
PERSPECTIVE

n engl j med 361;18  nejm.org  october 29, 20091720

a memo from the medical review 
team’s leader, highlighting the 
team’s struggle to determine 
whether this drug provided any 
clinically important benefit and 
whether that benefit outweighed 
the harms. “Ordinarily,” the memo 
said, “a marginally clinically sig­
nificant treatment effect would 
not preclude an approval of a 
product. However, the ability to 
approve such a product would 
then focus even more on the 
safety profile.  .  .  .  In the case 
of ramelteon, there are several 
issues in the safety profile of con­
cern,” including frequent symp­
tomatic side effects and possible 
hyperprolactinemia. The sense that 
the FDA’s decision was a close 
call was not communicated in the 
label.

To its credit, the FDA has 
recognized problems with drug 
labels. In 2006, it revised the la­
bel design, adding a “highlights” 
section to emphasize the drug’s 
indications and warnings. It also 
issued guidance about reporting 
trial results in the label, empha­
sizing the importance of effec­
tiveness data. Yet the data presen­
tations for the approval studies 
referred to in the labels for 
Lunesta and Rozerem, which were 
updated in 2009 and 2008, re­

spectively, are substantively un­
changed.

The FDA has not issued new 
guidance about its drug-review 
documents. A standardized ex­
ecutive summary of the reviews 
would be a substantial improve­
ment. These summaries should 
include data tables of the main 
results of the phase 3 trials, high­
light reviewers’ uncertainties, and 
note whether approval was con­
ditional on a post-approval study.

Toward this goal, we conduct­
ed a pilot test, funded by the Rob­
ert Wood Johnson Foundation’s 
Pioneer Portfolio, in which FDA 
reviewers created “Prescription 
Drug Facts Boxes,”5 featuring a 
data table of benefits and harms. 
Recently, the FDA’s Risk Adviso­
ry Committee recommended that 
the FDA adopt these boxes as the 
standard for their communica­
tions. FDA leadership is deciding 
whether and how to use the boxes 
in reviews, labels, or both.

Whatever approach the agen­
cy adopts, it needs a better way 
of communicating drug informa­
tion to clinicians. We don’t need 
to wait for new comparative-effec­
tiveness results in order to im­
prove practice. We need to bet­
ter disseminate what is already 
known.
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Four Health Care Reforms for 2009
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Prospects for the enactment 
of some reform look good, 

but comprehensive, sustainable 
reform of the health care system 
must wait for another day. Re­
publican support for President 
Barack Obama’s ambitious agen­
da is fading fast, if it ever exist­
ed. An imaginative, truly bipar­
tisan approach that moves the 

system away from employer-
sponsored insurance — the 
Wyden–Bennett plan — has 
failed to gain any traction. 
Within the Democratic majority, 
sharp disagreements in each 
house, and between the House 
and Senate, do not augur well for 
coherent legislation, even if po­
litical compromises can be struck.

Disappointment with the re­
action of some of the public and 
gridlock in Congress might lead 
to the abandonment of reform 
this year. With the need so great, 
and with so much effort having 
been put forth by so many people, 
that would be a crime. Almost 
everyone agrees that the present 
U.S. health care system is dysfunc­
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tional: it is too costly, too incom­
plete in coverage, and too prone 
to avoidable lapses in quality of 
care. A true remedy would require 
major changes in the financing 
and organization of care; such 
changes currently have little sup­
port from either politicians or the 
public. But a start must be made.

Although comprehensive change 
is probably beyond reach this year, 
several specific reforms should 
and could be enacted: the creation 
of insurance exchanges, the elim­
ination or limitation of the tax 
exemption of employer-sponsored 
health insurance, the appointment 
of an expert commission to de­
vise changes to the way Medicare 
pays providers, and the provision 
of ensured funding for a quasi-
independent institute for technol­
ogy assessment. Each of these 
changes alone has a high proba­
bility of doing some good. Taken 
together, they reinforce each other 
and lay a foundation for further 
reforms.

Insurance exchanges that bring 
together insurance companies and 
potential buyers have lower ad­
ministrative costs than does a 
system in which numerous sell­
ers and buyers of insurance have 
to make separate deals. Exchang­
es are particularly valuable for in­
dividual buyers, for persons who 
are self-employed, and for small 
firms; they would also be an ex­
cellent alternative to employer-
sponsored insurance. To succeed, 
the exchanges must attract large 
numbers of enrollees — healthy 
persons as well as sick persons 
— and must have risk-adjustment 
rules to protect insurance com­
panies that enroll a disproportion­
ate number of sick beneficiaries.

Insurance exchanges that at­
tract large numbers of participants 
benefit from economies of scale, 
eliminate the cost of brokers, and 

can offer a wide choice of insur­
ance policies. From the point of 
view of insurance companies, a 
well-functioning exchange is ben­
eficial because it permits them to 
add large numbers of customers 
at a relatively low cost. Alain En­
thoven has pointed out that the 
Federal Employees Health Bene­
fits Program is a kind of insur­
ance exchange.1 Although it is not 
called an insurance exchange, it 
works similarly to one, and it func­
tions well for both government 
employees and the companies that 
insure them. The California Pub­
lic Employees’ Retirement System 
(CalPERS) performs a similar func­
tion for employees of California’s 
state and local governments.

