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there were insufficient treatment 
options, against the risks, includ-
ing the observed mortality im-
balance. The risk associated with 
inadequate treatment of tubercu-
losis includes the likely progres-
sion of disease, which would be 
fatal in some cases, and the de-
velopment of increased antimyco-
bacterial resistance not only for 
the patient, but also for broader 
populations at risk for acquiring 
tuberculosis. The limited indica-
tion of use for bedaquiline iden-
tifies a patient population for 
which there is considerable un-
met need and a positive benefit–

risk balance.1 It is crucial that 
physicians and patients with 
multidrug-resistant tuberculosis 
carefully consider this informa-
tion as well as the potential ram-
ifications of inadequate treatment 
and increasing resistance.
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Did Hospital Engagement Networks Actually Improve Care?
Peter Pronovost, M.D., Ph.D., and Ashish K. Jha, M.D., M.P.H.

Everyone with a role in health 
care wants to improve the 

quality and safety of our deliv-
ery system. Recently, the Cen-
ters for Medicare and Medicaid 
Services (CMS) released results 
of its Partnership for Patients 
Program (PPP) and celebrated 
large improvements in patient 
outcomes.1 But the PPP’s weak 
study design and methods, com-
bined with a lack of transparen-
cy and rigor in evaluation, make 
it difficult to determine whether 
the program improved care. Such 
deficiencies result in a failure to 
learn from improvement efforts 
and stifle progress toward a safer, 
more effective health care system.

CMS launched the PPP in De-
cember 2011 as a collaborative 
comprising 26 “hospital engage-
ment networks” (HENs) repre-
senting more than 3700 hospi-
tals, in an effort to reduce the 
rates of 10 types of harms and 
readmissions. The HENs work to 
identify and disseminate effective 

quality-improvement and patient-
safety initiatives by developing 
learning collaboratives for their 
member facilities, and they di-
rect training programs to teach 
hospitals how to improve patient 
safety. In a February 2013 web-
cast, CMS announced that the 
rates of early elective deliveries 
had dropped 48% among 681 
hospitals in 20 HENs and that 
the national rate of all-cause re-
admissions had decreased from 
19% to 17.8%, though it is un-
clear which HENs were included 
for each measure and what time 
periods were the pre- and post-
intervention periods.1

These numbers appear impres-
sive, but given the publicly avail-
able data and the approach CMS 
used, it’s nearly impossible to tell 
whether the PPP actually led to 
better care. Three problems with 
the agency’s evaluation and re-
porting of results raise concerns 
about the validity of its infer-
ences: a weak design, a lack of 

valid metrics, and a lack of exter-
nal peer review for its evaluation. 
Though the evaluation of many 
other CMS programs also lacks 
this basic level of rigor, given the 
large public investment in the 
PPP, estimated at $1 billion, and 
the strong public inferences 
about its impact, the lack of valid 
information about its effects is 
particularly troubling.

The design of a quality-improve-
ment program influences our 
ability to make reasonable infer-
ences about its benefits to pa-
tients. Although individual HENs 
may have used more rigorous 
methods, the overall PPP evalua-
tion had three important weak-
nesses: it used a pre–post design 
with only single points in the pre 
and post periods, did not have 
concurrent controls, and did not 
specify the pre and post periods a 
priori. Such an approach is highly 
subject to bias.2 Several recent ex-
amples suggest that some patient-
safety interventions appear to lead 
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to improvements but are no more 
effective than controls. For ex-
ample, a 2011 evaluation of a 
multiple-component patient-safety 
intervention in the United King-
dom showed improvement in con-
trol hospitals that was as robust 
as that in intervention hospitals.3 
Without appropriate controls, it 
is difficult to know whether the 
measured effects of an interven-
tion actually reflect secular trends.

There are alternatives available, 
including a randomized or even a 
cluster-randomized trial. If such 
trials were not feasible, CMS 
could have used other robust de-
sign approaches, such as an in-
terrupted time-series study with 
concurrent controls. Rather than 
having a single pre time period 
and a single post time period, 
this design entails repeated mea-
surements of the safety indicators 
before and after the intervention 
in both HEN and non-HEN hospi-
tals. Such an approach would 
have provided more valid infer-
ences about the effects of the pro-
gram, with few additional costs.

Beyond using a poor design, 
CMS did not use standardized 
and validated performance mea-
sures across all participating 
hospitals — further hampering 
inferences about the program’s 
effects. To support engagement, 
CMS allowed each HEN to define 
its own performance measures, 
with little focus on data quality 
control. For example, in reporting 
catheter-associated urinary tract 
infections, HENs could rely on 
the Centers for Disease Control 
and Prevention (CDC) definitions, 
an approach requiring clinical 
data, or they could use adminis-
trative data. But administrative 
data on these infections are wide-
ly considered insensitive and are 
subject to variation and changes 
in coding practices. Furthermore, 

since variation in measures ren-
dered it impossible to compare 
all HEN hospitals, the ability to 
evaluate “improvement” was limit-
ed. For example, CMS suggested 
that HENs use the National Data-
base of Nursing Quality Indica-
tors definitions to evaluate pres-
sure ulcers. Most HENS did not 
use these definitions, and most 
of the data on pressure-ulcer im-
provements came from a minor-
ity of institutions.

