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	Comment No.
	CommenterID
	Where?[footnoteRef:1] [1: List what part of the document the comment applies to, e.g.clause/subclause number, paragraph, figure or table number.] 

	Type[footnoteRef:2] [2:  Type of comment: E = editorial; T = technical; G = general] 

	Comment
	Proposed change

	1
	A
	Table 1: Overview which IMDRF Essential Principle sections apply to AI4H (second row), are specified in guidance (third row) or standards (fourth row) documents
	T
	Though we insiders understand these symbols, it is recommended to explain them (e.g., under the table). Particularly symbol (✔) may be even source of uncertainty what it actually means.  
	Proposed legend has been added below the respective Table-1

	2
	A
	EP 5.2 Clinical Evaluation-5.2.1

	T
	Isn´t it “legal requirements? Or e.g. “legal/regulatory
	Proposed keyword has been incorporated to the phrase

	3
	A
	F) Ethical Compliance-a)Ethical Compliance-1)FAT optimization objectives (“FAT training”)
	T
	FAT probably stands for “Factory Acceptance Testing”. This should be explained somewhere in the doc.
	Proposed expansion of the abbreviated form- FAT has been added
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