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products for their potential to
cause significant problems.

The FDA should facilitate the
development of safety standards
where none exist and then, work-
ing with our international part-
ners, build a system with multi-
ple levels of oversight. Safety must
be the shared responsibility of
not only the producer but also
the country of origin, the import-
er, the importing country, and the
final company in the supply chain.
Some elements of this system,
such as international outreach
and coordination, can be imple-
mented quickly; others will take
years to develop. Along the way,
new challenges are likely to arise.
As they do, the FDA must respond
forcefully and provide timely and
credible information to the public.

Indeed, one of the greatest
challenges facing any public
health agency is that of risk com-
munication. We all accept small
risks in our daily lives, from the
risk of falling in the shower and
sustaining a head injury to the
risk of having a car accident on
the way to the grocery store. One
reason we are rarely fearful of
these risks is our perception that
we have control over them. When
it comes to food and drugs, even
small risks can cause consider-
able fear and anxiety, especially
when they seem to be out of our
control. Yet all pharmaceuticals
have some potential adverse ef-
fects, and many raw foods may
harbor natural pathogens.

The FDA’s job is to minimize
risks through education, regula-
tion, and enforcement. To be cred-
ible in all these tasks, the agency
must communicate frequently and
clearly about risks and benefits
— and about what organizations
and individuals can do to mini-
mize risk. When, like the FDA,
Americans must make choices
about medication, devices, foods,
or nutrition in the absence of per-
fect information, the FDA cannot
delay in providing reasonable guid-

ance — guidance that informs
rather than causes unnecessary
anxiety.

For these communications to
have credibility, the public must
trust the agency to base its deci-
sions on science. We recognize
the importance of a management
approach that respects the exper-
tise and dedication of the FDA’s
career scientists. In recent years,
the agency has struggled to han-
dle controversies involving the
safety of regulated products, open-
ing the door to legitimate ques-
tions from the media, the public,
and Congress about whether the
public interest is being served. Es-
tablishing the FDA as a public
health agency requires a culture
that encourages scientific exchange
and respects alternative viewpoints
along the path of decision making.
It also requires that the agency
define and protect integrity in
its basic processes.

Transparency is a potent ele-
ment of a successful strategy to
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enhance the work of the FDA
and its credibility with the pub-
lic. Whenever possible, the FDA
should provide the data on which
it bases its regulatory decisions
and other guidance and explain
its decision-making process to the
public.

We are honored to be chosen
by President Obama and inspired
by his commitment to the FDA
and his proposed historic increase
to its budget. More than a cen-
tury ago, his predecessor Presi-
dent Roosevelt could not have
foreseen the introduction of mod-
ern antibiotics, chemotherapy, and
genomic medicine or the poten-
tial regulation of tobacco prod-
ucts — let alone the challenges
of the 21st century. The FDA has
always been a work in progress.
Updating this work means mod-
ernizing scientific and legal regu-
latory approaches to a host of
complex matters. Succeeding will
require respecting the tradition
of the FDA and its mission of
public health.
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his year, we have the best
chance in a generation of
enacting legislation worthy of be-
ing called health care reform and

of setting the United States on
the path to high-quality, afford-
able health care for all Ameri-
cans. The recent commitment by
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several major stakeholders —
including the American Medical
Association — to slowing the
growth of health care spending
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is a promising development. But
the controversy about whether
the organizations actually agreed
to a 1.5-percentage-point reduc-
tion in annual spending growth
is just one indication that success
is still far from assured.

Two threats in particular put
reform at risk: conflicting doc-
trines (regarding the creation of
a new public insurance option
and government support for com-
parative-effectiveness studies) and
opposition to change among some
current stakeholders. In the face
of this uncertainty, physicians
have a choice: to wait and see
what happens or to lead the
change our country needs. We’d
prefer the latter.

Physicians should first help to
create a shared vision that could
overcome doctrinal divides — and
bring providers together to create
a system better aligned both with
public needs and with providers’
fundamental interests and values.
The starting point is to recognize,
as most physicians do, that im-
proving a complex health care
system requires action on multi-
ple fronts. In its landmark report
Crossing the Quality Chasm, the In-
stitute of Medicine (IOM) de-
scribed a “chain of effect” that
links systems at four different lev-
els as the interrelated determi-
nants of health care quality that
must be aligned for reform to
yield the desired results.

The first level is aims. For
health care reform, we propose
that physicians, through their ad-
vocacy, help lead the country to
embrace the so-called triple aim:
better experience of care (safe,
effective, patient-centered, timely,
efficient, and equitable), better
health for the population, and
lower total per capita costs.!

The second level is the design
of the care processes that affect
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the patient — clinical “microsys-
tems.” Health care microsystems
are famously unreliable, variable
in costs, and often unsafe. Phy-
sicians, through their participa-
tion in quality-improvement ini-
tiatives in their practices and
hospitals, can and should lead the
needed changes in the systems
of care in which they work, to
make them safer, more reliable,
more patient-centered, and more
affordable.

