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or responses, potentially leading to biased study out-
comes. Furthermore, unblinded participants may inad-
vertently influence outcome assessors, compromising 
the objectivity of outcome assessments. Blinding is 
crucial in research as it helps minimize the risk of bias, 
enhances the internal validity of the study, and ensures 
that observed effects are more likely attributable to the 
intervention itself rather than other factors (3).

The lack of specificity in the inclusion criteria of the 
article, as compared with the registered trial, is concer-
ning. Failure to precisely define inclusion criteria can 
compromise the validity of study results and hinder 
the generalization of evidence. Additionally, the ratio-
nale behind selecting a specific gender for inclusion 
should be provided, as this could potentially impact 
the interpretation and applicability of the findings. To 
improve the specificity of the evidence generated, it is 
recommended to incorporate the duration of symptoms 
along with the baseline assessment of patients, such 
as the Visual Analog Scale (VAS) score of pain. This 
addition would enhance the precision of the inclusion 
criteria and provide a valuable context for understan-
ding treatment effects (4).

Additionally, there is a lack of clarity concerning 
how the sample size was calculated, as there are in-
consistencies between the stated method and the actual 
computation. The study references a specific formula 
for sample size determination, {(n = [(Zα/2 + Zβ)2 × 
{2(σ)2}]/ (μ1 - μ2)2}, but the resulting sample size does 
not match the values obtained using G*Power software 
(5). Specifically, when G*Power 3.1.9.7 was employed 
with a t-test family, an alpha (error probability) of 
0.05, a power (1-beta error probability) of 0.95, and 
an effect size of 0.5, the minimum required sample 
size was calculated to be 184. However, this number 
does not align with the reported number of recruited 
patients in the article. This discrepancy raises questions 
concerning the accuracy and reliability of the reported 
sample size determination process.

To comprehensively interpret the study’s findings, 
it is essential to delve into the effect size, calculated 
at 0.56 through the indirect method (6). This metric 
offers critical insights into the practical significance of 
the intervention’s impact on outcomes. A value of 0.56 
indicates a moderate effect size, suggesting that the 
intervention may have clinically meaningful effects on 
the studied pathology. Moreover, the disparities noted 

We recently reviewed the article by Vongvachva-
sin et al. (1), with keen interest. We wish to ex-

press our appreciation to the authors for their valuable 
contribution in assessing the effectiveness of focused 
extracorporeal shockwave therapy for managing 
this condition. The authors’ thorough examination 
revealed a notable reduction in T-BCTQ symptoms 
and function scores across both treatment groups, 
particularly in favour of focused extracorporeal 
shockwave therapy throughout the study duration. 
Additionally, the observed discrepancies in distal 
sensory and motor latency between the groups at the 
3-week mark from baseline offer meaningful insights 
into the therapeutic benefits of this intervention. This 
study not only enhances our comprehension of carpal 
tunnel syndrome treatment but also highlights the po-
tential of focused shockwave therapy as a promising 
therapeutic approach.

In recent years, the management of moderate-to-
severe carpal tunnel syndrome (CTS) has witnessed 
the emergence of focused shockwave therapy as a pro-
mising non-invasive intervention (2). This innovative 
approach offers a valuable alternative for patients who 
may be reluctant to undergo surgery or have contrain-
dications for more invasive treatments. Studies have 
shown that focused shockwave therapy can lead to no-
table improvements in pain relief, functional status, and 
quality of life in individuals with CTS (2). By targeting 
the underlying pathology of CTS, such as nerve com-
pression and tissue inflammation, focused shockwave 
therapy holds the potential to alleviate symptoms and 
improve hand function without the need for surgical 
intervention. Additionally, its role as an adjunctive 
therapy alongside conservative treatments undersco-
res its versatility in optimizing CTS management. 
However, further research is needed to evaluate its 
long-term efficacy, safety profile, and cost-effective-
ness compared with traditional interventions. Nonet-
heless, the clinical relevance of focused shockwave 
therapy in the treatment paradigm of moderate-to-
severe CTS is increasingly recognized, offering new 
avenues for improving patient outcomes and quality 
of life.

The absence of blinding of participants in a study 
poses a significant risk of performance bias. Perfor-
mance bias occurs when participants’ awareness of 
their treatment allocation influences their behaviour 
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in sample size, participant recruitment, and calculation 
methodologies compared with the reference article 
underscore the necessity for post hoc analysis. By con-
ducting such analysis, we can meticulously scrutinize 
the data in light of these differences, enabling a more 
thorough understanding of the study’s results. Post hoc 
analysis may reveal additional patterns or associations 
that were not apparent initially, providing valuable 
insights into the study’s findings. Additionally, le-
veraging G*Power software 3.1.9.7 to determine a 
statistical power of 0.746 bolsters our confidence in 
the robustness of the intervention’s effects within the 
chosen pathology. A statistical power of 0.746 indicates 
a high likelihood of detecting true effects if they exist, 
further supporting the validity of the study’s conclu-
sions. Collectively, these steps solidify the statistical 
underpinning of the study, enriching the validity and 
depth of its conclusions, and providing a more com-

prehensive understanding of the intervention’s efficacy 
in the context of the studied pathology.

