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treatment of fibromyal gia pati ents
by saying, "Overall, clinical evi-
deuce suggests that the most effec-
tive agents in managing the pain of
fiboromyalgia are those that affect
neu rotransmitter metabolism at the
receptor site" (16). CES has been
long thought to have as one of its
major effects a normalizing of the
neurotransmitter homeostasis in
the brain (2).

Another study cited above con-
cluded a subset of fibrornyal -

patients have a dysfunction
traceable to the brain's hypotha-

pituitary axis (19). CESis d -
most certainly stimulating that
axis when it engenders increases
in IGF-1 production in low-1GF-
|- producing females (12).
As to whether CES might
to be an acceptabl e therapeu -
tic approach to use with fibromyal-
gia patients, Leventhal also noted
that fibromyalgia pati ents in one
study were found to be more
likely to pursue alternative thera-
pies than were the nonfi bromyal gia
controls (16).

Among alternative treatments
that have been considered, biofeed-
back in combination with exercise
training and relaxation training re-

76

majbr effects a normalizi ng of the
neurotransmitter homeostasis in

suited in a significantly greater
benefit and longer lasting improve-
ment over the use of any of those
therapies alone in the fiboromyalgia
patients studied (22). It is interest-
ing to speculate that might be
a meaningful addition to such a-
ternative therapeutic procedures.
In our experience, patient accep-
tance of this therapy has been very
high, and CES has been shown to
dramatically potentiate the effects
of biofeedback therapy when the
two are given together (23).

As another nondrug aterna
tive therapy, acupuncture has latel y
been the topic of a National Insti-
tutes of Health consensus report
that stated, "acupuncture may be
useful as an adjunct treatment or
an acceptable alternative or may be
included in a comprehensive man-
agement program" (24). In that
connection, the Alpha-Stim 100
provides probe electrodes that are
often used by acupuncturists prac-
ticing electroacupuncture, a ther-
apy that has been rated as good
and sometimes superior to needle
acupuncture alone. Reasons for the
preference of noninvasive elec-
troacupuncture are the following: it
eliminates the effects of tissue dam-

age caused by manua insertion
and twirling of needles, it avoids
the possibility of transmitting dis-
eases such as acquired immunode-
ficiency syndrome or hepatitis, and
it reduces treatment time on each
treatment point from 20 minutes to
10 to 12 seconds (25). It can aso be
done by atrained paramedic or by
the patient alone (26).

Insofar as al of these are non-
drug therapies, their use in amulti -
modal ity treatment program could
avoid, to a large extent, most or al
of the major adverse effects listed
in Leventhal's review that resulted
from the various drug therapies.
Those adverse effects were experi-
enced by up to 20% of patients
using them (16). On the other hand,
patients in those studies improved
up to 28% at best, afigure similar to
that found in the present study
whose patients experienced no sig-
nificant negati ve side effects. Un-
like medication, there is no ongo-
ing cost to the patient with CES
therapy other than the initial acqui-
sition of the device and training in
its clini cal application.

There was some question
among the research staff as to why
the sham-treated subjects tended to
become worse on most of the pa
rameters measured whereas their
wait-in-line placebo- controlled
subjects did not. Although the re-
search protocol was not designed to
answer that question, there is a
strong possibility that patients who
thought they might be receiving
CES treatment did not wish to use
other treatment strategies that
might interfere with its possible
effectiveness during the study.
Meanwhile, the placebo-controlled
subj ects weretypicaly doing every-
thing they could to ameliorate their
pain sy mptoms while waiting their
turn for the CEStreatment.

In this study, we have shown
that CES is an effective treatment
for several important elements in
the syndrome of fibromyalgia Be-
cause the study was double-blind,
treatment of very low intensity for
only 1 hour a day was given. The
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In our experience, patient accep-
tance of this therapy has been very
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become worse on most of the pa



control group participants who
later received greater stimulation
in the open clinical phase after the
double-blind study experienced
greater gains in several of the areas
measured.

This study was a first of the use
of CES in fibromyalgia. Additional
research will be needed to validate
these results and to learn how CES
can best be fit into the larger fi—
bromyalgia treatment milieu. Fu-—
ture studies might also explore the
effects of extending both the num-—
ber of treatments per day and/or
the number of days in the duration
of treatments, either or both of
which could possibly result in
greater reductions in symptoms
among their fibrom yalg ia patients.

For now, because of the limita—
tions of time and space in a typical
office practice, physicians can pos—
sibly best use CES by instructing
the patient in the correct applica—
tion of the electrodes and adjust—
ment of the stimulation level and
time controls, then prescribing it
for home use. These instructions
are provided in the patient infor—
mation booklet that comes with the
CES device. The ear clip electrodes
used in this study were placed as
high on the ear lobe as possible and
as close to the cheek as possible, as
is shown in Figure 5. The patient
should be followed every week or
so until the physician feels confi—
dent that the patient is using it cor—
rectly and positive results are being
obtained.

Since CES can potentiate the ef—
fects of some medications, the pa—
tient should be monitored more
closely when a new medication is
prescribed or any change in the
dosage of presently prescribed
medications is contemplated. The
patient should also be monitored
more closely if he or she requests to
be allowed to use the CES device to
reduce or eliminate the use of any
given medication.

The physician should not be
concerned that the patient might
overuse the CES device at home,
since some hospitals withdraw pa-
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used in this study were placed as
high on the ear lobe as possible and
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FIGURES. Ear clipelectrode placement on
patientsin the study.

tients from benzodiazepines by

treating them with CES 24 hours a
day for 10 days (except when they

are in the shower) and then reeval—
uating their symptoms prior to

adjusting the treatment level. No

negative side effects have been

reported from this use (27). In addi-
tion, cancer patients are clinically

reported to have used CES from 2

to 16 hours aday to controlor elim—
inate pain throughout the body for

months at a time (M. Wadd ington,

personal communication, October
2000).

The physician and patient
working together can usually come
up with the best plan for the use of
CES as the patient gains more expe—
rience with the device and acquires
skill in reporting its effect.
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COMMENTARY

This article is certainly intrigu-
ing. The results are so positive in
such a difficult-to-treat population
that one becomes skeptical. None-
theless, positive resultsina double-
blind controlled study need to be
taken seriously.

I wonder if this study can be
replicated. 1 have often thought
that therapies that help fibromyal-
gia patients in the short run-ther-
apeutic massage, physica therapy
techniques, and the like-do not

seem very helpful in the long run,
Long-term follow-up of these pa-
tients, especially in a controlled
double-bli nd setting, woul d be use-
ful.

It is hard for me to think that a
therapy as innocuous and simple
as this one can realign neurotrans-
mitters. However, it is hard to dis-
pu te the present data The fact that
90" of the patients treated with the
cranial electrotherapy stimulation
reported improvement in quality of
lifecompared with red uction
in patients receiving a sham treat-
ment is truly amazing,

Robert s, Katz, MD
Chicag, lllinois

Journal of Clinical Rheumatology - Volume 7, Number 2 « April 20111



