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Abstract

One element of the Patient Protection
and Affordable Care Act (PPACA)

is the advancement of “comparative
effectiveness research” (CER).
Intended to compare available
treatment options, CER can benefit
patients if used for informational
purposes only, but it could also be
harmful in practice. The expansion of
the Medicare bureaucracy under the
PPACA will allow the use of CER for
more government micromanagement
of personal medical decision making—
hurting patients, doctors, and the
practice of medicine.
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O ne of the most important goals
of health care reform is to slow
down the runaway growth in health
care spending. The United States
spent 17.6 percent of its gross domes-
tic product (GDP) on health care in
2009, projected to rise to almost 20
percent of GDP by 2020. Federal
spending on Medicare, the federal
health care program for the elderly
and disabled, is of particular con-
cern. Medicare’s cost accounted for
3.7 percent of GDP in 2011 and is
growing faster than any other area
of federal spending due to increasing
health care costs and the rising num-

ber of elderly eligible for the program.

Another reason for the program’s
ballooning cost is its fee-for-service
structure, which rewards providers
for quantity of services and offers
little incentive for patients to avoid
doctors and other providers who
offer poor value.

Meanwhile, the idea of advancing
comparative effectiveness research
(CER)—defined by the Institute of
Medicine as “the generation and
synthesis of evidence that compares
the benefits and harms of alternative
methods to prevent, diagnose, treat,
and monitor a clinical condition or
to improve the delivery of care” —
has gained traction. The Patient
Protection and Affordable Care Act

TALKING POINTS

m Due to ballooning health care
costs, especially runaway spend-
ing on Medicare, paying for
“what works" using comparative
effectiveness research (CER)—
comparing available treatment
options—has gained traction.

m The Patient Protection and
Affordable Care Act (PPACA)
has created a quasi-governmen-
tal entity, the Patient-Centered
Outcomes Research Institute
(PCORI), to advance the use of
CER by doctors, patients, and
administrators.

CER can be beneficial by inform-
ing patients and physicians about
alternative options for treating

a certain condition. But in order
to improve quality of care, CER
must not edge out other crucial
factors guiding medical deci-
sions, including the physician's
training and experience and the
patient’s unique circumstance
and preferences.

The PPACA expands the Medi-
care bureaucracy and allows
more government micromanage-
ment of what should be personal
medical decisions.

m Using research findings to
strengthen bureaucracy is a los-
ing combination that will erode
quality of care for Americans.
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(PPACA) has created a quasi-govern-
mental entity, the Patient-Centered
Outcomes Research Institute
(PCORI), to advance CER and its use
by doctors, patients, and others.

Comparing available treatment
options could certainly be beneficial
by informing patients and physi-
cians of the trade-offs of alternative
options for treating a certain condi-
tion. But to improve quality of care,
CER findings must be considered just
one part of decision making.

CER must not edge out other
crucial factors guiding medical deci-
sions, including a physician’s training
and experience and a patient’s values,
preferences, goals, and lifestyle. In
countries with nationalized health
care, such as the United Kingdom,
comparative and cost-effective-
ness information is used to inform
mandatory coverage and payment
decisions, and this limits choice.

The PPACA expands the Medicare
bureaucracy and allows more gov-
ernment micromanagement of what

should be personal medical decisions.

CER in Practice

Being able to compare treat-
ment options and pick the best, most
cost-effective ones sounds ideal—in
theory. Real-life applications of CER,

however, can and often do take a dif-
ferent form.

The Patient-Centered
Outcomes Research Institute.
PCORI is established as a nonprofit
organization funded by Medicare
dollars and a new fee on private
insurance. The institute is gov-
erned by key stakeholders in the
health care system, appointed by
the Government Accountability
Office, and by the presidentially
appointed directors of the National
Institutes of Health and the Agency
for Healthcare Research and Quality.
PCORI is responsible for identifying
national research priorities, estab-
lishing and executing a research
agenda, and communicating research
findings to interested parties.?

The first draft of PCORI’s national
priorities and research agenda did
little to clarify how the informa-
tion it produces will be used.? The
draft includes few specifics beyond
what was already established in the
PPACA. PCORTI’s influence over how
CERis actually used will be more
or less limited to how it allocates its
relatively small financial resources,
but it will not be clear how it priori-
tizes funding for certain diseases and
conditions until it actually begins to
do so later in 2012. Obtaining cost

information on different treatments
will be one goal of the institute, the
draft made clear.
While PCORI uses the term
“patient-centered,” its findings will
not necessarily be used to pro-
mote patient-centered care. The
institute was originally named the
Comparative Effectiveness Research
Institute, but the name was changed
because of the controversy that this
clear assertion of its intentions cre-
ated.* The objectives of the institute
remain largely the same, but accord-
ing to PCORI’s executive director,
Joe V. Selby, the name change has
inspired PCORI to become more
patient-focused in its research.
According to the PCORI website,
“Patients will play a major role in
PCORI’s work by telling PCORI what
health care outcomes they value.””
But it is imperative to differentiate
between patient-centered research
and patient-centered care—the
former does not ensure the latter.
Including input from patients and
stakeholders in PCORI’s research
priorities and agenda could make
findings more useful for doctors
and patients, but the PPACA gives
Medicare, in particular, the author-
ity to use CER in ways that will
limit patient choice and physician

1. Institute of Medicine, “Initial National Priorities for Comparative Effectiveness Research,” Report Brief, June 2009, p. 1, at http://www.hrsonline.org/Policy/
LegislationTakeAction/upload/CER-report-brief-6-22-09.pdf (accessed February 27, 2012).