In summary, while the preliminary findings of the 
study are promising, it is imperative to recognize the 
importance of robust methodology and transparent re-
porting in clinical research. Addressing methodological 
limitations and ensuring adherence to best practices 
in study design, conduct, and analysis are essential 
steps toward advancing evidence-based practice in the 
management of carpal tunnel syndrome. By fostering 
a culture of rigorous scientific inquiry and continuous 
improvement, we can enhance the quality of research 
in this field and ultimately optimize patient care. As 
such, future studies should aim to build on these fin-
dings, incorporating methodological refinements and 
larger sample sizes to further elucidate the efficacy 
and safety of focused shockwave therapy for carpal 
tunnel syndrome.

REPLY TO “COMMENTARY ON: PRELIMINARY STUDY: EFFICACY OF FOCUSED 
SHOCKWAVE THERAPY IN PATIENTS WITH MODERATE-TO-SEVERE CARPAL 
TUNNEL SYNDROME”

Pimpisa VONGVACHVASIN, MD, Thitiporn PHAKDEPIBOON, MD, Waree CHIRA-ADISAI, MD and Punpetch SIRIRATNA, MD*
From the Department of Rehabilitation Medicine, Faculty of Medicine Ramathibodi Hospital, Mahidol University, 270 RamaVI road, 
Ratchathewi district, Bangkok 10400 Thailand. *E-mail: punpetch.sii@mahidol.ac.th 

at a magnitude of 0.01 mJ/mm2. However, there is cur-
rently no consensus that even such a minimal dosage 
would not potentially provide some therapeutic effects. 
A further option to consider was to use an air-chambered 
polyethylene foil and the method described in a study by 
Gerdesmeyer et al. (7). Nevertheless, we were not aware 
of this option at that time. For these reasons, we did not 
administer the sham treatment to the control group.

For the sample size calculation, we acknowledge the 
limitation of a small sample size and agree that larger 
sample sizes almost always increase the confidence of 
and ability to generalize the results. However, in actual 
clinical settings, key factors including funding, time, 
resources, and numbers of participants available are 
often limited. In order to optimize our study when consi-
dering these factors, we calculated the minimum feasible 
sample size that could be conducted in our particular 
setting. In this study, we used the clinical superiority 
formula for continuous data (8) with a power of 80% (9) 
and the standard deviation from the study by Vahdatpour 
et al. (10). The figure of 0.5 in our study is the minimal 
clinically important difference for the functional status 
scale of the Boston Carpal Tunnel Syndrome Questionn-
aire based on a study by Leite et al. (11). This resulted 

We express our gratitude for the opportunity to 
respond to the critical review of our recently 

published article (1). Although we acknowledge that 
not all methodological details desired by the reviewer 
were included in our paper, this does not alter the main 
conclusions of our study. After carefully reading this 
critical review, we disagree with its conclusion regarding 
the robustness of the methodology. Specific responses to 
major critiques of the review are outlined below.

Regarding study blinding, we agree that blinding should 
be employed whenever possible in clinical research as it 
can reduce the risk of performance bias and enhance the 
overall quality of the research. However, it was chal-
lenging to implement blinding in our study, such as use 
of a sham extracorporeal shockwave therapy (ESWT) 
instrument. Theoretically, to produce such blinding, a 
shockwave device that is capable of generating sound (so 
the patients would think they are being treated) without 
applying any energy to the patient, i.e., disconnecting 
the shockwave generator, would have to be employed. 
Unfortunately, a particular instrument like that intended 
for research purposes is currently unavailable in Thailand. 
Another alternative option for sham ESWT was to apply 
an extremely low dose of focused ESWT, for example, 
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in the total of 24 participants being required. We were 
fully aware of this small sample size, thus we termed 
our study a preliminary study. Clearly, further studies 
with larger sample sizes need be conducted to provide 
confirmation of these preliminary findings.

To summarize, we acknowledge the limitations 
as mentioned above. Nevertheless, we believe that 
the findings from this study are still beneficial to the 
community as they provide important initial evidence 
regarding the potential for ESWT in moderate-to-severe 
CTS. We agree that further studies with larger sample 
sizes are needed to extend the conclusions drawn from 
this study and to expand the knowledge and evidence 
for clinical application of ESWT in CTS.
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