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	PART 1: Comments

	
	Reviewer’s comment
Artificial Intelligence (AI) generated or assisted review comments are strictly prohibited during peer review.
	Author’s Feedback (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 makes a significant contribution by: (1) synthesizing evidence of ethical, regulatory, and implementation challenges facing AI agents in US healthcare, (2) identifying gaps between governance principles, regulatory requirements, and practice, (3) recommending an auditable minimal viable governance bundle as practical guidance for responsible AI deployment by hospitals, regulators, and developers, and (4) emphasizing service-level metrics such as alert-to-action latency to advance a holistic sociotechnical approach beyond just model accuracy.
	

	Is the title of the article suitable?
(If not please suggest an alternative title)
	Yes, the title is very apt and accurately reflects the manuscript's contents. It is clear, informative, and covers the three main challenge areas discussed: Ethics, Regulation, and Implementation.
	

	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 is comprehensive and well-written, clearly summarizing the background, methods, main results, and recommendations. Explicitly stating that this is a systematic review would highlight a key methodological strength.
Minor suggestion: In the final sentence, add "and the evaluation of governance interventions" for better alignment with Specific Aim (iii). For example: "Future research should prioritize multi-site evaluations, drift registries, and trials of governance interventions linked to patient and economic outcomes."
	

	Is the manuscript scientifically, correct? Please write here.
	Yes, this manuscript is scientifically sound and methodologically sound. The systematic search, clear inclusion/exclusion criteria, structured data extraction (Table 1), and thematic synthesis were well-executed. The analysis is balanced, acknowledging both the benefits and drawbacks reported in the included studies. The discussion of bias, data shifts, and human factors demonstrates a deep understanding of the complexities of real-world AI applications.
	

	Are the references sufficient and recent? If you have suggestions of additional references, please mention them in the review form.
	The references are extensive and up-to-date (many from 2024-2025), which is impressive for a rapidly developing field like AI in healthcare. They cover core literature from biomedical science, clinical informatics, health policy, and AI ethics. No important references are glaringly missing.
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	Is the language/English quality of the article suitable for scholarly communications?
	The references are extensive and up-to-date (many from 2024-2025), which is impressive for a rapidly developing field like AI in healthcare. They cover core literature from biomedical science, clinical informatics, health policy, and AI ethics. No important references are glaringly missing.
	

	Optional/General comments
	This is an excellent and timely systematic review. Its main strength lies in its sociotechnical approach, which integrates evidence from real-world applications with governance and regulatory frameworks. Table 1 is invaluable as a summary of the evidence. The limitations acknowledged in Section 4.3 are honest and accurate.
Minor Suggestions for Improvement:
Introduction: The first paragraph is somewhat lengthy. Consider breaking it up to improve readability.
Table 1: Make all 'Key Governance Takeaway' points actionable lessons, not descriptions. Conclusion: The first paragraph of the conclusion repeats aspects of the abstract and results. It could be more concise to focus directly on the key point.

It meets all review expectations. The manuscript is high quality and clearly contributes to the literature. I recommend acceptance after minor revisions, as it will add value to the journal.


(Recommendation: Minor Revision)

This manuscript is essentially ready for acceptance. The high score reflects its quality, significance, and scientific maturity. The revisions required are minor and primarily relate to improving the presentation and sharpening several points, as outlined above.
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Are there ethical issues in this manuscript?
	(If yes, Kindly please write down the ethical issues here in detail)

No
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