2. Patient Protection and Affordable Care Act, Public Law 111-148, § 6301.

3. Kathryn Nix, “Inside the Patient-Centered Outcomes Research Institute: No Promise of Protection from Government Rationing,” Heritage Foundation
WebMemo No. 3474, January 26, 2012, at http://www.heritage.org/research/reports/2012/01/patient-centered-outcomes-research-institutes-health-care-

priorities.

4.  CER entered the national spotlight when the American Recovery and Reinvestment Act of 2009 (also known as the stimulus bill) granted $1.1 billion to the
Agency for Healthcare Research and Quality, the National Institutes of Health, and the Department of Health and Human Services to fund CER. The law also
created the Federal Coordinating Council for Comparative Effectiveness Research to coordinate research and funding, which was replaced by PCORI under the

PPACA.

5. PCORI, "About Us," 2012, at http://www.pcori.org/about/ (accessed February 27, 2012).
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autonomy, making the opposite of
patient-centered care more likely
than not.

CER in the United Kingdom.
CER use in the U.K. hasbeen afar cry
from what is implied by the rhetoric
used to promote PCORI. Rather than
focusing on the individual needs
of patients, the United Kingdom’s
National Health Service (NHS) uses
comparative and cost-effectiveness
information to limit options as a bud-
getary tool.

The NHS offers health coverage
to all British citizens and determines
which treatments will be covered
and paid for, and under which cir-
cumstances. Decisions are based on

“recommendations” by the National
Institute for Health and Clinical
Excellence (NICE), whose stated
purpose is to create clinical guide-
lines and standardize care using
cost-effectiveness information, but
the NHS is required to adhere to all
of the recommendations made by
NICE.

If a treatment is not covered,
patients are able to go outside the
NHS and receive it privately without
regulatory or statutory obstacles—if
they are able to afford this. (Because
of Medicare’s restrictions on private
contracting, American seniors would
not have this same option.)

Under the NHS, British patients
have been refused effective treat-
ments for several conditions because
of cost.® After its initial assessment,
NICE decided that fingolimod, a
promising new medicine shown to
reduce relapses and delay disease
progression in multiple sclerosis
(MS) patients, would not be covered.

“Based on the available clinical evi-
dence and economic analysis,” NICE
claimed, “our independent commit-
tee concluded that fingolimod would
not be effective good use of NHS
resources.” But according to U.K.
neurologist Eli Silber:

The computer models used to
determine cost effectiveness
don’t take into account the sig-
nificant amount of money that
would be spent on patients at the
end of life with severe disability,
when there isn’t much we can do.

... MS often affects young people,
with families and work, and this
decision denies them the oppor-
tunity to have the risk of dis-
ability reduced at a much earlier
stage.”

After receiving criticism for its
decision, NICE changed its guide-
lines to allow access to the treat-
ment for a subgroup of British MS

patients.® However, other decisions
made by the rationing body may not
receive the same level of attention.

By focusing on short-term savings,
decisions that deny coverage can
worsen the health of the population
and increase long-term costs. Helen
Evans, a nurse and health fellow
at the London-based Adam Smith
Institute, highlighted NICE’s deci-
sion to provide Protelos, a drug that
treats osteoporosis, to only a small
number of patients as a last resort.
She writes that “clinicians and osteo-
porosis support groups have pointed
out that more than 70,000 hip frac-
tures result in 13,000 premature
deathsin the U.K. each year and that
these otherwise avoidable episodes
needlessly cost the NHS billions of
pounds.”

Bringing CER to the United
States. Proponents of the PPACA
dismiss concerns that a U.K.-style
system will arise under the health
law, but the evolution of PCORI
implies that the idea may not be so
farfetched. Senators Max Baucus
(D-MT) and Kent Conrad (D-ND)
first introduced the Comparative
Effectiveness Research Actin 2008
in order to create a new entity
called the Health Care Comparative
Effectiveness Research Institute,
with the goal of advancing CER.*

6. Helen Evans, “Comparative Effectiveness in Health Care Reform: Lessons from Abroad,” Heritage Foundation Backgrounder No. 2239, February 4, 2009, at
http://www.heritage.org/research/reports/2009/02/comparative-effectiveness-in-health-care-reform-lessons-from-abroad, and Gurjeet Guram and Robert
E. Moffit, “The Concept of a Federal Health Board: Learning from Britain's Experience,” Heritage Foundation WebMemo No. 2154, December 4, 2008, at http://
www.heritage.org/Research/Reports/2008/12/The-Concept-of-a-Federal-Health-Board-Learning-from-Britains-Experience.

