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cal improvement of protocols or 
consent forms.3 On the contrary, 
this practice seems to pose a 
significant risk of diminishing 
studies’ ethical integrity. Fortu-
nately, some ways of changing 
this system are being explored. 
Recently, the Office for Human 
Research Protections put out for 
public comment a proposal to 
receive direct authority to take 
action against IRBs — as distinct 
from the institutions conducting 
the research — for noncompli-
ance with regulations.4 The in-
tent is to encourage greater reli-
ance on outside (and central) IRBs 
by assuring the individual insti-
tutions participating in multisite 
studies that they would not be 
blamed if an outside IRB were 
responsible for violations.

Another approach to reducing 
the number of IRB reviews would 
be to have sponsors require the 
use of a central IRB as a condition 
for participating in a study. Noth-
ing in the existing U.S. regulations 
would prevent them from doing 

so. The Department of Veterans 
Affairs currently operates exactly 
such a system for a select group of 
studies. In an attempt to constrain 
the duplication of review efforts 
for international multisite studies, 
the European Union is taking a 
different approach: it now restricts 
each participating country to a 
“single opinion” representing the 
ethics review for that country, 
“notwithstanding the number of 
Ethics Committees” involved.5

Any one or a combination of 
these approaches may turn out to 
be satisfactory. But recognizing 
that the problem with multiple-
IRB review relates not merely to 
wasted time and effort but also 
to less-than-optimal protection of 
people who volunteer to partici-
pate in research should add ur-
gency to our efforts to solve this 
problem.
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On September 7, 2010, Con-
sumers Union (publisher of 

Consumer Reports) reported the re-
sults of coronary-artery bypass 
grafting (CABG) procedures at 221 
U.S. cardiac surgery programs.1 
The voluntary reporting of risk-
adjusted outcomes in approxi-
mately 20% of U.S. cardiac surgery 
programs is a watershed event in 
health care accountability.

The reported ratings derive 
from a registry developed by the 
Society of Thoracic Surgeons (STS) 
in 1989. More than 90% of the 
approximately 1100 U.S. cardiac 
surgery programs participate in 

the registry. Registry data are 
collected from patients’ charts 
and include key outcomes such as 
complications and death, the se-
verity of preoperative illness, co-
existing conditions, surgical tech-
nique, and medications. These 
data are maintained by the Duke 
Clinical Research Institute and 
are analyzed with the use of 
well-tested statistical methods. 
The data-collection and auditing 
methods, specifications of the 
measures, and statistical ap-
proaches have evolved over the 
course of two decades and reflect 
a substantial commitment by 

cardiac surgeons and their lead-
ership.2,3

For years, participants in the 
STS registry have been examin-
ing these data and using them 
to make improvements. What 
does the public now get to see? 
Each surgical program that has 
chosen to make its data public 
is assigned a rating of one, two, 
or three stars. Stars are assigned 
on the basis of results on 11 per-
formance measures (see table) that 
have been endorsed by the Nation-
al Quality Forum. The rating de-
pends on whether the risk-adjusted 
outcomes in a program fall be-

The New England Journal of Medicine 
Downloaded from nejm.org on May 25, 2012. For personal use only. No other uses without permission. 

 Copyright © 2010 Massachusetts Medical Society. All rights reserved. 



PERSPECTIVE

n engl j med 363;17  nejm.org  october 21, 20101594

low, are equal to, or exceed the 
average performance range. The 
performance thresholds are de-
signed to ensure a 99% proba-
bility that outlier programs — 
those rated significantly below 
or above the mean and therefore 
given one and three stars, respec-
tively — are truly below or above 
average. With the use of this 
method, 23 to 27% of the pro-
grams have been identified as 
outliers over the past 3 years. In 
addition to the star rating for over-
all performance, consumers see 
the star rating and actual perfor-
mance scores (on a scale from 0 to 
100) in four subcategories: 30-day 
survival (“patients have a 98% 
chance of surviving at least 30 
days after the procedure and of 
being discharged from the hospi-
tal”), complications (“patients have 
an 89% chance of avoiding all five 
of the major complications”), use 
of appropriate medications (“pa-
tients have a 90% chance of receiv-

ing all four of the recommended 
medications”), and surgical tech-
nique (“patients have a 98% 
chance of receiving at least one op-
timal surgical graft”).

The move on the part of the 
STS to make results available to 
the public will certainly trigger a 
cascade of responses. Advocates 
of transparency will point to the 
shortcomings of the ratings — 
the voluntary and therefore se-
lective participation of programs 
(50 of the programs that have 
chosen to report their data have 
received three stars, whereas only 
5 have received one star), the lack 
of long-term outcomes (e.g.,  
10-year survival, graft patency, 
and functional improvement), and 
the lack of physician-specific rat-
ings. Expect such advocates to 
push for more. Nonparticipating 
cardiac surgery programs will 
come under pressure to allow the 
outcomes in their programs to 
be reported. Physicians in other 

surgical specialties that are ame-
nable to this type of approach, 
such as orthopedics or vascular 
surgery, may be expected to fol-
low suit. And this event will fuel 
the debate regarding the risks 
and benefits of public reporting, 
including the question of wheth-
er it assists patients in discrimi-
nating among sites of care. While 
these issues play out, several as-
pects of this release of ratings 
deserve attention.

First, years of pressure from 
policymakers, health care purchas
ers, and patient-advocacy groups 
to provide greater accountability 
played a major role in bringing 
this publication to fruition. Pub-
lic reporting of outcomes has 
widespread support, and cardiac 
surgeons have been among the 
principal targets of these efforts. 
The first statewide report card 
on cardiac surgical performance 
was mandated in New York in 
1989. Early experiences with pub-

Public Release of Clinical Outcomes Data

Measures of Quality Used by the Society of Thoracic Surgeons in the Ratings of Coronary-Artery Bypass Grafting  
(CABG) Programs.

