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Image Guided Targeted Hyperstimulation
Analgesia is Superior to Placebo in Chronic Low

Back Pain

To the Editor:

Myofascial trigger points (MTrPs) are common in
people with musculoskeletal pain and may play a role
in chronic nonspecific low back pain (CLBP) (1).

Nervomatrix Soleve® (Fig. 1) is a novel automated
robotic system that detects MTrPs by using two dimen-
sional skin resistance measurements and subsequently
applying Electric Hyperstimulation Analgesia (EHA)
treatment on the detected MTrPs. EHA is claimed to
provide an analgesic effect by changing the biochemi-
cal environment of MTrPs in order to reduce the prima-
ry source of nociception (1,2-4). This EHA neurostimu-
lation is based on the physiological understanding
that biochemical changes in MTrPs (1,2,5) result in
autonomic reactions such as increased secretion from
sweat glands and ducts, which leads to variations in
skin resistance (6).

In a randomized study performed by Nijs Group (1)
at the University Hospital of Brussels, Belgium, a pla-

cebo-treatment control group (N = 20) which received
six sessions of a sham procedure with Nervomatrix So-
leve®, applied without electric stimulation for 3 weeks
in the lumbosacral region was compared with an ex-
perimental group (N = 8) receiving 6 sessions of active
EHA for 3 weeks in the same region. The experimental
group included only patients for whom the Nervoma-
trix device was adequately measuring the impedance
for pain localization; these results (Fig. 2a) were reana-
lyzed and presented by Nijs group.

The evolution in current pain intensity was ana-
lyzed at baseline, and at each VAS-score obtained after
each of the 6 treatment sessions,

Results

VAS pain: A significant Time x Group interaction
was found for VAS-pain (F(5, 117) = 2.708, P < .05). This
interaction is presented in Fig. 2. Following this interac-
tion, a simple-effects analysis revealed that pain levels

Fig. 1. The Soleve®.
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Fig. 2. (a) Evolution in pain intensity from pre-treatment sessions and following six sessions differed significantly between the
experimental group and the placebo. Nijs group (1), Reanalysis. (b) Evolution in pain intensity from previously published study

of patients in the experimental group were significant-
ly lower before session 5 (P = .05) but not lower before
session 6 (P > .05).

The article of Nijs published in this Journal (1) did
not include the reanalysis of the data which the same
authors performed subsequently when 11 patients
from the experimental group for whom impedance
measurements were inadequately performed are ex-
cluded. It is noted that the reanalysis conducted by Nijs
Group was based on a small sample size. However, it
would have been expected that these findings be fully
presented and discussed within the study report pub-
lished (1), and call for further investigation prior to any
determination.

It is clearly demonstrated that in the desired sce-
nario, whereby treatment is performed based on an
adequate impedance matrix, EHA with Nervomatrix is
superior to placebo. Interestingly, a comparison of the
above presented findings with a previously published
study featuring the same technology (7), showed simi-
lar findings (Fig. 2b).

Conclusions: We must be very cautious due to the
small number of patients in this reanalysis. Looking
at pain levels, the new device seems to reduce self-re-
ported pain by approximately 50% in the experimen-
tal group, compared to the placebo treatment con-
trol group. Further research is required with a larger
sample and with patients having either a placebo or
experimental pain reduction (via the device) but only
when the device is adequately functioning in its pain
localization.
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Response: Auto-Targeted Neurostimulation In
Chronic Low Back Pain: Why Available Evidence

Rejects Its Clinical Utility

Dear Editor:

Thank you for giving us the opportunity to re-
spond to the invalid arguments raised by the company
addressing our published study that examined the ef-
fectiveness of their device for treating chronic low back
pain (1). Below we reply to the issues raised, showing
that the company’s claim regarding the effectiveness of
the device is based on invalid data, attempts to change
the study protocol a posteriori and hence to fraud the
study in favor of the company’s interest.

The company claims that they are able to tell from
analyzing the ‘scans’ of the Soleve device that the place-
ment of the device in some of the patients was improp-
er. This was something that the company raised after
they were informed that the clinical trial showed that
the Soleve device was not superior over placebo (1). Im-
portantly, we reported a clinical trial in the manuscript.
A clinical trial reports on the effects of the treatment
how it is used in clinical practice. We applied the device
as it was used in clinical practice at the time the study
took place, and neither the researchers, nor the thera-
pists providing the treatment were able to verify how
the company obtained those ‘scans’ (or what exactly

the scans were telling us). Our research staff perform-
ing the study, was trained and supervised in an ongoing
manner by the company, and hence, this claim could
have been brought to our attention at a much earlier
stage, if valid! Also, it remains unclear how those ‘scans’
were obtained, what type of information the scans pro-
vide, whether the scans generate valid data, or what
exactly the scan findings imply. Moreover, no one of
our research team ever saw any of those scans. Even
if those ‘scans’ exist and generate valid data, it is clear
that therapists using the Soleve device in clinical prac-
tice will not be able to access them in real time. Hence,
therapists will not be able to use those scans to improve
the treatment.

After being informed about the negative study
outcome, the company had ample time to provide more
information regarding those scans prior to the publica-
tion of the manuscript, but never did so. At best, those
scans can be the basis for further research in this area. In
their Letter to the Editor, Gorenberg and Kanner claim
to provide data from such additional analysis. However,
they report data from a subgroup analysis performed
on the preliminary dataset of no more than 8 (out of
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