7. Jenny Hope, “Breakthrough MS Pill Rejected as Too Expensive by NHS Watchdog (but You Can Get It in U.S. and Germany),” MailOnline.com, August 5, 2011,
at http://www.dailymail.co.uk/health/article-2022767/Miracle-MS-pill-rejected-expensive-NHS-watchdog-available-U-S-Germany.html (accessed February
27,2012), and news release, “MS Drug Should Not Be Prescribed on NHS, Says Draft Guidance,” National Health Services, August 4, 2011, at http://www.nice.
org.uk/newsroom/pressreleases/MSDrugDraftGuidance.jsp?zbrandid=4337&zid Type=CH&zid=7637383&zsubscriberld=1024035413&zbdom=http:/npc.

informz.net (accessed February 27, 2012).

8. National Institute for Health and Clinical Excellence, “Final Appraisal Determination: Fingolimod for the Treatment of Highly Active Relapsing-Remitting
Multiple Sclerosis,” March 2012, at http://www.nice.org.uk/nicemedia/live/12170/58500,/58500.pdf (accessed April 4, 2012).

9.  Evans, "Comparative Effectiveness in Health Care Reform: Lessons from Abroad.”

10. Comparative Effectiveness Research Act of 2008 (S. 3408), at http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=110_cong_bills&docid=f:s3408is.

txt.pdf (accessed February 27, 2012).




BACKGROUNDER | NO. 2679
APRIL12, 2012

The proposal included almost no
limitation on the use of CER with-

in Medicare, and the Secretary of
Health and Human Services, or the
Secretary’s designee, was included
on the institute’s board of governors,
allowing the Department of Health
and Human Services (HHS) ample
opportunity to influence the direc-
tion of research.

In June 2009, Senators Baucus
and Conrad offered a revised ver-
sion of their earlier bill, changing the
institute’s name to today’s Patient-
Centered Outcomes Research
Institute."! By the time the PPACA
was signed into law, the original enti-
ty had been revised to include addi-
tional restrictions to make PCORI
politically viable.

This idea of a CER board or insti-
tute was not unique. Before tak-
ing office, President Barack Obama
chose former Democratic Senate
Majority Leader Tom Daschle to
serve as Secretary of HHS and
director of the new White House
Office of Health Reform and Jeanne
Lambrew to serve as deputy direc-
tor of the White House Office of
Health Reform. In 2008, Daschle and
Lambrew co-authored a proposal
to overhaul the health care system,
which included the creation of a
Federal Health Board to use CER to
make coverage decisions. The board
would “define evidence-based health
benefits and lower overall spending

by determining which medicines,

treatments, and procedures are most
effective—and identifying those that
do not justify their high price tags.”*?

Under their proposal, all federal
health programs would have been
required to adhere to the recom-
mendations made by Daschle and
Lambrew’s Federal Health Board.
Daschle and Lambrew even suggest-
ed linking the board’s recommenda-
tions to the existing tax exclusion for
health insurance, applying deci-
sions to private coverage as well.’
Ultimately, Daschle was not appoint-
ed as Secretary of HHS, but Jeanne
Lambrew was chosen to serve as
director of the HHS Office of Health
Reform.

Others in the Obama
Administration have been no less
vocal about their support for the
top-down use of CER. Peter Orszag,
former director of the Office of
Management and Budget, testi-
fied before the Senate Finance
Committee: “To alter providers’
behavior, it is probably necessary to
combine comparative effectiveness
research with aggressive promul-
gation of standards and changes in
financial and other incentives.”*

Finally, President Obama
appointed Donald Berwick, M.D., to
serve as administrator of the Centers
for Medicare and Medicaid Services
(CMS). Much of Berwick’s commen-
tary praises the United Kingdom’s

NHS, about which Berwick claims, “I
am romantic about the NHS; I love
it.”!® His vision for health care reform
depends on strong centralized power:

“I cannot believe that the individual
health care consumer can enforce
through choice the proper configu-
rations of a system as massive and
complex as health care. That is for
leaders to do.”*®

Berwick’s comments about the
role of government and elected
officials are exactly what must be
avoided as CER makes its way to
the United States. Under the PPACA,
CER will clearly not be used solely as
a passive informational tool to guide
decision making.

Do PPACA Limits on CER Use
Carry Any Weight? The PPACA
does limit PCORTI’s role and its use
of research findings. The institute
is forbidden from issuing coverage
guidelines or making treatment rec-
ommendations and “shall not devel-
op or employ a dollars-per-quality
adjusted life year ... as a threshold to
establish what type of health care
is cost effective or recommended.”"”
But while the institute may not
develop a dollars-per-quality mea-
sure of value, it is not explicitly
restricted from supporting research
on cost-effectiveness.

The PPACA also limits how
PCORI findings can be used in
administering Medicare, but it
does not prevent CER findings from

1. Patient-Centered Outcomes Research Act of 2009 (S. 1213), at http:/frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=111_cong_bills&docid=f:s1213is.

txt.pdf (accessed February 28, 2012).

12. Tom Daschle, Critical: What We Can Do About the Health-Care Crisis (New York: Thomas Dunne Books, 2008), p. 136.

13, Ibid., p.179.

14. Peter R. Orszag, "Opportunities to Increase Efficiency in Health Care,” testimony before Health Reform Summit of the Committee on Finance, U.S. Senate,
June 16, 2008, at http://www.cbo.gov/sites/default/files/cbofiles/ftpdocs/93xx,/doc9384,/06-16-healthsummit.pdf (accessed February 28, 2012).

