Does Thermal Therapy Benefit Patients With
Chronic Heart Failure?

To the Editor: The recent symposium by Ramani et al' is a con-
cisely written overview of the current management of chronic
heart failure, surely to be of value to both the specialist and
generalist. Absent from this review, however, is any mention
of “Waon” or thermal therapy, likely in part because Waon
therapy is not well known or appropriately used by most clini-
cians in the United States.

First described by Tei et al?> in 1995, the methodology of
thermal therapy and its benefits for patients with chronic heart
failure (CHF) have been detailed extensively in the litera-
ture.*® These studies demonstrate improved New York Heart
Association classification, decreased heart size, improved
cardiac function, lowered incidence of arrhythmias, reduced
brain natriuretic peptide and norepinephrine levels, and im-
provement in endothelial function. Furthermore, although
not germane to this article, additional benefits have been de-
scribed for thermal therapy in several other diseases, including
Sjogren syndrome, peripheral vascular disease, pulmonary
hypertension, and fibromyalgia.

It is interesting to speculate about reasons for the failure
to use this therapeutic modality in this country, including
absence of any financial incentives, but clearly a deficiency in
knowledge of Waon therapy plays an important role. A brief
discussion of thermal therapy in CHF would have been ap-
propriate in this symposium in Mayo Clinic Proceedings, es-
pecially because Tei’s original research into this modality was
done while he was an international fellow at Mayo Clinic.
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Inreply: Dr Hanlon raises an interesting and thought-provoking
point regarding the beneficial effects of Waon therapy (sooth-
ing warm therapy) in patients with CHF. This therapy, which
uses repeated 15-minute treatments in a 60°C infrared sauna,
has been reported in small studies to improve left ventricular
systolic function and favorably affect natriuretic peptide lev-
els.! Several behavioral and nontraditional approaches have
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been studied in CHF, including conscious breath control with
extended expiration and reduced respiratory rate,>* enhanced
external counterpulsation,* and warm water immersion.> How-
ever, these therapies have not gained widespread acceptance,
not because of third-party reimbursements but rather because
the history of therapeutic trials in CHF has taught us several
important lessons. First, the benchmark of therapeutic efficacy
must be assessed by multicenter studies because single-center
studies often provide findings that cannot be replicated by oth-
er groups and are debunked in larger well-controlled investi-
gations. Second, the placebo effect and clinical trial inclusion
(“Hawthorne” effect) can have a significant positive influence
on study findings—simply via more frequent physician visits
or patient-perceived benefits.® Finally, a satisfactory duration
of follow-up is required to ensure safety and retention of ben-
efit.” Consequently, although Waon therapy may show some
promise as a therapy in patients with CHF, additional random-
ized, multicenter studies documenting safety and efficacy are
needed before inclusion of this therapy in an evidence-based
discussion of heart failure therapeutics.
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Editor’s Note:
Correction of Missing Page in the June 2010 Issue

In the June 2010 (volume 85, number 6) issue of Mayo Clinic
Proceedings, a production error resulted in the redundant pub-
lication of page 518 and the omission of page 520 from the
print (but not the electronic) version of the journal. To correct
this error, page 694 of this July issue provides a reproduction of
the missing page, formatted in a manner that will permit pho-
tocopying and substitution for the erroneously duplicated page.
The journal’s leadership regrets this error and apologizes to the
authors and readers for any inconvenience the error has caused.
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CORRECTION

694

GABAPENTIN ENACARBIL FOR RLS MAINTENANCE

during the DB phase included those from the 2-week dose
taper during which the placebo group received 600 mg of
gabapentin enacarbil.

A strength of the current study was the stringent defi-
nition of relapse, which provided a rigorous measure of
maintenance of efficacy and not simply a reflection of
transient worsening of RLS symptoms or of the natural
course (eg, worsening) of this disorder.*** Furthermore,
the masked downward dose titration of gabapentin enacar-
bil for patients randomized to placebo after the SB phase
likely reduced the chance of a transient RLS symptom
rebound effect mimicking treatment relapse. This masked
transition may explain the gradual increase in the number
of placebo-treated patients experiencing relapse over time
because they would have been unaware when they had
switched from gabapentin enacarbil to placebo. A limita-
tion of the study design is that it may have enriched the DB
population for responders to active treatment by allowing
only those meeting the SB response criteria to enter the DB
phase. However, because all treatment responders were
randomized at the end of the SB phase to continue to take
gabapentin enacarbil or to receive placebo, this potential
for “enrichment” was balanced across both treatment arms
in the DB phase.

CONCLUSION

These findings provide clinical insight into the long-term
management of RLS and the maintenance of efficacy and
tolerability of gabapentin enacarbil in adults with moderate
to severe primary RLS.
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