(probably annual) mammography,
but the ideal frequency of imag-
ing and whether additional tests
or biopsies are necessary remain
unknown. And even though ac-
tive surveillance has become more
common for prostate cancer, there
is still debate about the most ap-
propriate surveillance strategy.
Second, physician and patient
buy-in is critical to the adoption
of active surveillance. To some ex-
tent, buy-in has already happened
for prostate cancer, although rates
of uptake suggest that there is
still room for improvement. Physi-
cian buy-in and subsequent imple-
mentation of active surveillance
may be especially challenging for
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breast cancer, because whereas in
the cases of prostate and thyroid
cancers urologists and endocrinol-
ogists, respectively, are logically
responsible for managing care, it
remains to be determined wheth-
er surgeons, primary care doctors,
or medical oncologists would over-
see active surveillance of DCIS.
Third, it’s important to iden-
tify which patients are appropri-
ate candidates for active surveil-
lance. In the case of prostate
cancer, cancer biology as defined
by prostate-specific antigen levels,
biopsy, and other emerging bio-
markers determine candidacy. Pa-
tients with thyroid and breast
cancers, however, are often much
younger than those with prostate
cancer. Given the length of follow-
up necessary in younger patients
and the propensity for some youn-
ger patients to have more aggres-
sive disease, age could also be an
important factor in determining
eligibility for active surveillance.®
Fourth, a common concern
about using active surveillance to
manage low-risk cancers is that
cancer progression may go unrec-
ognized. During active surveil-
lance of prostate cancer, some
patients are lost to follow-up and
some don’t end up undergoing
biopsies or other recommended
tests and procedures. Similar chal-
lenges are likely to exist for both
thyroid and breast cancer.
Finally, although managing
cancer with active surveillance
eliminates the risk of postopera-
tive and radiation-induced com-
plications, its effect on patients’
emotional health hasn’t been
widely considered. Active surveil-
lance is unlikely to eliminate the
worry associated with a cancer
diagnosis. Worry tends to lead
patients to elect to receive more
treatment, so there is reason to
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believe it may also lead them to
undergo more surveillance proce-
dures. Some patients with pros-
tate cancer who initially choose
an active-surveillance approach
change their minds and opt for
more intensive treatment, even
when their cancer hasn’t pro-
gressed. Because patient worry
may contribute to changes in the
treatment plan, it will be impor-
tant to create tailored support
tools to reduce worry during ac-
tive surveillance.

The excellent prognosis of most
low-risk cancers combined with
the potential to reduce treatment
side effects make active surveil-
lance a promising alternative to
more intensive therapies — and
one that may reduce overtreat-
ment. In addition to low-risk
prostate cancer, thyroid cancer,
and DCIS, other low-risk cancers,
including some skin cancers, could
potentially be managed with ac-
tive surveillance. But achieving
widespread adoption will require
further work. Although active sur-
veillance is currently a more ac-
cepted option in the manage-
ment of low-risk prostate cancer,
work is still needed to fine-tune
surveillance strategies and reduce
the risks associated with incom-
plete risk assessment, loss to fol-
low-up, inadequate surveillance,
and cancer-related worry. For
breast and thyroid cancer, the next
steps include defining optimal
surveillance strategies that can be
applied on a large scale, securing
physician and patient buy-in,
identifying patients who are ap-
propriate candidates for active
surveillance, and creating plans
to reduce patient harm, including
by addressing patient worry. Once
active surveillance is established
as a valid option for managing
each of these cancers, it will be
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important to evaluate long-term
data to ensure that it is leading to
improved outcomes.
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The greatest danger in times of
turbulence is not the turbulence,
it is to act with yesterday’s logic.
— Peter Drucker

hen he got behind the

wheel that evening, Father
Andrew had no way of knowing
how the drive would end. At age
87, he still drove to the grocery
store, remained active in church,
and lived independently. He could
not have anticipated waking up
in intensive care with tubes in
his chest and down his throat.
Sadly, his condition was worse
than broken ribs. Chest radio-
graphs revealed metastases exac-
erbating his tenuous respiratory
status.

The following day, the trauma
surgeon sat at his bedside, her
voice cutting through the me-
thodic ebb and flow of the venti-
lator. The risk of death, she said,
for a person in his 80s increased
linearly with the number of frac-
tured ribs. For him, it was over
90%. Father Andrew, remarkably
alert, listened intently. He scrawled
on his notepad in unsteady script,
“What about my car? When can I
drive again?” His sister comment-
ed: “You see . . . he’s a fighter.”
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Although prognostic certainty
remains elusive, many clinicians
use statistics to quantify outcomes.
We strive to achieve increasing
precision with risk calculators
and use the best available evidence
to report probabilities of discrete
complications. Decision aids allow
us to share these predictions with
patients and facilitate comparison
between treatments. Although
numbers quantify uncertainty, they
offer little guidance to patients
for managing this uncertainty.
Moreover, these strategies fail to
illuminate logical connections be-
tween the patient’s current condi-
tion, downstream outcomes, and
events experienced along the way.

When confronted with new,
overwhelming information, peo-
ple often develop blind spots for
poor outcomes.' Patients struggle
to interpret the most dire fore-
casts, often assuming that 90%
mortality means a 10% chance
that life will be just as it was be-
fore, even when “life as usual” is
simply not possible. Achieving de-
cisions that accord with patients’
goals requires more than current
decision supports provide. Better
predictive models and more acces-
sible representation of outcomes
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are not enough to engage patients
in strategic deliberation or pre-
pare them for the unthinkable.
Instead of more information, pa-
tients need more interpretation of
the available data.?

Similar to risk prediction, tradi-
tional economic forecasts aim to
assist business managers by ex-
trapolating from observed trends.
If the price of oil rose by $5 per
barrel last month and $2 per bar-
rel the month before, economists
use these data in sophisticated
models to calculate the expected
price next month. Though such
projections can be useful, they do
not allow decision makers to pre-
pare for alternative outcomes or
anticipate the ramifications of ma-
jor shifts.

In the turbulent 1970s, Pierre
Wack, an economist for Shell Oil,
popularized “scenario planning”
to translate vast probabilistic in-
formation and facilitate strategic
decisions.>* Rather than empha-
sizing precise prognostication,
this technique generates multiple
plausible futures. Each scenario
helps decision makers visualize
what might happen under various
sets of assumptions — discovery
of new oil fields, say, or turmoil
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