15.  Donald M. Berwick, “A Transatlantic Review of the NHS at 60,” Physicians for a National Health Program, July 1, 2008, at http://www.pnhp.org/news/2010/
may/a-transatlantic-review-of-the-nhs-at-60 (accessed February 28, 2012).

16. Ibid.
17.  Patient Protection and Affordable Care Act.
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influencing this or other arms of the
government in their decisions on
coverage and payment. Sean Tunis,
president of the Center for Medical
Technology Policy, states that “the
PPACA’s statutory language does not
prevent Medicare from considering
CER studies generated by PCORI or
other researchers for making cov-
erage decisions, although it does
impose some restrictions.”’®

The Secretary of HHS is prohib-
ited from using CER to treat the lives
of the elderly as being of less value
than others and from using quality
adjusted life-years or other similar
measures “as a threshold to deter-
mine coverage, reimbursement, or
incentive programs.” But beyond
this, the limits are decidedly vague,
leaving the future role of CER in
Medicare open-ended. Meanwhile,
other parts of the health law open
the door for Medicare to use CER
to micromanage the practice of
medicine.

The New Medicare: More
Bureaucracy, Less Freedom
The PPACA threatens patient
choice and physician autonomy for
patients and providers who partici-
pate in Medicare. Reductions in pro-
vider payments and delivery system
changes implicitly allow the program
to ration care through so-called
improvements in value and efficiency.
The PPACA allows government to
micromanage the cost and utiliza-
tion of medical goods and services

in an attempt to eke out relatively
small savings from a wildly insolvent
program. This approach will not be
sufficient to save Medicare, nor will
it benefit patients since CER is a
required tool in this failing exercise.

The Independent Payment
Advisory Board. The new
Independent Payment Advisory
Board (IPAB), composed of 15 mem-
bers appointed by the President and
confirmed by the Senate, was created
by the PPACA to enforce a per capita
spending growth target in Medicare.
If spending exceeds the set threshold,
the board’s recommendations will
automatically go into effect unless
Congress passes legislation that
equally reduces growth in spend-
ing. Otherwise, IPAB’s decisions
will bypass congressional approval
and require a two-thirds majority of
Congress to override them.

IPAB is mostly limited to tinker-
ing with provider payments to reduce
cost growth and is restricted from
explicitly rationing care (though
no definition of “rationing” is sup-
plied). But IPAB could still give other
government authorities the ability
to ration care using information like
that produced by PCORI. American
Enterprise Institute scholar and
physician Scott Gottlieb warns,

“Rather than making the tough clini-
cal judgments themselves, the IPAB
would grant CMS authority to rely on
judgment of the agency’s largely thin
clinical staff about the relative ben-
efits of competing treatments.”?°

According to Gottlieb, IPAB could
give the Centers for Medicare and
Medicaid Services the authority to
consolidate drugs, medical devices,
and other services under one pay-
ment code and then pay for the “least
costly alternative” among compara-
ble approaches.

Medicare Hospital Value-
Based Purchasing. Another way
that Medicare could end up rationing
care is by adjusting provider reim-
bursement under the new value-
based purchasing program (VBP).
Value-based purchasing was includ-
ed in the PPACA as acknowledgment
that Medicare has long struggled to
reward certain providers and punish
others based on value of care.

In other areas of the economy,
where the purchaser of a good or
service and its user are generally one
and the same, consumers achieve
these goals. Supporters of the PPACA,
however, ignore this fact by trying to
replace the role of the consumer with
more central planning. As Ethics and
Public Policy Center fellow James
Capretta states, “Efforts to con-
trol costs from the top-down have
always devolved into price setting
and across-the-board payment-rate
reductions, which is detrimental to
the quality of American medicine.”*

Despite claims by PPACA support-
ers that improvements in quality and
efficiency in the PPACA will reverse
Medicare’s growing financial pre-
dicament, the Congressional Budget
Office finds that “demonstrations

18. Sean R. Tunis, Robert A. Berenson, Steve E. Phurrough, and Penny E. Mohr, “Improving the Quality and Efficiency of the Medicare Program Through Coverage
Policy,” Urban Institute and Robert Wood Johnson Foundation, August 2011, at http:/www.rwjf.org/files/research/72761summarymedicarecoveragequickstri

ke20110816.pdf (accessed February 28, 2012).

19. Patient Protection and Affordable Care Act.

20. Scott Gottlieb, “IPAB: The Controversial Consequences for Medicare and Seniors,” statement before the Subcommittee on Health, Committee on Energy and
Commerce, U.S. House of Representatives, July 13, 2011, at http://republicans.energycommerce.house.gov/Media/file/Hearings/Health/071311/Gottlieb.pdf

(accessed February 28, 2012).

21. James C. Capretta, “"Why the Obama Health Plan is Not Entitlement Reform,” Galen Institute, July 2010, p. 17, at http://www.thenewatlantis.com/
docLib/20100804_CaprettaHealthPlan.pdf (accessed February 28, 2012).
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that paid bonuses to providers on the
basis of their quality scores, esti-
mated savings, or both, produced
little or no savings.”*> Nevertheless,
the PPACA requires Medicare to
measure providers’ performance and
alter their payments based on a scor-
ing system in its new value-based
purchasing program.

