	
	
	
	STUDY PERIOD

	
	Enrolment
	Allocation
	Post-allocation
	Close-out

	TIMEPOINT**
	-t1
	0
	t1
	t2
	t3
	t4
	t5
	t6
	t7

	ENROLMENT:
	
	
	
	
	
	
	
	
	

	Eligibility screen
	X
	
	
	
	
	
	
	
	

	Informed consent 
	X
	
	
	
	
	
	
	
	

	Allocation
	
	X
	
	
	
	
	
	
	

	INTERVENTIONS:
	
	
	
	
	
	
	
	
	

	NAM treatment
	
	
	X
	X
	
	
	
	
	

	Control (no NAM treatment
	
	
	X
	X
	
	
	
	
	

	ASSESSMENTS:
	
	
	
	
	
	
	
	
	

	Primary outcome:
	
	
	
	
	
	
	
	
	

	Nasolabial Aesthetics 
	
	
	
	
	
	
	
	X
	

	Secondary outcomes:
	
	
	
	
	
	
	
	
	

	Dentofacial development
	
	
	
	
	
	
	
	X
	X

	Quality of Life
	
	
	X
	X
	X
	X
	X
	X
	X

	Speech
	
	
	
	
	X
	X
	X
	X
	X

	Hearing
	
	
	X
	X
	X
	X
	X
	X
	X

	Patient perception
	
	
	X
	X
	X
	X
	X
	X
	X

	Health Economic Evaluation (CEE and CBA)
	
	
	X
	X
	X
	X
	X
	X
	X

	Growth
	
	
	X
	X
	X
	X
	X
	X
	X

	NAM outcomes
	
	
	X
	X
	
	
	
	
	

	Intangible benefits of treatment
	
	
	
	
	
	
	
	
	

	Surgeons confidence
	
	
	
	
	X
	
	X
	
	

	Other outcomes:
	
	
	
	
	
	
	
	
	

	Harms
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	Surgical complications
	
	
	
	
	X
	
	X
	
	

	t1: Pretreatment, t2: Post NAM, t3: Post lip surgery, t4: At 12 months, t5: Post palate surgery, t6: At 3 years, t7: At 5 years



