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1-Year Pay Fix Circumvents
25% Fee Reduction in 2011

B Y  M A R Y  E L L E N  S C H N E I D E R

P
hysicians will not face a scheduled
25% pay cut under the Medicare
Physician Fee Schedule in 2011,

thanks to last-minute action by Congress
and President Obama. 

On Dec. 15, Mr. Obama signed a 1-
year pay fix into law. This will eliminate
the scheduled deep fee-schedule cut
and instead keep Medicare physician
fees at their current rate throughout
2011. The law will also extend several
Medicare payment provisions through-
out 2011, including the 5% increase in
payments for certain mental health ser-
vices. The Medicare and Medicaid Ex-
tenders Act of 2010 (H.R. 4994) was ap-
proved by the Senate on Dec. 8 and by
the House on Dec. 9. 

The fee fix will be paid for by small
changes to the Affordable Care Act. Un-
der the ACA, if an individual who re-
ceives a tax credit to purchase health in-
surance has a higher income than what
was originally reported, he or she must
refund the tax credit, but only up to
$250 for individuals and $400 for fami-
lies who are at or below 400% of the
Federal Poverty Level. 

Under H.R. 4994, those amounts
would be replaced by an income-based
tiered repayment structure, saving the
federal government about $19 billion
over 10 years, according to the Senate
Finance Committee. 

Nancy-Ann DeParle, director of the

White House Office of Health Reform,
said that while signing the 1-year pay fix
into law was important, the president
favors a permanent solution to the Sus-
tainable Growth Rate formula used to
pay physicians under Medicare. “After
years of temporary measures, the Pres-
ident believes it’s time for a permanent
solution,” Ms. DeParle wrote in a blog
post on Dec. 15. 

The American Medical Association
praised Congress and the President for
averting the Medicare cuts and giving the
program some stability by passing a 1-
year fix, as opposed to the short-term ap-
proach Congress took throughout 2010.
Like the president, the AMA is also push-
ing Congress for a long-term solution. 

“It’s clear that 2011 is the year to fi-
nally fix this problem, as the Baby
Boomers begin relying on Medicare
this January for their health coverage,”
AMA President Cecil B. Wilson said in
a statement. ■

Panel Says Provenge Data
Don’t Back Off-Label Uses

B Y  C A T H Y  K E L L Y

“The Pink Sheet”

T
he existing clinical data on
Dendreon’s prostate can-
cer vaccine sipuleucel-T

cannot be “generalizable” to off-
label uses, most members of the
Medicare Evidence Development
& Coverage Advisory Committee
agreed at a Nov. 17 meeting.

The meeting was called by the
Centers for Medicare and Medicaid
Services to consider whether sip-
uleucel-T (Provenge) is a “reason-
able and necessary” therapy and
thus eligible for Medicare coverage.
The treatment is approved for treat-
ing asymptomatic or minimally
symptomatic prostate cancer that is
metastatic and resistant to standard
hormone treatment. Many oncol-
ogists were concerned that
Medicare was setting a precedent in
reviewing an approved therapy.

The committee’s review is part
of a national coverage analysis on
sipuleucel-T, and may be followed
by a national coverage determina-
tion. Off-label use is one significant
issue for the agency. A proposed de-
cision on the agency’s analysis is
scheduled to be released by March
3, 2011, and a final decision will be
released in June 2011.

The committee voted on a num-
ber of questions designed to probe

the strength of the available evi-
dence for both off-label and on-la-
bel use. In answering questions
posed by CMS, members were
asked to rate their confidence in
the data on a scale ranging from
“low” to “high.”

Most members signaled that the
data could not support use of the
therapy in patients whose prostate
cancer has not metastasized; in
patients who have metastatic, cas-
trate-resistant disease but whose
symptoms are more severe than
minimally symptomatic; or in pa-
tients who have metastatic
prostate cancer but have not failed
hormonal therapy.

The committee was more con-
fident about the data supporting
on-label uses. The majority of its
members voted that the data were
reasonably adequate to conclude
that sipuleucel-T improves overall
patient survival, and can help to
avoid the “burdens,” including the
side effects associated with chemo-
therapy.

