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	Reviewer’s comment

Artificial Intelligence (AI) generated or assisted review comments are strictly prohibited during peer review.

	Author’s Feedback (Please correct the manuscript and highlight that part in the manuscript. It is mandatory that authors should write his/her feedback here)

	Please write a few sentences regarding the importance of this manuscript for the scientific community. A minimum of 3-4 sentences may be required for this part.


	This manuscript presents a well-structured protocol for a randomized, controlled, double-blind clinical trial evaluating photobiomodulation (PBM) for preventing pressure injuries (PIs) in hospitalized COVID-19 patients. The topic is clinically relevant, as PIs constitute a significant concern in intensive care settings, particularly in critically ill patients with COVID-19. The study is methodologically rigorous, follows international trial guidelines (SPIRIT Statement), and presents a well-defined intervention. It could improve hospital care protocols by integrating PBM as a non-invasive preventive strategy if successfully conducted. However, the manuscript requires sample size justification, statistical analysis, and confounding variable control improvements to ensure its scientific robustness.
	

	Is the title of the article suitable?

(If not please suggest an alternative title)


	Suggestion:
"Evaluation of photobiomodulation in the prevention of pressure injuries in hospitalized COVID-19 patients: A randomized, controlled, double-blind clinical protocol"

This version emphasizes the evaluation process and the hospitalized patient population for increased clarity.


	

	Is the abstract of the article comprehensive? Do you suggest the addition (or deletion) of some points in this section? Please write your suggestions here.


	The abstract summarizes the study design, objectives, and methodology. 
	

	Is the manuscript scientifically, correct? Please write here.
	The manuscript is scientifically sound, but some methodological aspects need refinement:

Issues to Address:

· Sample Size Justification: The incidence rates used for sample size calculation (15% in the control group and 3% in the PBM group) need more vigorous justification based on recent studies in COVID-19 patients. Providing supporting references or real-world data would enhance the validity of these assumptions.

· Statistical Analysis: The exclusive use of chi-square tests is insufficient to assess treatment effects comprehensively in a randomized controlled trial (RCT). A more robust statistical approach is needed.

· Confounding Variables: Several key variables, such as BMI, comorbidities (e.g., diabetes, hypertension), vasopressor use, and mechanical ventilation duration, could significantly influence pressure injury development and should be incorporated into the analysis.

Recommended Solutions:

· Provide additional references to justify the chosen incidence rates for sample size estimation, ensuring alignment with data from COVID-19 patient cohorts.

· Expand the statistical plan to include:

· Logistic regression to calculate adjusted odds ratios (ORs) while accounting for confounding factors.

· Kaplan-Meier survival analysis and log-rank tests to evaluate time-to-event data, particularly time until PI development.

· Cox proportional hazards model if time-dependent covariates (e.g., length of hospital stay, mechanical ventilation duration) are deemed relevant to the analysis.

· Clarify whether adjustments for patient comorbidities and baseline risk factors will be incorporated into the final analysis.


	

	Are the references sufficient and recent? If you have suggestions of additional references, please mention them in the review form.
	The manuscript includes relevant references, but some areas require additional citations:

Suggestions for additional references:

Recent studies on PI incidence in COVID-19 patients to support sample size assumptions.

Clinical trials or systematic reviews on PBM for pressure injury prevention.

Studies on PBM effects on microcirculation and tissue repair, particularly in critically ill patients.
	

	Is the language/English quality of the article suitable for scholarly communications?


	The manuscript is well-written and professionally structured, making it suitable for scholarly communication. However, minor grammatical inconsistencies and phrasing issues could improve its clarity and readability.

Suggested Improvements:

· A final language revision by a native English speaker or a professional editing service is recommended to enhance the clarity and fluency of the text.

· Some technical descriptions and methodological explanations could be refined to ensure precision, particularly in sections describing sample size justification and statistical analysis methods.

· Minor typographical or formatting inconsistencies should be reviewed to maintain a high academic standard.


	

	Optional/General comments


	The ethical considerations are well-addressed, but the manuscript should clarify how consent will be obtained for critically ill patients who cannot sign the informed consent form.

The PBM parameters (wavelengths, power, exposure time) are well described, but more justification is needed for their expected effectiveness in the specific context of COVID-19 patients.
The study follows ethical guidelines and has been approved by an Institutional Ethics Committee. However, one potential ethical issue concerns the informed consent process for critically ill, sedated, or unconscious patients who may be unable to provide direct consent.

Suggested Improvements:

· Clarify whether legally authorized representatives (LARs) will be involved in providing consent for patients who cannot sign the informed consent form.

· Specify if a deferred consent process (where consent is obtained retrospectively when the patient regains capacity) will be considered in cases of emergency enrollment.

· Address whether the ethics committee has guided handling informed consent in situations where patients lack decision-making capacity.
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	Are there ethical issues in this manuscript? 


	(If yes, Kindly please write down the ethical issues here in detail)
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