Beginning in 2013, hospitals will
face financial incentives to comply
with federal quality measures. The
Secretary of HHS is responsible for
determining the performance stan-
dards and methodology used to cal-
culate hospital performance scores,
which will reflect achievement and
improvement, and, beginning in 2014,
include efficiency measures, such as
Medicare spending per beneficiary.
The law also calls for extension of
VBP into other areas of care.

Hospital payments will reflect
performance on the scored measures,
but the performance payment is not
atrue bonus, since its funding is
made available by first cutting base
payments across the board by 1 per-
cent ($850 million) in the first year,
gradually increasing to 2 percent by
2017. Hospitals will be scored on both
their achievement relative to other
hospitals and their improvement,
and payment will reflect the higher
score of the two. Penalizing some in
order to reward others is like grading
on a curve, which makes it impos-
sible for every student in class to get
an “A”

The 13 measures chosen to “grade”
hospitals in the program’s first year
were selected from those used cur-
rently under the Medicare Hospital

Quality Reporting Program for

five prevalent conditions, and the
Secretary of HHS has broad discre-
tion to add or remove measures.
Though the first year includes only
a handful of quality measures, it is
clear that more will be added in the
future.?®

In its first year, the VBP program
may seem fairly benign, but it is
unlikely to remain so. Even IPAB
could use the program to exercise
its role as arbiter of cost-containing
changes in Medicare. One of the few
mechanisms available to the IPAB is
to reduce provider reimbursements.
One way that IPAB could do this and
simultaneously claim to advance its
other goal to “protect and improve
Medicare beneficiaries’ access to nec-
essary and evidence-based items and
services” (a directive that gives the
board just as much authority to limit
care as it does to protect it) would be
to drastically reduce base hospital
payments and make an increasing
portion of provider reimbursement
contingent on performance scores
and adherence to VBP program qual-
ity measures.

As CER and other evidence is used
to inform the quality measures and
increase their size and scope, IPAB
could effectively make the measures
mandatory for providers. Even if the
VBP program as created in the stat-
ute is left unchanged, it could still
harm patient care.

Consequences of Value-Based

Purchasing for Patient Care
CERis already seen as a via-

ble basis for health care quality

measures, and the door is open for its
use in the VBP program. According
to HHS, “When hospitals follow
these types of proven best practices,
patients receive higher quality care
and see better outcomes.”** But

the evidence indicates otherwise.
Measuring and rewarding quality
according to measures of processes
or outcomes can have negative conse-
quences for patients and physicians
alike. VBP could encourage physi-
cian behavior that does not put the
patient first, meanwhile treating pro-
viders in ways that are unfair, ineq-
uitable, and unlikely to truly reflect
better-value, high-quality care.

A Strategy Doomed from the
Start. Evidence from government
demonstration programs shows that
value-based purchasing is an ineffec-
tive strategy to improve outcomes.
Even so, the authors of the PPACA
allowed it to become law, affecting
almost every hospital in the country.

Legislation in 2001 and 2003 gave
CMS the authority to collaborate
with Premier, a nationwide orga-
nization of not-for-profit hospitals,
to perform the Premier Hospital
Quality Incentive Demonstration
(PHQID). The demonstration pro-
gram offered 278 participating hos-
pitals incentive payments to improve
their performance based on 34 qual-
ity measures, 27 of which measured
process and seven of which mea-
sured outcomes.

CMS reported early on that the
program led hospitals to improve
their performance scores by 17.2 per-
centage points within the first three
years. Other studies reached similar

22. Congressional Budget Office, “"Lessons from Medicare's Demonstration Projects on Disease Management, Care Coordination, and Value-Based Payment,”
January 18, 2012, at http://www.cbo.gov/doc.cfm?index=12663 (accessed February 28, 2012).

23. News release, "Administration Implements New Health Reform Provision to Improve Care Quality, Lower Costs,” HealthCare.gov, April 29, 2011, at http:/www.
healthcare.gov/news/factsheets/2011/04 /valuebasedpurchasing04292011a.html (accessed April 4, 2012).

24. |bid.
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conclusions.? But the focus of these
studies was on process measures, not
actual outcomes, which do not tell
the whole story. Rodney Hayward,
M.D., warns that “experience with
performance measurement ... has
generally shown that ‘what you mea-
sure improves,” but unfortunately, we
often settle for measuring that which
is simple and easy to gauge and then
sit back and celebrate the improve-
ments in our ‘measures.””?°

Other studies assessed whether
the quality of outcomes improved
under the demonstration and came
to different conclusions. One study
analyzed the demonstration’s short-
term effects on mortality and cost
reduction, following a previous
analysis that showed that the dem-
onstration had no impact on mortal-
ity for patients suffering from acute
myocardial infarction.?” The results
showed that the demonstration did
not significantly reduce mortality or
cost. While mortality did decrease
for the measured conditions, simi-
lar reductions occurred at hospitals
that did not participate, and reduc-
tions were also observed for condi-
tions that were not measured. The

study concluded that “by not reduc-
ing mortality or cost growth, the
PHQID has made little impact on the
value of inpatient care purchased by
Medicare.”*®

CBO analysis later concluded that
the Premier demonstration “had no
effect on Medicare spending” and
only “slightly improved quality of
care based on the measures adopt-
ed for those demonstrations.”* A
study published in The New England
Journal of Medicine assessing the
long-term effects of the six-year pro-
gram at its conclusion echoed these
results. According to the authors,
they “found no evidence that the
largest hospital-based pay-for-per-
formance program led to a decrease
in 30-day mortality. Expectations
of improved outcomes for programs
modeled after Premier HQID should
therefore remain modest.”*° The
PPACA’s value-based purchasing
program, which begins in 2012, falls
directly under this category.