The committee expressed less
confidence that the data conclu-
sively show sipuleucel-T improves
the control of disease-related
symptoms. ■

“The Pink Sheet” and this
newspaper are both published by
Elsevier.

Congress Clarifies Definition ‘Creditor’ for Red Flags Rule
B Y  M A R Y  E L L E N  S C H N E I D E R

Congress passed legislation clarify-
ing its definition of a “creditor”

under the Red Flags rule, a move that
could help bolster the case that physi-
cians should not have to abide by the
new identity theft safeguards. 

The Federal Trade Commission is
set to begin enforcing the Red Flags
rule, which was written to implement
provisions of the Fair and Accurate
Credit Transactions Act. The act re-
quires creditors to develop formal

identity theft–prevention programs
that would allow an organization to
identify, detect, and respond to any
suspicious practices (“red flags”) that
could indicate identity theft. 

However, physician groups have
long asserted that they are not credi-
tors, and should be exempt from the
requirements, which they consider
overly burdensome.

Under the new legislation (S. 3987),
Congress clarifies that a creditor is
not someone who simply “advances
funds on behalf of a person for ex-

penses” related to a service. The
American Medical Association and
other physician groups are hopeful
that the clarification will be enough to
convince officials at the Federal Trade
Commission to exempt physicians
from the rule. 

“The AMA is pleased that this leg-
islation supports AMA’s long-standing
argument to the FTC that physicians
are not creditors. This bill will help
eliminate the current confusion about
the rule’s application to physicians,”
AMA President Cecil B. Wilson said in

a statement. “We hope that the FTC
will now withdraw its assertion that
the Red Flags rule applies to physi-
cians.”

The Red Flags rule became effective
on Jan. 1, 2008, with an original en-
forcement deadline of Nov. 1, 2008.
However, the Federal Trade Com-
mission has delayed enforcement of
the rule five times, first to give orga-
nizations more time to become fa-
miliar with the requirements, and lat-
er at the request of members of
Congress. ■

The law will also extend
several Medicare
payment provisions
through next year,
including the 5% increase
in payments for certain
mental health services.
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ACCC Study Finds Gaps in Care for Discharged Patients
B Y  A L I C I A  A U L T

A
study by the Association of
Community Cancer Centers
finds that very few hospitals

are monitoring readmissions or fol-
lowing up with discharged patients.

The study of cancer patients’ tran-
sitions from inpatient to outpatient
settings also found that although 85%
of responding hospitals had a process
to manage patients between care set-
tings, 55% had a written transition
policy, whereas 3% had a specific tran-
sition policy that applied specifically to
oncology patients.

In conducting the study, the ACCC
“examined components of the care
transition, including the adequacy and
completeness of the medical record,
medication reconciliation, and com-
munication among providers – both
within their own programs and be-
tween the two care settings,” said
ACCC president, Al B. Benson III in a
statement.

“Our goal was to understand the
challenges involved in transitioning
patients between settings and to iden-
tify best practices ensuring a smooth
transition,” he added.

The study was conducted through
two online surveys: one of oncology
physician practices and the other for

hospital-based oncology programs.
About 100 participants completed
surveys overall, according to the
ACCC.

Five hospital and four physician
practices were selected as “exem-
plary” sites, based on a series of qual-
ity metrics.

Among the findings for hospitals:
93% had a process for contacting the
patient’s oncologist when he or she
was admitted for oncology-related
treatment, but only 66% had proce-
dures in place for making the contact
when the patient was admitted with
cancer as a secondary diagnosis.

Only 18% of hospitals contact on-
cology patients post discharge to con-
firm that follow-up appointments have
been scheduled or met; 33% of hos-
pital-based clinicians check, usually
through a phone call to see how pa-
tients are doing more generally.

ACCC found that most hospitals
and oncology practices “have fairly ef-
fective medication reconciliation pro-
cedures in place.” But most hospitals
also rely “almost entirely” on the pa-
tient or the family to tell them which
drugs the patient is taking, the dose,
and prescribed use – and do not con-
firm with the outpatient physician,
the ACCC found.

