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Author’s comment (if agreed with reviewer, correct
the manuscript and highlight that part in the
manuscript. It is mandatory that authors should write
his/her feedback here)

Compulsory REVISION comments

1. Is the manuscript important for scientific community?
(Please write few sentences on this manuscript)

2. Is thetitle of the article suitable?
(If not please suggest an alternative title)

3. Is the abstract of the article comprehensive?

4. Are subsections and structure of the manuscript appropriate?

5. Do you think the manuscript is scientifically correct?

6. Arethe references sufficient and recent? If you have
suggestion of additional references, please mention in the

review form.

(Apart from above mentioned 6 points, reviewers are free to
provide additional suggestions/comments)

Risk management encompasses the identification, understanding, control, and prevention of
failures that may lead to hazards when medical devices are used. Manufacturers are
required to identify potential hazards related to the device design under both normal and
fault conditions.

YES

Despite the evolution of design controls and compliance as essential components in the
medical device development process, as mandated by domestic and international
regulations and standards, there remains a need for a comprehensive model that outlines
the entire approach to medical device design. This gap exists because, while design
controls and regulatory compliance are integral to the medical device design process, their
integration has not been sufficiently addressed, especially in projects involving complex
medical device designs.

The medical device sector often prioritizes design controls and regulatory compliance in
isolation. However, the integration of these elements has not been adequately considered.
This review aims to address the integration of design controls and compliance within the
medical device sector.
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YES

NO, This is sufficient

Minor REVISION comments

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