Measure Description

Postoperative renal failure Percentage of patients (without preexisting renal failure) undergoing isolated CABG in whom 
postoperative renal failure developed or dialysis was required

Surgical reexploration Percentage of patients undergoing isolated CABG who required a return to the operating 
room because of bleeding, tamponade, graft occlusion, or other cardiac reason

Antiplatelet medication at discharge Percentage of patients undergoing isolated CABG who were receiving aspirin, safety-coated 
aspirin, or clopidogrel at discharge

Beta-blockade at discharge Percentage of patients undergoing isolated CABG who were receiving beta-blockers at dis-
charge

Antilipid treatment at discharge Percentage of patients undergoing isolated CABG who were receiving a statin or other phar-
macologic lipid-lowering regimen at discharge

Risk-adjusted operative mortality after CABG Percentage of patients undergoing isolated CABG who died during the hospitalization in 
which the CABG was performed or within 30 days after the procedure

Preoperative beta-blockade Percentage of patients undergoing isolated CABG who received beta-blockers within  
24 hours before surgery

Prolonged intubation (ventilation) Percentage of patients undergoing isolated CABG (without preexisting intubation or trache-
ostomy) who required intubation for more than 24 hours

Rate of deep sternal-wound infection Percentage of patients undergoing isolated CABG in whom a deep sternal-wound infection 
developed within 30 days after the procedure

Stroke or cerebrovascular accident Percentage of patients (without preexisting neurologic deficit) undergoing isolated CABG in 
whom a postoperative neurologic deficit developed that persisted for more than 24 hours

CABG using an internal thoracic artery Percentage of CABG performed using an internal thoracic artery
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lic reporting of the outcomes of 
cardiac surgery spurred efforts by 
the STS and others to improve 
cardiac surgery.4 Although some 
consumer advocates pushing for 
transparency may view this release 
as a glass four-fifths empty — giv-
en the selectivity and number of 
programs reporting — the exter-
nal pressure has been critical in 
stimulating improvement efforts 
within the medical profession.

Second, the publication of de-
finitive analyses derived from clin-
ical data can be a double-edged 
sword for providers. When per-
formance reports are based on 
administrative data, physicians 
often justifiably argue that the 
data are f lawed and the conclu-
sions suspect. In contrast, with 
these new ratings, not only have 
the participants endorsed the 
methods, but they have volun-
teered to display performance 
results that carry the imprima-
tur of the physicians’ specialty 
society. Experience with perfor-
mance reporting in Massachusetts 
has shown that when the data 
and analyses are as good as pos-
sible, a public report of subopti-
mal performance requires a sub-
stantive public response: state 
Department of Public Health offi-
cials suspended a Massachusetts 
cardiac surgery program to con-
duct an external review, amidst 
substantial media attention, when 
the program was identified as a 
high-mortality outlier.

Third, the process of moving 
clinical data from the STS regis-
try into the public domain has 
been long, complex, and expen-
sive. As a member-supported or-
ganization, the STS navigated 
treacherous waters to bring its 
members to the point of permit-
ting the publication of their data. 
Some key decisions facilitated 
this process: the STS reported 

group-level rather than physician-
level data, rigorously validated its 
data-collection and risk-adjustment 
models, and selected a perfor-
mance-classification system that 
maximized specificity. Such choic-
es helped to mitigate physicians’ 
biggest fear: the risk of misclas-
sification. Moreover, cardiac sur-
gery programs have been look-
ing at these data for years, so 
there shouldn’t be any surprises. 
The success that the STS has had 
in leading a nontrivial fraction of 
its members to agree to partici-
pate suggests that public report-
ing can be done in a way that 
doesn’t alienate the profession.

There is no question about 
the need for accountability on 
the part of health care providers 
or the central role of measure-
ment in the improvement of health 
care. Nonetheless, questions re-
main about the role of public 
reporting in improving health 
care. Performance measurements 
audited by regulators are one al-
ternative, especially in situations 
in which the information is too 
complex for patients to use in 
discriminating among care sites. 
Insofar as public reporting drives 
improvement of all outcomes, it 
benefits everyone; insofar as risk 
aversion leads to changes in the 
population receiving an indicat-
ed service, the net effect can be 
nil or even negative.5 Given the 
heterogeneity in the delivery of 
medical services, it should come 
as no surprise that we have de-
veloped multiple methods for as-
sessing performance and encour-
aging accountability. Regardless 
of which approach proves most 
beneficial to patients, public re-
porting will increasingly be a fact 
of life for physicians.

By publishing ratings using 
the best available data, the STS 
has responded to the public in a 

way that attempts to both inform 
patients and mitigate physicians’ 
fears. We hope that the experi-
ence of the STS can be applied 
to other initiatives that are aimed 
at bringing performance data de-
rived from clinical sources to the 
public, thereby reducing the time 
and expense of this process. For 
example, this experience may con-
tain lessons for the Centers for 
Medicare and Medicaid Services 
as it prepares to handle the wave 
of clinical data it will receive 
through the Physician Quality Re-
porting Initiative and the “mean-
ingful use” program for electronic 
health records. At least some of 
these data will almost certainly 
be publicly reported. The STS’s 
success suggests that reporting 
can be done in a way that physi-
cians will support. Whether the 
STS approach is an anomaly or a 
precedent that other specialty 
groups will emulate remains to 
be seen.
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