Electronic health record (EHR)

systems are making inroads but are
generally accessible only by the
admitting oncologist, and not the
community oncologist.

Only 35% of hospitals with EHRs
said they can transmit data to inde-
pendent oncology groups, and only

32% automatically forward a discharge
summary to independent groups.

On the outpatient side, the ACCC
found that while oncologists infre-
quently are notified that their patients
have been admitted, up to 60% of the
responding oncology groups said they
took proactive steps to determine ad-
missions, by checking the EHR or
hospital lists.

Fifty percent of the groups have
designated staff to manage the tran-

sition, and more than 60% followed
up or made the post-discharge office
appointment. However, the ACCC
found that few groups have specific
policies or checklists to help manage
the transition.

Most groups (80%) said they con-
ducted medication reconciliation and
75% had computerized order entry
systems. Half use the systems to elec-
tronically transmit prescriptions to the
pharmacist, but few can use comput-
erized prescriber order entry to access
external prescription databases, said
the ACCC.

They also found that most oncolo-
gy groups obtained the hospital med-
ical records and discharge summaries,
which they added to patient’s office
chart. But the information was
flagged for review in only about 25%
of practices.

To a large extent, it seems that man-
agement of the patient transition is de-
pendent on hospital-based EHR sys-
tems, said the ACCC. The group
highlighted other challenges such as
hospitals and physicians competing for
patients, and the fact that the compe-
tition can sometimes impede commu-
nications during the transition. anoth-
er challenge was that the the cost of
managing a transition is not usually
reimbursed. ■

Only 18% of hospitals

contact oncology

patients about follow-up

appointments after

discharge, and roughly a

third of hospital-based

clinicians check to see

how patients are doing

more generally.

Physicians Frustrated With Preauthorization, AMA Survey Shows
B Y  S C O T T  S T E I N K E

“The Pink Sheet”

More than two-thirds of physi-
cians reported that they have

had to wait several days for insurers
to conduct prior authorization re-

views for tests, procedures, and pre-
scription drugs, and about the same
proportion said they have had diffi-
culty tracking which of these thera-
peutics are subject to review re-
quirements, according to a national
survey of physicians released by the
American Medical Association.

Although physicians are frequently
said to be frustrated by insurers’ re-

view requirements, this is the AMA’s
first national survey to measure physi-
cians’ experiences. The survey of 2,400
practitioners was conducted in May.

Nearly all physicians would like to
eliminate impediments caused by
preauthorization requirements, with
78% saying it is “very important” and
an additional 17% saying it is “impor-
tant” for insurers to eliminate preau-
thorization hassles.

Part of the survey dealt specifically
with prior authorization for prescrip-
tion drugs, a common tool used to
control utilization of high-cost drugs,
especially when lower-cost alterna-
tives are available.

The findings included the following:
P More than half (58%) of physicians
experienced difficulty with obtaining
approval from insurers on a quarter or
more of preauthorization requests.
P In all, 57% experienced a 20% re-
jection rate on first-time preautho-
rization requests.
P Just under 40% reported appealing
80% or more of insurer rejections on
first-time preauthorization requests.

The survey results showed that pri-
or authorization “negatively impacts
patient care,” according to the AMA.

“Intrusive managed care oversight pro-
grams that substitute corporate poli-
cy for physicians’ clinical judgment
can delay patient access to medically
necessary care,” AMA Immediate Past
President J. James Rohack said in a
statement. 

Physicians spend about 20 hr/wk,

on average, dealing just with preau-
thorizations, according to the survey.
Many physicians surveyed (75%) ex-
pressed a desire to implement an au-
tomated preauthorization process. ■

This newspaper and “The Pink Sheet”
are published by Elsevier. 

Physicians spend on

average about 20 hours

a week dealing with

preauthorizations. Three-

quarters of those

surveyed said that they

want the process to be

automated.