In addition to the growing evi-
dence that VBP will be ineffec-
tive, several other studies high-
light the harmful consequences
that can arise from these kinds of

pay-for-performance programes.
Researchers in the United Kingdom
examined the impact of pay-for-
performance in the U.K. and in
California on primary-care physi-
cians and concluded that adverse
effects included “encouraging physi-
cians to avoid sicker patients, exac-
erbating disparities, and neglecting
types of care for which quality is not
measured.”

Misaligned Incentives
Threaten Quality of Care. Quality
measures do not always translate
into what is best for an individual
patient, in which case practic-
ing medicine “to the test” can
harm patients. Harvard School of
Medicine’s Jerome Groopman, M.D,,
writes, “Over the past decade, federal
‘choice architects’—i.e., doctors and
other experts acting for the govern-
ment and making use of research
on comparative effectiveness—have
repeatedly identified ‘best practices,’
only to have them shown to be inef-
fective or even deleterious.”??

In 2007, the Journal of the
American Medical Association pub-
lished the findings of a study which
showed that none of the measures
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commonly used to quantify per-
formance for treating heart failure
was strongly associated with better
mortality rates.?* A 2010 University
of Michigan study came to a similar
conclusion when comparing sur-
gery outcomes at 2,189 hospitals for
their adherence to process measures
reported by Hospital Compare, a
website used to publicly report
hospital compliance with mea-
sures under the Medicare Hospital
Quality Reporting Program.** The
authors “found little evidence of a
consistent relationship between
hospital compliance with process-
es of care and operative mortal-
ity rate.” Furthermore, they claim,
“Currently available information on
the Hospital Compare website will
not help patients identify hospitals
with better outcomes for high-risk
surgery.”*Again, a rigid model with
the wrong focus may be at fault.
Since such performance measures
have fallen short time and again,
Medicare’s value-based purchasing
program is most likely, at best, to
lead to arbitrary reimbursement lev-
els for hospitals at inequitable rates
with no resulting benefit. Worse is
the possibility of encouraging medi-
cal professionals to act in ways that
are unnecessary or even harmful to

a patient in order to comply with the
measures. Groopman cites several
examples:

Medicare specified that it was a
“best practice” to tightly control
blood sugar levels in critically ill
patients in intensive care. That
measure of quality was not only
shown to be wrong but resulted
in a higher likelihood of death
when compared to measures
allowing a more flexible treat-
ment and higher blood sugar.
Similarly, government officials
directed that normal blood sugar
levels should be maintained
in ambulatory diabetics with
cardiovascular disease. Studies
in Canada and the United States
showed that this “best prac-
tice” was misconceived. There
were more deaths when doc-
tors obeyed this rule than when
patients received what the
government had designated as
subpar treatment (in which sugar
levels were allowed to vary).3¢

In addition to potentially encour-
aging physicians to do the wrong
thing, quality measures with finan-
cial strings attached can punish
doctors for doing the right thing.

Related to the VBP, the PPACA will
also financially penalize hospitals
with high readmission rates for cer-
tain medical conditions beginning
in 2012.%” Again, however, this model
could fail to achieve its intended goal
of improving quality.

A study by Cleveland Clinic
researchers showed that high pro-
vider readmission rates might not
necessarily indicate lower quality
care: While the Cleveland Clinic
had a higher-than-average readmis-
sion rate for heart failure, its average
30-day mortality rate for the same
condition was lower than average.®®
The researchers concluded that “if
a hospital has a lower mortality
rate, then a greater proportion of its
discharged patients are eligible for
readmission. As such, to some extent,
a higher readmission rate may be a
consequence of successful care.”®
One of the researchers, Dr. Eiran Z.
Gorodeski, further warns that “the
message to patients and the general
public is that they should be wary of
seemingly simple measures of qual-
ity of care.™°

Several health care systems
already use electronic health records
and evidence-based quality mea-
sures to standardize care, but the
crucial difference is that physicians
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are usually able to document and
defend their reasoning for deviat-
ing from best practices. One study
assessed the frequency with which
quality measures were ignored for
appropriate exceptions and found
that, of 650 exceptions reported dur-
ing a seven-month period, 93.6 per-
cent were medically appropriate.*!

Under Medicare’s VBP program,
physicians will not have the oppor-
tunity to justify deviations from
established standards. Instead, they
will have to choose between com-
pliance for payment and what they
consider to be most appropriate for
the patient.

Cherry-Picking Endangers
the Doctor-Patient Relationship.
Another significant issue in a system
that pays providers based on qual-
ity measures is that providers are
not single-handedly responsible for
health outcomes. Individuals, their
behavior, and several other fac-
tors can significantly affect health
outcomes. Rewarding or punishing
providers based on factors beyond
their control is unfair and threatens
patient-centered care by altering the
way physicians interact with patients
and encouraging them to “cherry-
pick” patients and treatments that
will enhance their performance
score.