The revelation that top Gold­
man Sachs executives are given a 
tax-free $40,000-per-year health 
insurance policy highlights what 
is arguably the most regressive 
feature of the entire federal tax 
code: the tax exemption of em­
ployer contributions to health in­
surance premiums. This exemp­
tion confers huge subsidies on 
high-income Americans and small 
or no subsidies on those with low 
incomes. There are three reasons 
that the exemption has this ef­
fect: first, the higher a person’s 
marginal tax bracket, the larger 
the subsidy he or she receives; 
second, on average, higher-income 
workers tend to have more gener­
ous insurance policies; and third, 
the proportion of people who re­
ceive employer-sponsored insur­
ance rises dramatically with fam­
ily income, from approximately 
one in four among those with in­
comes under $30,000 to more than 
four in five among those with 
incomes above $75,000.2 Elimi­
nation of the subsidy would not 
only make the tax system fairer, 
but it would also provide more 
than $200 billion of additional 

federal revenue annually. If Con­
gress did nothing else for health 
care this year, this reform would 
accomplish a great deal.

Some observers believe that 
loss of the tax exemption would 
cause a large decrease in em­
ployer-sponsored insurance cov­
erage. No one knows the extent 
or timing of this effect; it might 
occur quickly, or it might occur 
over the course of several years. 
Well-functioning insurance ex­
changes would ease the transition 
from employer-sponsored insur­
ance; synergistically, the removal 
of the tax exemption would spur 
the growth of exchanges. Thus, 
these two reforms would rein­
force each other. Sooner or later, 
the country must wean itself from 
employer-sponsored insurance if 
it is to achieve universal coverage 
with equitable and adequate fi­
nancing and lower administra­
tive costs.

Most observers are convinced 
that reform of Medicare’s pay­
ment system for providers is a 
good place to start in reducing 
health care expenditures without 
jeopardizing the public’s health. 
Not only does Medicare spending 
account for a significant portion 
of total health expenditures (ap­
proximately 20%), but changes 
that are initiated by Medicare are 
often adopted subsequently by pri­
vate insurers. Expert advisors have 
recommended useful reforms in 
the past, but the pressure that 
special interest groups place on 
Congress usually blocks imple­
mentation. The United States needs 
an independent commission of 
physicians and other experts to 
devise payment reforms, includ­
ing realignment of reimbursement 
rates to more accurately reflect 
the value of services, some bun­
dling of payments to provide an 
incentive for efficient use of re­
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sources, and new benefit designs. 
Recommendations should be sub­
mitted for Congressional approv­
al, but they must be adopted or 
rejected as a package, rather than 
picked apart piece by piece. The 
latter approach provides maximal 
opportunity for lobbyists for spe­
cial-interest groups to determine 
the outcome, whereas a congres­
sional “yes” or “no” vote on a to­
tal reform package would allow 
the public interest to play a larg­
er role.

Health care spending has 
grown 2.7% faster than the rest 
of the economy over the past 30 
years, primarily as a result of new 
technology.3 Some of the new 
drugs, tests, and procedures have 
contributed to longer, high-quali­
ty lives. Many have not. Currently, 
there is no institution that has 
been established with the specif­
ic aim of evaluating the value of 
new technologies (or of new ap­
plications of older technologies). 
It is not feasible for individual 
physicians or physician groups to 
carry out the necessary analyses 
and disseminate findings through­
out the health care community. 
To accomplish this task, Congress 
should create a quasi-independent 
institute for technology assess­

ment with steady, ensured fund­
ing, such as a fixed percentage of 
annual Medicare expenditures.4 
The assessments performed by 
this institute will initially be par­
ticularly valuable to the expert 
commission that is charged with 
making Medicare payment meth­
ods more efficient and more eq­
uitable.

One omission from these rec­
ommended reforms is a proposal 
for dramatically increasing the 
number of insured Americans. I 
favor increased coverage and have 
advocated universal coverage, fi­
nanced by a value-added tax that 
is dedicated to funding basic 
health care for all. To be sustain­
able, expanded coverage must be 
accompanied by adequate new 
revenues and by changes in the 
organization and delivery of care 
that will predictably lower costs. 
The proposals that are currently 
being considered for expanding 
coverage do not meet that test. 
Indeed, I believe the proposed 
expansion of employment-based 
insurance (through employer man­
dates) and the expansion of in­
come-tested insurance such as 
Medicaid (through raising the 
income threshold for eligibility) 
are the wrong way to go. These 

inefficient and inequitable meth­
ods contribute to our present prob­
lems and must eventually be re­
placed.

I believe that the four reforms 
proposed here have more chance 
of doing good than harm, will 
lower rather than increase the 
deficit, and will reinforce one 
another. Given the complexity of 
health care, that’s the most that 
we can expect until comprehen­
sive change in the financing and 
organization of care becomes po­
litically possible.
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The Obama administration’s 
infusion of stimulus funds 

into enhanced comparative-effec­
tiveness research (CER) is in 
keeping with the conclusion of a 
recent Commonwealth Fund re­
port that, of the top 15 ways of 
bringing health care costs under 

control, CER promises the great­
est short- and long-term savings.1 
In addition, the report notes, CER 
efforts are the most likely to re­
duce the out-of-pocket health care 
costs of ordinary households. To 
address the unsustainable in­
crease in overall health care ex­

penditures — a matter made 
more urgent by the financial 
challenge of providing health 
care coverage for all citizens in 
the state — the Washington 
State legislature and successive 
governors Gary Locke and Chris 
Gregoire have, since 2003, en­
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