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LETTER TO THE EDITOR q

Check for
updates

Methodological concerns of “Intra-osseous basivertebral nerve
radiofrequency ablation (BVA) for the treatment of vertebrogenic
chronic low back pain”
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Dear Editor and the third one was omitted in the report [2, 5]. None-

A recent paper focuses on “intra-osseous basivertebral

nerve radiofrequency ablation” (BVA) for patients with “ver-
tebrogenic” low back pain (LBP) [1].

We would like to point out that:

The authors assume that (a) disc degeneration and
Modic changes (especially type I) cause chronic LBP;
(b) “vertebrogenic” LBP can be suspected “on the basis
of clinical examination™; (c) a single facet block at one
single level suffices to identify (or rule out) facet joint
as the origin of pain; (d) imaging can reveal the cause
of LBP; and (e) radiofrequency denervation procedures
are effective. The available evidence challenges all these
assumptions [2—4].

This study, with no asymptomatic subjects, reports a
correlation between Modic changes and LPB. However,
a case—control study with both symptomatic and asymp-
tomatic subjects ruled out this association also in South-
ern Europe [4].

The original trial on BVA, which has never been rep-
licated, established three outcomes; two were not met,
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theless, the authors concluded that the procedure led to
“sustained clinical benefits.” The fact that this conclu-
sion was published suggests inadequate peer review and
lack of due editorial oversight [2].

The representativeness of the sample in the current
study [1] is unknown; inclusion and exclusion criteria
are insufficiently described and the authors dot not dis-
close: criteria used for suspecting “vertebrogenic” LBP,
the number of patients who were screened, the number
of patients who refused to sign the informed consent,
and the number and reasons for other exclusions.

The authors show concern for the bone edema accompa-
nying Modic 1 images, but disregard the bigger edema
caused by BVA (see Fig. 1) [1].

Fig. 2 shows a lesion on the lower endplate of L4
detected on SPECT-CT, while MRI only detected minor
disc degeneration. However, the image taken after post-
radiofrequency ablation shows that the procedure was
conducted in the upper (not lower) endplate. This raises
concern on the accuracy of this technique [1].

Study conclusions are not supported by the results
reported [1]. For instance:

a. None of the study findings supports the statement:
“vertebrogenic pain is one of the most frequent and
frequently underestimated causes of chronic low
back pain.”

b. Only 56 patients underwent BVA, no control group
was established, and statistical analysis was elemen-
tary. Therefore, the influence of unspecific effects
(e.g., regression to the mean, Hawthorne or placebo
effects, etc.) could not be determined, and results
could not be adjusted for potential confounders. As
a consequence, conclusions on effectiveness are
largely speculative.
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c. The small sample size prevents drawing reliable
conclusions on safety.

8. The current study also raises ethical concerns:

a. This study required patients aged 38—52 to undergo;
the BVA procedure itself, a bone biopsy, a SPECT/
CT (which implies a radiation equivalent to a natural
background radiation for 3.3—4 years) and a 32-min
mean duration, CT-assisted procedure (equals to
4.7 years natural radiation, approximately). They did
not report effective dose. Bearing in mind the weak
methods and limited practical value of this study,
exposing patients to these inconveniences and levels
of radiation raises ethical concerns. This begs the
question; were the amount of radiological exposure,
the lack of solid evidence supporting BVA, and the
limited usability of results in clinical practice, due to
the study design, disclosed to patients in the written
informed consent?

b. Due to the invasiveness of procedures required in
this study and the amount of radiation exposure,
sample size should have been carefully calculated.
However, sample size calculations and the corre-
sponding assumptions are not disclosed.

Overuse of low-value care, and underuse of high-value
care, has been repeatedly reported in the field of LBP [2].
Claiming unusually positive results as if they were solid evi-
dence (i.e., “96.5%” clinical success for pain and “96.5%”
for disability) [1], when in fact these figures derive from a
small, very low-quality study, adds confusion and does not
help researchers, clinicians, or patients. Tighter peer-review
and editorial processes would protect the clinical and scien-
tific community from misleading information.

In fact, low-quality research can mislead clinicians, harm
patients, and drain resources away from high-quality, clini-
cally useful endeavors. Therefore, we think that a moratorium
on studies on BVA for LBP, with the only exception of high-
quality studies designed to ensure clinically useful results,
would be beneficial for patients, clinicians, and society.
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