The University of Manchester
study showed that this occurred in
the pay-for-performance programs

in California and the United
Kingdom.*? The researchers reported
that physicians “expressed resent-
ment about patients who refused to
comply with their advice” and that
“interviews contained reports of
seriously dysfunctional or coercive
behavior” by doctors when patients
were noncompliant. In extreme cases,
doctors threatened to un-enroll
patients, accused them of hurting
their ratings, or lied about the con-
sequences for failing to comply with
their orders. Physicians even report-
ed disregarding informed-consent
procedures to meet screening targets
for certain diseases.
Another study reinforces the
fact that patients, not just the care
they receive, can drastically change
performance ratings.** Primary-
care physicians who ranked high-
est according to widely used mea-
sures generally attended to older
patients with more complex illnesses.
Compared to the lowest-ranked phy-
sicians, those physicians also treated
fewer minority patients, non-English
speakers, and patients covered by
Medicaid or what the authors cat-
egorize as underinsured. When the
researchers adjusted the ranking
system to account for these factors,
36 percent of primary-care physi-
cians were reclassified.
Pay-for-performance programs
could encourage providers to cherry-
pick procedures as well, focusing on

the measured services to the neglect
of others:

[R]ather than creating a cul-
ture of quality, [pay for perfor-
mance] could lead to distor-
tions in reporting or misplaced
quality improvement efforts
driven primarily by bonus
payments. Such developments
could lead to the unintended
consequence of hospitals nar-
rowly focusing their interven-
tions at the expense of broadly
improving care.**

Even the PPACA’s strategy to
punish hospitals for high readmis-
sion rates is misguided, since it
focuses incentives on hospitals even
though they are not responsible for a
patient’s care following a discharge.
Reducing readmissions rates is wide-
ly considered to be a goal for health
care reform, and success requires
improving care coordination fol-
lowing a hospital stay. Evidence
shows that private plans in Medicare
Advantage are already doing a better
job on several measures of quality,
including reducing readmissions by
increasing other types of care after
an inpatient episode.*’

The Inevitable Bias of Quality
Measures. Only patients can
truly and effectively define value
in the health care system, and any
attempt to do so by the federal
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government is certain to reflect an
Administration’s political priorities
and influence from special interests.
As some health policy experts point
out, “Although the quality measures
are evidence-based and supported
by clinical science, collapsing the
measures into composite scores and
specifying bonus and penalty formu-
las require policy choices for which
there is no scientific foundation.™®

The practice of medicine inher-
ently requires some level of subjec-
tivity and judgment. Because itis an
imprecise science, it would be impos-
sible, even for the most expert of
central planners, to remove all gray
areas from medicine. Thus, patients
and their physicians are best posi-
tioned to make the most reasonable
decisions.

In 2009, the United States
Preventive Services Task Force
(USPSTF) changed its rating of
mammography for women between
the ages of 40 and 49 to “not rec-
ommended,” intending to signal
that women in this age bracket
should determine with their doctors
whether they should receive routine
screening.?” If such a recommenda-
tion were made a requirement, this
intent would be ignored. Physicians
Kerianne Quanstrum and Rodney
Hayward explain that:

[S]cientific evidence can only
help us describe the continuum
of benefit versus harm. The

assessment of whether the ben-
efit is great enough to warrant
the risk of harm ... is necessarily
avalue judgment. When either
side in the mammography wars
claims that the evidence suggests
that women should or should not
undergo routine mammography
starting at the age of 40 years,
they are deceiving themselves
and the public about what the
evidence can tell us. They are
really just making different value
judgments about where to set the
threshold.*®

It would be impossible to remove
all judgment calls from the practice
of medicine. The next best option
is to allow the providers closest to
each case and the patients affected to
make the decisions in order to keep
others’ priorities—political, budget-
ary, or otherwise—from shaping their
outcome.

Lawmakers should continue
to support Medicare reform that
rewards value and does not reduce
quality of care, but while several
private health systems have begun
to use financial incentives to encour-
age adherence to quality measures,
the federal government is simply
incapable of replicating the private
sector’s success. When innovations
prove unsuccessful in the private
sector, they are simply discontinued,
while governments need to issue new
regulations or pass new laws. Also,

in the private sector, physicians who
go against best practices, as defined
by CER or other evidence, for the
unique case of a specific patient

can often explain their reason-

ing in order to avoid penalties. And
physicians and patients alike have
the option of going elsewhere if
dissatisfied.

Impact on
Medical Innovation

CER can either serve as a comple-
ment to the creation and introduc-
tion of new treatments or as a strong
deterrent. Which becomes the real-
ity will, again, depend on how the
research findings are applied to the
practice of medicine. Using CER to
guide provider payment or make
coverage decisions would have reper-
cussions extending far beyond the
bedside. Since focusing on existing
treatments for which data is avail-
able stacks the deck against new ones,
this reactionary approach would dis-
courage further medical innovation.