However, neither physicians nor
anyone else on the front lines can
improve care much on their own.
Their most important source of
support for improvement is the
third level described by the IOM
— the health care organizations
that house almost all clinical mi-
crosystems and can ensure coor-
dination among them. We need
organizations large enough to be
accountable for the full continu-
um of patients’ care as well as
for achieving the triple aim. We
will create a high-performing
health care system only if inte-
grated delivery systems become
the mainstay of organizational
design. Organizations could be
virtually integrated, such as net-
works of independent physicians
sharing electronic health records
and administrative and clinical
support for care management and
quality improvement, or struc-
turally integrated, such as mul-
tispecialty group practices or
staff-model health maintenance
organizations.? Fostering the de-
velopment of such accountable
care organizations need not be
disruptive to patients or provid-
ers: almost all physicians already
work within natural referral net-
works that provide the vast ma-
jority of care to patients seen by
the primary care physicians with-
in the network.?

The IOM’s fourth level is the

NEJM.ORG

JUNE 11, 2009

environment, which includes the
payment, regulatory, legal, and
educational systems. On this front,
too, we need physician advocacy.
The United States cannot achieve
the triple aim without health in-
surance for everyone. Integrated
delivery systems that are account-
able for populations won’t thrive
unless payment systems encour-
age their development and un-
less we change the laws and
regulations — including proscrip-
tions of gainsharing and anti-
kickback rules — that prevent
cooperation among health care
professionals and organizations.
If stakeholders can agree on
such a vision of health care re-
form, perhaps we could shift our
focus from the conflict over
whether a new public plan should
be created to a more constructive
insistence that all health plans,
whether public or private, focus
on the development of profes-
sionally led, integrated systems.
The second and largest threat
to reform, which looms ever larg-
er in a weakened economy, is the
possibility that Congress will con-
clude that expanding coverage
to all the uninsured is unafford-
able. Without some guaranteed
savings, skeptical watchdogs, such
as the Congressional Budget Of-
fice, are unlikely to accept the
vague promise that integration
will save enough money to offset
the cost of coverage expansion.
So how might physicians help
us all “get to yes”? The first step
is to acknowledge that delivery-
system reform offers a potential
win-win situation for providers.
Physicians should support and
help to develop integrated sys-
tems of care. Integration pioneers
that have arranged new, popula-
tion-based payment models —
such as the Geisinger Health
System in Pennsylvania — have
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achieved substantial savings while
preserving generous net incomes
for physicians and hospitals.?*
Such integrated systems also have
strong incentives to invest in pri-
mary care.

The second step is for physi-
cians to recognize that achieving
savings sufficient to cover the
cost of expanded coverage need
not impose a hardship on patients
or providers. A 1.5-percentage-
point reduction would still allow
spending — and thus the total
incomes of providers — to rise
from $2.6 trillion in 2010 (17.7%
of the gross domestic product
[GDP)) to $4.3 trillion in 2020
(18.5% of the GDP). But because
of the miracle of compounding,
a “1%2-percent solution” that re-
duced the growth in annual spend-
ing from 6.7% to 5.2% could
save the health care system $3.1
trillion of the $40 trillion we are
currently projected to spend be-
tween 2010 and 2020, according
to the Lewin Group.

If health care providers and
suppliers could actually achieve
this reduction in growth rates,
the federal government would
harvest about $1.1 trillion in sav-
ings over the 1l-year period —
enough, perhaps, to close the deal
on affordable health insurance for
all. Others would also see sav-
ings: $497 billion for employers,
$529 billion for state and local
governments, and $671 billion for
households. One simple way for
physicians to start contributing
to this goal is by reassessing and
scaling back, where appropriate,
their use of clinical practices now
listed as “overused” by the Na-
tional Quality Forum’s National
Priorities Partnership.> Ideally,
providers would also agree to
slow fee increases for private
payers further, allowing Medi-
care to catch up.
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The Congressional Budget Of-
fice, however, is unlikely to score
as savings purely voluntary re-
straints on price increases. It may
therefore be necessary to set a
legislative target for the growth
of spending at 1.5 percentage
points below currently projected
increases and to grant the fed-
eral government the authority to
reduce updates in Medicare fees
if the target is exceeded. These
moves would guarantee near-term
budget savings while building a
foundation for fundamental pay-
ment reform.

The final step is to craft a
deal that all stakeholders can sup-
port. We suggest linking the pro-
posed savings of 1.5 percentage
points both to health insurance
for all (which will result in rev-
enue gains for providers who de-
liver care to the newly insured)
and to comprehensive reform of
the delivery and payment systems.
The reforms should encourage
providers to establish account-
able care organizations through
an array of incentives, including
the adoption of innovative pay-
ment models, such as shared sav-
ings, bundled payments, or global
fees for care; a shift toward per-
formance measures that rein-
force providers’ shared account-
ability for health outcomes and
care coordination; and a require-
ment that subsidies for electronic
health records be available only
to providers demonstrably on the
path toward integrated care. With
new global payment methods and
strong organizational support for
clinical improvement, providers,
patients, and payers would all
gain from the elimination of
wasteful care and avoidable com-
plications.

Ultimately, we believe that the
United States can reduce its per
capita health care costs — with-
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out harming patients — by much
more than the proposed 1.5-
percentage-point reductions in
growth would shrink them. But
let’s make that deal stick. Physi-
cians can become our most cred-
ible and effective leaders of prog-
ress toward a new world of
coordinated, sensible, outcome-
oriented care in which they and
their communities will be far bet-
ter off. Defending the status quo
is a bankrupt plan, and physicians
have an opportunity to help us all
see beyond it.
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