Medicaid Coverage of Smoking Cessation Treatments

*Nicotine gum, patch, nasal spray, inhaler, and lozenge;
varenicline; bupropion; group and individual counseling

Source: American Lung Association
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Feds’ Antitrust Efforts May Make It Easier to Form ACOs 
B Y  M .  A L E X A N D E R  O T T O

M
any physicians have won-
dered how – and even if –
they will be able to work to-

gether to form accountable care orga-
nizations without violating federal an-
titrust and fraud and abuse laws. 

A federal regulatory meeting held
earlier this fall offered possible an-
swers to both questions. Federal reg-
ulators are considering exemptions to
those laws that would allow providers
who meet certain requirements to
form ACOs. 

“It is not easy to craft safe harbors
that can replace an antitrust review
that analyzes the specific facts of each
case and market. But we’re going to
try to do this,” said Jon Leibowitz,
chairman of the Federal Trade Com-
mission (FTC). 

Similarly, Daniel Levinson, inspector
general of the U.S. Department of
Health and Human Services, noted
that the Affordable Care Act gives the
HHS secretary the authority to waive
some fraud and abuse laws as needed
to help ACO programs develop.

“We and our HHS colleagues are
looking closely at how the secretary
might exercise this authority most ef-
fectively,” Levinson said, according to
the meeting transcript. 

The FTC, the HHS Office of In-
spector General, and the Centers for
Medicare and Medicaid Services con-
ducted the workshop in Baltimore to
hear the opinions of panelists and au-
dience members on a variety of ACO
issues.

However, much of the questioning
focused on how antitrust and fraud and

abuse exemptions could be applied to
ACOs.

The Affordable Care Act promotes
ACO creation to reduce health-care
fragmentation, improve outcomes,
and cut health spending by, for in-
stance, keeping patients out of hospi-
tals when possible. 

The goal is for providers to come to-
gether and contract with the CMS to
integrate and manage the care of at
least 5,000 patients, and to share a
portion of the savings their efforts

generate for Medicare, so long as qual-
ity parameters are met. 

Once formed, ACOs could pursue
similar types of contracts with com-
mercial insurance companies.

The catch is that encouraging in-
dependent providers to jointly nego-
tiate contracts and payment rates
with health plans raises concerns
about joint price fixing, reduced com-
petition, and other antitrust matters.

Likewise, the shared-savings provi-
sion, among others, raises antikick-
back, self-referral, and other fraud and
abuse concerns, according to health

care attorney Douglas Hastings, board
chair of Epstein Becker & Green,
Washington, and a meeting panelist
who offered his insights during a later
interview. 

Regulators are interested in applying
to ACOs antitrust protections that al-
ready exist for providers who are clin-
ically integrated and jointly accept sig-
nificant financial risk.

“In those cases, [collaboration is]
not viewed as an antitrust matter,
since they are behaving as an inte-
grated organization,” explained meet-
ing panelist and health policy expert
Harold Miller, executive director of
the Center for Health Care Quality
and Payment Reform, who also
offered his insights during a later in-
terview. 

Defining the extent of integration
required for protection and the time
frame to achieve it remain key issues
for regulators, as does the possible
creation of additional antitrust safe
harbors related to market share and
other matters. Regulators also said
that they want to foster multiple
ACOs in a given market to increase
competition. 

Which providers would be covered
under fraud and abuse waivers also re-
mains an issue, as well as whether
waivers should apply only to shared
savings payments or to other financial
relationships ACOs create, Troy
Barsky, director of the CMS Division
of Technical Payment Policy, ex-
plained during the meeting. 

Overall, the hope is to spur “coor-
dination [and] cooperation among the
people and the entities that provide
health care,” while at the same time

ensure “appropriate corporate behav-
iors,” said Dr. Donald Berwick, CMS
Administrator.

The proposed ACO regulations
were expected from the CMS in late
December. 

In the meantime, Mr. Miller advised
physicians, “If you want to be an ACO,
you have to start looking at the data
you have – or get access to data from
payers, Medicare, and others – to iden-
tify opportunities for savings.

“Once you know where they are,
figure out what programs to put in
place to achieve those savings,” Mr.
Miller said. 

