
is better? Are they equal?” he adds. “That’s a ques-
tion a clinician would bring to research.”
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CER efficacy linked to 
five key initiatives 
Linking knowledge is very important

There are a number of ways that comparative
effectiveness research (CER) might impact

health care research, practice, and policy, accord-
ing to a new study.

The study highlights the ways CER will have
to be developed if it’s to ultimately improve clini-
cal care, says Caleb Alexander, MD, assistant
professor in the department of medicine at
MacLean Center for Clinical Medical Ethics, Uni-
versity of Chicago Hospitals in Chicago, IL.

When comparative effectiveness research is
done in an uncoordinated approach that lacks
rigor, objectivity, and timeliness, it misses the
opportunity to provide the most useful clinical
information to physicians, the study notes.1

The study suggests that these initiatives be
implemented in order for CER to succeed in
improving the U.S. health care system:

1. Generate data prior to widespread adop-
tion of a drug or treatment.

“This is a tricky issue because there are a lot of
regulations in place that prevent the widespread
uptake of therapies once they hit the market,”
Alexander says. “Nor am I suggesting that there
should be, in many cases.”

Still, policymakers have the challenge of mak-
ing certain they don’t stifle innovation while safe-
guarding public health and risk exposure, he
adds.

“At the time a drug has been approved, it’s
been studied in just a few thousand patients, and
that’s not always sufficient to identify harms or to
generate knowledge of comparative effectiveness
of two different treatments,” Alexander says.

Since the Food and Drug Administration
(FDA) doesn’t require sponsors to actively com-
pare their treatment to existing treatments and

allows placebo-controlled trials in drug approval,
many people might be exposed to an approved
drug before data are available showing whether
or not it is as effective and safe as existing treat-
ment, he adds.

“Think about Vioxx and Cox-2 inhibitors,
which are an example of how these drugs were
widely diffused into general practice and were
used widely beyond the populations that would
benefit from them, only to have subsequent discov-
ery of [their] considerable harm,” Alexander says.

2. Link knowledge of effectiveness with
strategies for improving clinical practice.

“This is one of the most important things,”
Alexander says. 

“I think many people tend to think the sub-
standard clinical practice is due to knowledge
deficits alone,” he explains. “But time and time
again, we see non-evidenced-based use of treat-
ments in settings where there is no knowledge
deficit.”

Knowledge is just one of the drivers of clinical
practice, Alexander says.

“You need to appeal to clinicians’ rational
choice decision-making where knowledge is the
primary driver,” he says.

One of the reasons why evidence alone doesn’t
change clinical practice is because clinicians are
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Dividing up a cool billion 
The American Recovery and Reinvestment Act

(ARRA) of 2009 authorized the establishment of a
council called the Federal Coordinating Council for
Comparative Effectiveness as part of the U.S.
Department of Health and Human Services (HHS).
The 15-member council is mandated to assist HHS
and the Departments of Veterans Affairs and
Defense, and others to coordinate comparative
effectiveness and other health services research.

ARRA authorized $1.1 billion for CER, and it is
distributed in this way:
• $300 million for the Agency for Healthcare
Research and Quality (AHRQ);
• $400 million for the National Institutes of Health;
• $400 million for the Secretary of Health and
Human Services.

According to HHS’s announcement of the new
council, the council will not recommend clinical
guidelines for payment, coverage, and treatment.
Its chief role will be to provide input on priorities for
the $400 million fund that HHS will allocate for
CER. 




