


Journal Name:                     Journal of International Research in Medical and Pharmaceutical Sciences
Manuscript Number:         Ms_JIRMEPS_13568
Title of the Manuscript:
Good Clinical Practice in Clinical Trials: A Review

Type of the Article             Review Article

PART 1: Comments

	
	Reviewer’s comment
	Author’s Feedback (It is mandatory that authors should write his/her feedback here)

	
	
	Artificial Intelligence (AI) generated or assisted review comments
	
	

	
	
	are strictly prohibited during peer review.
	
	

	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.
	•    Provides a rigorous, up-to-date synthesis of Good Clinical
Practice that bridges ethics, regulation, and operation
•    Clarifies global harmonisation and jurisdictional differences
•	Strengthens scientific credibility by addressing practical quality frameworks
	

	Is the title of the article suitable?
(If not please suggest an alternative title)
	The current title is too narrow and does not fully reflect the breadth of the manuscript.
Suggestion: “Good Clinical Practice in Clinical Trials Global Ethics Regulation Implementation and Emerging Directions: A Litreture Review”
	







	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.
	•	Please state how evidence was sourced and selected at a high level (databases, timeframe, inclusion focus)
•	Please either insert one finding specific to dental trials or remove it from the abstract
•	Please convert the final sentence into a clear practice-oriented conclusion
	

	Is the manuscript scientifically, correct? Please write here.
	•	The manuscript is scientifically sound at a broad level; however, certain terminology requires refinement, some statements would benefit from qualification, and a few examples could be clarified for accuracy.
•	Please refine placebo discussion by specifying the exact points where FDA/ICH positions diverge from the Declaration of Helsinki
•	Please strengthen the EU section by adding the operational implications of the EU Clinical Trials
•	Please expand U.S. regulations beyond drugs to include devices
•    Please convert ethics principles to operational controls
•    Please expand data-integrity guidance to digital specifics
•	Please balance LMIC content by pairing India examples with at least one African and one Latin American case, and propose concrete capacity-building steps
	

	Are the references sufficient and recent? If you have suggestions of additional references, please mention them in the review form.
	•	The references are generally sufficient, but several are old, and the manuscript would benefit from incorporating more recent high-impact studies.
•    Please add the following supporting sentence into the
Artificial Intelligence (AI) in Trials section:
“Regulatory bodies are beginning to issue draft frameworks for AI in medicine, but integration into GCP remains nascent [53]. Recent scholarship on generative-AI research in healthcare has proposed generic design and reporting checklists that emphasize transparency, bias mitigation, data provenance, and reproducibility—principles that can be adapted within GCP to guide AI-enabled recruitment, monitoring, and analysis in clinical trials https://pmc.ncbi.nlm.nih.gov/articles/PMC10905357/
	







	Is the language/English quality of the article suitable for scholarly communications?
	The language of the article is generally understandable but requires refinement for clarity, grammar, and consistency
	

	Optional/General comments
	1.    Please Strengthening the abstract.
2.	Please add a brief Methods of review section in the main text describing sources searched, selection approach
3.    Please harmonise terminology and abbreviations
4.	Please provide a practice appendix with an audit-readiness checklist
5.	Please incorporate visual graphs or schematic figures to support and summarize key findings
6.	I recommend that you include a short section on study limitations before the end of the manuscript.
•	The review is based on available published literature and may not capture all recent unpublished or ongoing studies
•	The review relies on secondary data, and therefore conclusions are constrained by the quality and scope of the original studies
•    The review does not address all geographical regions equally
7.	Conclusion should provide actionable recommendations by linking each key insight to regulators, sponsors, investigators, and ethics committees, highlighting practical implications such as risk-based monitoring, Quality by Design, diversity metrics, transparency, and sustainability.
8.	Please strengthen the closing statement with a forward- looking perspective
9.	Please ensure that the reference list follows journal formatting guidelines. Also, all in text citations are accurate.
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	Reviewer’s comment
	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)

	Are there ethical issues in this manuscript? 

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