The United States “is both a major
producer and consumer of health
care which means that both demand
for and supply of medical technology
is very high. Investment in new med-
ical technologies is very high as [are]
their levels of availability and rate
of diffusion.”® The U.S. is the largest
producer of medical technology in
the world due to this unique demand
for health care advancements and a
welcoming environment where the
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public sector invests in research and
private-sector talent leads to the
development of new technology.*®

However, experts warn that the
nation’s gradual move toward poli-
cies of top-down cost containment in
health care spending could jeopar-
dize the country’s ability to produce
new treatments and make them
available to patients.* Cleveland
Clinic chief executive Toby Cosgrove
states that “if we only pay for one of
those, we begin to limit what people
are willing to do in terms of develop-
ing new products.””® Research shows
that CER could reduce investment in
research and development of medical
technology by $10 billion—approxi-
mately 10 percent to 12 percent—each
year.”®

The impact of CER on “personal-
ized medicine,” which includes the
identification and use of a disease’s
genetic origins to indicate the cor-
rect treatment or medication dosage,
is especially worrisome. Advances
in this area already affect patients
with lung, colon, or breast cancer and
hold great potential for other areas
of medicine. According to a Lewin
Group study:

[T]he absence of [personalized
medicine| considerations in CER
could be suboptimal for patient
interests, particularly to the
extent that CER findings are
used to support gatekeeping or

other authoritative functions,
such as product labeling, clini-
cal practice guidelines, coverage
policies, and quality measures
and criteria.**

Personalized medicine could
replace the widely used “trial-and-
error” treatment paradigm, improve
health outcomes, and reduce health
care spending. Currently, most phy-
sicians choose a treatment that is
most likely to be effective and then
try another if the first is not suc-
cessful. This is costly and clearly not
ideal for the patient. However, the
problem might not be that the first
treatment was ineffective, but that it
was not effective for all patients. CER
might discourage the option that
is effective less often when what is
really needed is information reveal-
ing for which patients it is effective
and how to identify them.

If employed correctly, CER does
not have to pose a threat to innova-
tion. It could, in fact, complement
personalized medicine by illuminat-
ing areas in which differing respons-
es are due to genetic differences.

Researchers Robert Epstein and
J. Russell Teagarden highlight an
example in which CER compared
two statin treatments used to lower
cholesterol in high-risk cardiovascu-
lar patients. The findings supported
the conclusion that the stronger dose
of statins lowered the risk of adverse

outcomes. But that was not the entire
story. Later genetic analysis revealed
that the stronger treatment held no
added benefit unless a patient carried
aparticular gene variant.>® While
CER on its own might have conclud-
ed that the higher dose was better,
more in-depth research revealed that
this was not the case.

What Congress Should Do

Regrettably, the PPACA puts CER
use on the wrong path. Allowing
unelected officials to determine how
and to whom resources are allocated
rather than empowering doctors
and patients to make decisions is the
wrong approach. Though the PPACA
may not immediately result in overt
rationing of care, its changes in
Medicare open the door to top-down
use of CER and interference with the
care seniors receive.

As Medicare spending rises,
PCORI and the research it produces
will increasingly be considered a
viable resource to micromanage the
practice of medicine, and the PPACA
creates the machinery to make this
happen. For these reasons, the step
forward should be to repeal the law
and start over.

The alternative is not to dis-
courage the development of CER,
since research findings can posi-
tively influence treatment deci-
sions. Instead, after fully repeal-
ing the PPACA, Congress should
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focus on transforming the failing
Medicare program to avoid bureau-
cratic intrusion into patient care, for
which CERis a tool, not the source.
Transitioning seniors’ health ben-
efits to a premium support system
like that included in The Heritage
Foundation’s Saving the American
Dream budget reform proposal
would not only make the program
solvent, but also prevent further
central planning and its unwanted
consequences.®®

Reform should build on the prov-
en success of the Federal Employees
Health Benefits Program, which pro-
vides health coverage to the nation’s
8 million federal workers, retirees,
and their families, and Medicare
Part D, which provides seniors with a
voluntary prescription drug benefit.*”
Inboth programs, enrollees receive
a contribution to apply to the private
plan of their choice and can shop

around for a better option if costs
increase or they become otherwise
dissatisfied. Moreover, evidence
suggests that Medicare Advantage,
which offers traditional Medicare
benefits to seniors through a menu of
private plans, is providing its benefi-
ciaries with a higher quality of care
than traditional Medicare.

Conclusion

As patients and consumers,
Americans support the idea of using
more information to reveal the com-
parative benefits of their treatment
alternatives. They do not, however,
favor allowing the government to
use such information to limit their
options.*®

Increased attention to compara-
tive studies of medical interven-
tions can have a positive impact
on the practice of medicine, but it
must be limited to assisting doctors

and patients to determine the right
course of action. If treated as a bud-
getary constraint, CER will cease
to be purely informational and will
have widespread negative effects.
The PPACA creates the infrastruc-
ture to propel the U.S. health care
system, and Medicare in particular,
in this flawed direction.

There is no debate over the fact
that health care resources are lim-
ited and that Congress must act to
reduce runaway health care spend-
ing, but Congress must do so with-
out using CER to allow the govern-
ment to micromanage the practice
of medicine. Using research findings
to strengthen bureaucracy is a losing
combination that will erode quality
of care for Americans.
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