One option among many is to hire
a nurse to help chronically ill patients
manage their diseases, he said. That’s
been proven to help reduce emer-
gency department visits and hospital-
izations, he added (Arch. Intern. Med.
2003;163:585-91).

To make such programs cost effec-
tive, however, “a small practice will
need to think about how to partner
with other practices in order to have
enough patients who can benefit,” he
said.

Mr. Miller added that he does not
believe recent election results will de-
rail ACO efforts or other aspects of the
Affordable Care Act. Despite Republi-
can victories, “I think that it would be
a near impossibility to pass a repeal by
a veto-proof margin. And the ACO
stuff is not really controversial – yet,”
he noted.

The meeting’s audio and transcript
– as well as public comments on con-
cerns about ACO – are available on-
line at www.ftc.gov/opp/workshops/
aco/index.shtml. ■

Final Outpatient Pay Rule Covers Colonoscopy, Mammograms
B Y  A L I C I A  A U L T

The Centers for Medicare and Med-
icaid Services issued its final rule on

outpatient and ambulatory surgery cen-
ter payments for 2011, clearing the way
for Medicare beneficiaries to receive
cost-free preventive screenings such as
colonoscopy and mammography.

The elimination of cost-sharing was
part of the Affordable Care Act (ACA),
and one of many provisions from that
law that are being implemented
through the outpatient and ambulato-
ry surgical center (ASC) rule. That pos-
es a challenge to the newly elected Re-
publican majority in the House, which
has vowed to try to stop much of the
health reform law from taking effect.

Dr. Donald Berwick, administrator of
the Centers for Medicare and Medicaid
Services (CMS), put the preventive care

benefits front and center in a statement
announcing the rule: “We hope that by
eliminating these out-of-pocket costs,
more beneficiaries will make full use of
their Medicare preventive benefits. We
know that prevention, early detection
and early treatment of diseases can pro-
mote better outcomes for patients and
lower long-term health spending.”

The rule also puts into effect a pro-
hibition against the development of
new physician-owned hospitals or ex-
pansion of existing physician-owned
facilities. The prohibition was part of
the ACA and was opposed by many
physician organizations.

Cardiologists are also likely to be af-
fected by modifications in how
Medicare will pay for certain imaging
services. The agency is proposing to
cut payments for radiology services by
10%. The CMS also said that it was

now assuming that imaging equip-
ment is being used at a higher rate to
calculate payments than it was previ-
ously. That allows it to reduce reim-
bursements, in particular for comput-
ed tomography angiography and
magnetic resonance angiography.

Radiation therapy, however, re-
ceived a slight bump up in pay from
the agency. The rates for radiation on-
cology were set under a separate rule
governing how Medicare sets physi-
cian fees. The American Society for
Radiation Oncology estimated that
overall, radiation oncology would
have a 1% decrease in 2011 pay as a re-
sult of changes to the fee schedule.

For the 2011 payment year, the CMS
was due to determine whether cancer
hospitals should have a different re-
imbursement scheme based on what
are thought to be higher costs than at

general hospitals. But the agency said
that it believes “further study and de-
liberation are required.”

Overall, the CMS estimates that it
will pay $39 billion in 2011 for outpa-
tient services, and another $4 billion for
services delivered to Medicare benefi-
ciaries in ambulatory surgical centers.

In 2011, the nation’s 5,000 ASCs will
be paid for the first time under a re-
vised rate system that more closely
aligns reimbursement with hospital
outpatient pay.

The agency also issued some new
quality reporting requirements for
outpatient services. Providers will now
have four new quality measures to re-
port on, in addition to the current 11.
Another eight will be added in 2012.

The hospital outpatient and ASC
rule was published in the Federal Reg-
ister on Nov. 24. ■

The catch is that

encouraging providers to

jointly negotiate

contracts and payment

rates with health plans

raises concerns about

price fixing and reduced

competition.
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For needs that go beyond medical care, refer your
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the emotional and practical concerns arising from
a cancer diagnosis and are integral to the standard
of care for all cancer patients, as recommended
by the Institute of Medicine.
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