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COMMENTS SHOULD BE CLASSIFIED AS INDICATED BELOW:
	L1
	Level 1 – These items are essential to the progression of Q12 and must be addressed and resolved by Q12 EWG

	L2
	Level 2 – These items can be also important and relevant to Q12 and need to be discussed by Q12 EWG.   

	J
	‘Just Do It’ – these are comments whose resolution should be obvious to the relevant chapter author.  No additional discussion is normally required.

	Q
	Query raised by reviewer to further their understanding.  It may also necessitate an edit to the guideline to make the point clear to the user.



Instructions for Use
Each ICH Party has responsibility to assess, categorize and present a single set of comments on v7.0.  In consolidating comments from the ICH Party, please avoid repetition and ensure that there are no conflicting comments.  
	ICH Party
	Person Responsible for Providing Consolidated Comments

	European Commission
	Jean-Louis Robert

	MHLW/PMDA
	Yasuhiro Kishioka

	FDA
	Ashley Boam

	Heath Canada
	Anthony Ridgway

	Swissmedic
	Petra Dexheimer

	EFPIA
	Graham Cook

	JPMA
	Tomonori Nakagawa

	PhRMA
	Moheb Nasr

	IGBA
	Keith Webber

	WSMI
	Louis Yu

	WHO
	Sabine Kopp

	ANVISA
	Monica Floreano

	BIO
	Wassim Nashabeh

	HSA
	Soo Peng Lam

	MFDS
	Chong-Hui Hong

	TFDA
	I-Chen Sun

	API Industry
	Luisa Paulo



Review should focus on overall quality (i.e. clarity and readability).
PLEASE REFRAIN FROM PLACING UNDUE EMPHASIS ON PERSONAL PREFERENCES, STYLE, ETC.  DO NOT FOCUS ON TYPOS/FORMAT ISSUES.
Once all collated comments have been received, they will be sorted and distributed to the Q12 EWG in preparation for the April interim meeting.
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	Line No.
	ICH Party Making the Comment
	Type of Comment
(L1, L2, J or Q)
	Comment

	Only give a single line number here
	This should represent the final consolidated set of comments from each ICH Party
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



L1 = Level 1	L2 = Level 2	J = ‘Just Do It’	Q = Question for clarity

- 3 -
