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Detailed Reviewer’s Report

Strength of the study:

* The topic is relevant to pharmaceutical manufacturing

* The basic technology transfer process is explained clearly

* Important stages from development to commercialization are discussed
* Key transfer documents are described

« Site transfer and post approval changes are included

* Roles of different departments are discussed

* The flow chart provides a simple overview of the process

* Regulatory considerations are briefly addressed

Weakness of the study:

* The review lacks a clearly described literature search method

* Recent and authoritative regulatory sources are limited

* Several statements are oversimplified or insufficiently supported

» Some regulatory information needs careful verification

* The discussion is mainly descriptive rather than critical

* Important international guidelines are not discussed in sufficient detail
* The manuscript contains frequent grammar and language errors

* References are few for such a broad topic

» Some sections repeat similar information

Reviewers Comments:

The manuscript provides a basic overview of pharmaceutical technology transfer and covers important
areas such as technology development, scale up, exhibit batches, stability studies, regulatory filing, site
transfer and post approval changes. The flow chart and discussion of responsibilities of R&D, QA, QC,
production and engineering personnel are useful for readers who are new to the subject. However, the
manuscript is largely descriptive and does not provide a clear literature search strategy or critical
comparison of existing guidance and practices. Several regulatory statements, particularly those related to
SUPAC and batch size changes, require careful verification and more appropriate references. The
references are limited for the broad scope of the review, and some cited sources need better bibliographic
details. Ethical clearance is not applicable because this is a literature based review without human
participants. The manuscript also contains considerable grammatical, spelling, spacing and sentence
construction problems. Overall, the topic is useful, but substantial scientific and editorial improvement is
required.
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Previously Published anywhere/Plagiarism check:

No clear evidence of duplicate publication can be established from the submitted manuscript alone. The
article is presented as a brief review and cites several earlier publications and guidelines. A formal
plagiarism and similarity check should be conducted before acceptance. The authors should also confirm
that the review has not been published previously and that all borrowed information and statements are
appropriately referenced.



