Supplementary Table 1. Study schema. 
	
	Screening visit (within 28 days prior to oral surgery)
	Dosing period
Inpatient
	End of trial call 
(2-5 days after discharge)

	
	
	Day 1
	Day 2
	

	Written informed consent
	x
	
	
	

	Inclusion/exclusion reviewed
	x
	x
	
	

	Medical/medication history
	x
	x
	
	

	Physical and oral examination
	x
	
	
	

	Vital signs a
	x
	x
	x
	

	Urine  for drug screen and cotinine test
	x
	x
	
	

	Breath alcohol test
	x
	x
	
	

	Dental X-ray examination
	x
	
	
	

	Urine pregnancy test (if applicable)
	x
	x
	
	

	Admission to unit
	
	x
	
	

	Oral surgery (between 0630 h and 1000 h (±30 minutes)
	
	x
	
	

	Randomization number assigned
	
	x
	
	

	Investigational product administration
	
	x
	
	

	Categorical pain rating scale b
	
	x
	
	

	[bookmark: _GoBack]Pain intensity NRS c
	
	x
	x
	

	Categorical pain relief rating scale c
	
	x
	x
	

	Starting pain is at least half gone c
	
	x
	x
	

	Global assessment of pain relief d
	
	
	x
	

	Concomitant medications
	
	x
	x
	x

	Adverse events assessed
	x
	x
	x
	x

	Discharge from unit morning of Day 2
	
	
	x
	


a Vital signs (blood pressure, pulse rate, and respiration after sitting for at least 5 min). On Day 1, vital signs were due post-surgery and 1 h after study medication dose. On Day 2, vital signs were due at 24 h post-dose. b To be completed prior to dosing. c Pain intensity NRS to be completed at baseline (pre-dose), and pain intensity NRS and categorical pain relief were assessed 0.5, 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 14, 16, 18, 20, 22, and 24 h post-dose. If rescue occurred, scales/questions (except pain half gone) were completed immediately each time rescue medication was taken. d Assessment was completed immediately before first rescue medication was taken or at 24 h post-dose. NRS, numerical rating scale.


