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I read with interest the trial by Fedorko
et al. (1) and have concerns about
whether this trial has produced evi-
dence of relevance to patients. The
U.S. Patient Protection and Affordable
Care Act of 2010 created the Patient-
Centered Outcomes Research Institute
(PCORI) to fund and promote research
that evaluates questions that matter to
patients. Patient-centered outcomes
research evaluates questions and out-
comes that are meaningful and impor-
tant to patients and their caregivers
(2). Evidence from this research should
help patients and their health care
providers communicate and make in-
formed health care decisions about
their daily dilemmas (2). The engage-
ment of patients, clinicians, and other
stakeholders in designing research is im-
portant to achieve this goal (3).
Unfortunately, this trial (1) was not

patient-centered, which led to results
that did not add any new information
to our knowledge about the effect of
hyperbaric oxygen therapy on diabetic
foot ulcers. Patients with diabetic foot

ulcers do not care about research that
evaluates a condition in which the inter-
vention is contraindicated (45% of pa-
tients enrolled in the trial had Wagner
grade 2 ulcers, which guidelines tell us
we should not treat with hyperbaric ox-
ygen therapy [3]). Patients with diabetic
foot ulcers also do not care about re-
search that evaluates an outcome that
is seen in a picture (the trial unfortu-
nately determined the outcome of am-
putation by having a surgeon look at a
picture and determine if amputation is
needed, which is different from prior
literature in this field). This trial and
the resources spent on it would have
benefited patients much more if it
exclusively enrolled individuals with
Wagner grade 3 or higher ulcers (who
are actually eligible for the intervention)
and did not use the outcome of “should
be amputated as seen in a picture.” Prior
trials have reported actual amputation
rates as an outcome (4).

In a time of scarce resources and lim-
ited research funding, stakeholders de-
mand research that matters. The trial by

Fedorko et al. (1) does not advance sci-
ence and will leave patients, clinicians,
and payors more confused than before.
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