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Protocol Deviation : treatment non-compliance, other combination treatments and drug violation are included

	Reasons for the Drop-outs
	Treatment Group
	Control Group

	Withdrawal of Consent
	5
	10

	AE
	1
	0

	SAE
	0
	0

	Lost to Follow-up
	0
	3

	Discontinued Intervention
	0
	0

	Violation of Inclusion and Exclusion Criteria
	0
	0

	Protocol Deviation
	0
	0

	Other
	6
	0

	Total
	12
	13


One study is excluded due to study design (a cross-over study). 
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