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Table 1. Patient-reported outcomes over time
	Characteristic
	MIS
(n=78)
	Open
(n=83)
	p-value

	VAS Leg Pain, mean (SD)
	
	
	

	  Pre-operative
	67.0 (24.4)
	61.5  (23.6)
	0.52

	  2 weeks
	28.3 (32.3)
	25.7 (29.7)
	0.84

	  6 weeks
	16.7 (24.6)
	14.3 (22.9)
	0.76

	  3 months
	14.2 (25.6)
	11.15 (20.5)
	0.31

	  6 months
	9.0 (17.2)
	12.8 (21.7)
	0.12

	  12 months
	8.7 (17.5)
	14.2 (21.9)
	0.28

	
Oswestry Disability Index, mean (SD)
  Pre-operative 
  2 weeks
  6 weeks
  3 months 
  6 months 
  12 months 

EQ-5D, mean (SD)
  Pre-operative 
  2 weeks
  6 weeks
  3 months
  6 months
  12 months
	

41.9 (16.4)
53.2 (20.6)
34.8 (18.5)
26.0 (17.2)
22.8 (14.8)
18.3 (14.4)


0.57 (0.24)
0.56 (0.25)
0.73 (0.19)
0.77 (0.20)
0.63 (0.37)
0.84 (0.17)
	

42.5 (14.5)
46.8 (20.6)
31.6 (19.7)
23.4 (19.3)
17.5 (17.2)
14.8 (15.6)


0.48 (0.23)
0.57 (0.32)
0.69 (0.27)
0.79 (0.22)
0.69 (0.41)
0.85 (0.18)
	

0.85
0.08
0.35
0.43
0.06
0.20


0.05
0.82
0.23
0.56
0.59
0.89

	
	
	
	



Abbreviations: mini-open midline decompression with bilateral interbody fusion and percutaneous pedicle screw fixation (MIS), open surgery with decompression and instrumented fusion with pedicle screws and bilateral interbody fusion (Open), visual analogue scale (VAS), standard deviation (SD), EuroQol 5-Dimensions 3-Level questionnaire (EQ-5D)


Table 2. Surgical characteristics in the intention-to-treat population
	Characteristics
	MIS
(n=78)
	Open
(n=83)
	p-value

	Cross-over, no.
	2
	
	

	Blood loss, ml
	300
	350
	0.73

	Duration of surgerya, mean, m
	86
	89
	0.54

	Length of hospital stay, dy
	3
	2
	0.63

	Total surgery related complications, no. (%) 
	9 (12)
	7(9)
	0.70

	    Screw breakage during surgery, no. (%)
	1 (1)
	0 (0)
	0.89

	    Dural tears, no. (%)
	1 (1)
	2 (2)
	0.73

	    Infectionsb, no. (%)
	1 (1)
	2 (2)
	0.63

	    Material complications at follow-upc, no. (%)
	6 (8)
	3 (4)
	0.24

	Requiring repeat surgery
	3 (4)
	2 (2)
	0.97



Abbreviations: mini-open midline decompression with bilateral interbody fusion and percutaneous pedicle screw fixation (MIS), open surgery with decompression and instrumented fusion with pedicle screws and bilateral interbody fusion (Open), No. (number of patients)
Percentages may not total, because of rounding. There were 2 cross-overs from MIS group that received Open surgery due to technical and material issues.
a In one patient (included in the above analysis) in the MIS group, surgery lasted more than 9 hours due to problems with the navigation system and subsequent need for conversion from a MIS to open procedure. 
b One (immunocompromised) patient in the open group had a postoperative wound infection requiring re-exploration followed by intravenous antibiotics. The other two patients could be treated non-surgically with antibiotics. 
c Material complications included screw loosening, breakage or malposition.

	Number
	Initial treatment
	
	Reoperation
	Reason for reoperation
	

	1.
2.


3.
	MIS
	
	Re-exploration and screw revision 
	Screw malposition 
	

	
	MIS


MIS
	
	Re-exploration and rod shortening

Re-exploration and screw revision
	Excessive rod length with transverse process compression
Screw malposition 
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	1.
2.

	Open 
	
	Re-exploration and ALIF
	Anterior cage migration 
	

	
	Open 
	
	Re-exploration and screw revision
	Screw malposition 
	

	
	
	
	
	
	

	
	
	
	
	
	


Table 3. Reoperations within 1-year of follow-up

Figure 1. Power calculation included patients based on original assumptions	
Analysis:
A priori: Compute required sample size 

Input:
Tail(s)                 			= Two
Effect size d                 		=  0,5
α err prob                   		= 0,05
Power (1-β err prob)        	  	= 0,80
Allocation ratio N2/N1        	= 1

Output:
Noncentrality parameter δ     	= 2,8284271
Critical t                    		= 1,9789706
Df                            		= 126
Sample size group 1           	= 64
Sample size group 2           	= 64
Total sample size             		= 128

Actual power                 		= 0,8014596
 
 

Analysis:
A priori: Compute required sample size 

Input:
Tail(s)                  			= Two
Effect size d                 		= 0,5
α err prob                   		= 0,05
Power (1-β err prob)          		= 0,89
Allocation ratio N2/N1        	= 1

Output:
Noncentrality parameter δ    	= 3,2210247
Critical t                    		= 1,9745346
Df                           		= 164
Sample size group 1           	= 83
Sample size group 2           	= 83
Total sample size             		= 166

Actual power                  		= 0,8929080




 
Figure 2. Post-hoc power calculation VAS low back pain 2 weeks 


Analysis:
A priori: Compute required sample size 

Input:
Tail(s)                      		= Two
Effect size d                 		= 0,06896552
α err prob                   		= 0,05
Power (1-β err prob)        	  	= 0,90
Allocation ratio N2/N1        	= 1

Output:
Noncentrality parameter δ     	= 3,2421130
Critical t                    		= 1,9602324
Df                           		= 8838
Sample size group 1           	= 4420
Sample size group 2           	= 4420
Total sample size             		= 8840

Actual power                  		= 0,9000431



Figure 3. Post-hoc power calculation VAS low back pain 12 months 
 
 
Analysis:
A priori: Compute required sample size 

Input:
Tail(s)                     		= Two
Effect size d                 		= 0,04
α err prob                   		= 0,05
Power (1-β err prob)      	    	= 0,9
Allocation ratio N2/N1        	= 1

Output:
Noncentrality parameter δ     	= 3,2417279
Critical t                    		= 1,9600543
Df                           		= 26270
Sample size group 1           	= 13136
Sample size group 2           	= 13136
Total sample size             		= 26272

Actual power                 	 	= 0,9000166
 