CMS also required HENs and 
participating hospitals to submit 
a large number of process mea-
sures of unknown validity. It is es-
sential to use validated measures 
— ideally those endorsed by the 
National Quality Forum — unless 
there is a compelling reason not 
to. Large-scale quality-improve-
ment efforts are most successful 
when they include standardized 
performance measures that clini-
cians believe are valid, when cli-
nicians receive rapid feedback on 
performance, and when clinicians 
are encouraged to modify the 
intervention to fit their local con-
text.4 In instances where vali-
dated measures are unavailable, 
instead of using poor quality 
metrics, CMS can have an agency 
such as the Agency for Healthcare 
Research and Quality (AHRQ) or 
the CDC develop measures rapidly.

Finally, CMS made — and 
presented publicly — inferences 
about its program’s benefits with-
out having subjected its work to 
independent evaluation or peer 
review. Peer review, though im-
perfect, is a powerful quality con-
trol. Indeed, the peer-review pro-
cess would probably have raised 
many of the concerns highlighted 
here. Such a review might have 
prompted CMS to change its eval-
uation plan or at least provide 
substantially more data than it 
has provided to date.

The PPP involved an investment 
of nearly $1 billion to improve 
care — three times the annual 
budget of the AHRQ, the lead 
federal funding agency for imple-
mentation science, which often 
lacks resources for promising 
projects. With such a sizable in-
vestment, CMS could have sup-
ported a better evaluation. It 
could have randomized HENs or 
hospitals to receive interventions 
earlier or later; used standard-
ized, validated measures across 
the HENs; built in basic data 
quality controls; and indepen-
dently collected qualitative in-
formation alongside quantitative 
data to learn not just whether 
the interventions worked but 
also how and why they did, 
thereby advancing our under-
standing of the mechanisms and 
context of improvement science. 
These changes would have al-
lowed the country to learn so 
much more.

The lack of a careful evalua-
tion is symptomatic of a broader 
problem: some members of the 
quality-improvement community 
eschew even modestly rigorous 
methods, believing that one can 
simply “know” if an intervention 
worked.5 Though maintaining 
hope and optimism among clini-
cians is important, when untest-
ed interventions are implemented 
widely, they often fail to improve 
care. The confidence we can have 
in an intervention’s efficacy is 
directly related to the rigor with 
which it is designed, implemented, 
and evaluated. Given the strong 
desire to improve care and the 
conflicts of interest we all face in 
evaluating our own work, sub-
jecting all evaluations to external 
examination is critical.

The field of improvement sci-
ence is still in its infancy. Given 
the magnitude of the quality and 
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cost problems in health care and 
the amount of money invested in 
mitigating these problems, the 
public, providers, and policymak-
ers need to have confidence that 
money used to improve care is 
being well spent. It’s true that 
improvement science requires 
mixed methods and is difficult, 
but all good science is difficult. 
Failing to attend closely to issues 
of design, methods, and metrics 
leaves us with little confidence 
in an intervention. For the PPP, 
which required thousands of 
hours of clinicians’ time and large 
sums of money, that lack of con-
fidence is particularly unfortu-
nate. More important, the failure 
to generate valid, reliable infor-

mation hampers our ability to 
improve future interventions, be-
cause we are no closer to under-
standing how to improve care 
than we were before the PPP. And 
that is the biggest cost of all.
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The Impact and Evolution of Medicare Part D
Julie M. Donohue, Ph.D.

It has been 10 years since the 
Medicare Prescription Drug, 

Improvement, and Modernization 
Act was signed by President 
George W. Bush, and 8 years 
since its centerpiece — a new 
Medicare drug benefit (Part D) 
— was implemented. Criticisms 
during Part D’s implementation 
— citing poor communication 
with beneficiaries, computer 
glitches, complicated plan choices, 
and cost concerns — bear a 
striking resemblance to those 
currently voiced about the Afford-
able Care Act (ACA). Yet Medi-
care Part D successfully expand-
ed drug benefits to millions of 
beneficiaries and improved ac-
cess to medications, at lower-
than-expected cost.

Part D has its challenges, how-
ever, and policymakers continue 
to modify various aspects of the 
program. The concerns raised 

about Part D relate to the key 
choices policymakers face when 
establishing any new insurance 
program — regarding enroll-
ment, competition, coverage, and 
pricing.

The first question was wheth-
er Medicare beneficiaries would 
enroll. Unlike the ACA, Part D 
was established as a voluntary 
benefit. That decision raised con-
cerns that too few people would 
participate and that enrollees 
would be sicker than average, 
which would lead to higher pre-
miums and even lower enroll-
ment in subsequent years. The 
legislation therefore included a 
late-enrollment penalty, although 
surveys suggest that few benefi-
ciaries were aware of it.

In fact, Part D participation 
has been high. Kaiser Family 
Foundation data indicate that by 
June 2006 (8 months after enroll-

ment began), Part D covered 22.5 
million beneficiaries (53% of Med-
icare beneficiaries). Enrollment 
grew to 35.7 million beneficia-
ries (69%) in 2013. Another 20% 
of beneficiaries have coverage 
through other sources (e.g., retiree 
health plans). Thus, 10% still 
lack drug coverage — somewhat 
more than originally forecast (see 
graph). ACA participation may be 
higher because of the mandate 
that individuals obtain coverage.

The second question was 
whether beneficiaries would have 
enough plan choice and would 
make good choices. Part D estab-
lished a new insurance product, 
inviting plans to compete for en-
rollees in 34 regions. Competi-
tion was intended to lower pre-
miums and allow beneficiaries to 
find plans that would best meet 
their needs. Concerns centered 
on whether enough plans would 
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