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Study Design and Reported Outcomes by Publication

Consistent positive clinical outcomes supported by 
multiple studies, multiple outcomes & multiple time-points

All patients were treated for SI joint disruption or degenerative sacroiliitis.
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7- Ledonio 2014 (a)

8- Ledonio 2014 (b)

9- Sachs 2014

10- Rudolf 2014

11- Vanaclocha 2014

Out to
72 mo

24 24 mo Retro

27 Retro

12- Bornemann 2016

13- Vanaclocha 2017

18- Patel 2019
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4- Smith 2013
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A list of additional published studies is available at www.si-bone.com/results
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Measurement
Improvement

Baseline to Follow-up p-value
Mean Percent

Whang 201919

Prospective, 60 mo follow-up 
(n=93)

EQ-5D TTO  +0.29 64.4% <0.0001

Patel 201918

Prospective, 6 mo follow-up
(n=28)

EQ-5D TTO  +0.26 54.2% <0.0001

Dengler 201917

RCT, 24 mo follow-up
(n=52)

EQ-5D TTO +0.39 111.4% <0.0001

Polly 201616

RCT, 24 mo follow-up
(n=102)

SF-36 PCS +11.2 37.1%  <0.0001

SF-36 MCS  +8.2 19.1%  <0.0001

EQ-5D TTO  +0.28 63.6%  <0.0001

Duhon 201615

Prospective, 24 mo follow-up
(n=172)

SF-36 PCS  +8.9 28.1% <0.0001

SF-36 MCS +10.1 26.2% <0.0001

EQ-5D TTO +0.27 62.8% <0.0001

Gaetani 20135

10 mo mean follow-up
(n=10)

Roland-Morris  
Disability  -14.6 83.0%  <0.001

Cummings 20133

12 mo follow-up
(n=18)

SF-12 PCS  +11.2 34.7%  <0.005

SF-12 MCS  +20.4 54.0%  <0.001

Bornemann
2016
24 mo
(n=24)

Gaetani
2013
Mean
10 mo
(n=10)

Polly
2016

RCT, 24 mo
(n=102)

Ledonio
2014(b)
Median
15 mo
(n=17)

Ledonio
2014(a)

Mean
15 mo
(n=22)

Schroeder
2013
Mean
10 mo
(n=6)

Cummings
2013
12 mo
(n=18)

p < 0.001

p < 0.001
p < 0.005

p < 0.001

p < 0.0002

p < 0.001

Bed-bound

Crippled

Severe
Disability

Moderate
Disability

Minimal
Disability

0

20

40

60

80

100

Duhon
2016
24 mo

(n=172)

Vanaclocha
2017
72 mo
(n=27)

Dengler
2019

RCT, 24 mo
(n=52)

p < 0.001
p < 0.0001

Whang
2019
60 mo
(n=93)

19171615138
Rainov

2019
12 mo

(n=160)

p < 0.0002

147653 12

p < 0.0001

Patel
2019
6 mo

(n=28)

18

p < 0.0001

p-value
not reported
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p-values comparing baseline to last follow-up

Last follow-up value post-iFuse
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Rapid and Sustained Pain Relief – VAS SI Joint Pain

Worst
Pain

Imaginable

No Pain

* Measured lower back pain

Duhon 2016 (n=172), 24 mo15

Patel 2019 (n=28), 6 mo18

ProspectiveDengler 2019 (n=52), RCT, 24 mo*17

Rudolf 2014 (n=17)10

Polly 2016 (n=102), RCT, 24 mo16

Whang 2019 (n=93), 60 mo19

Smith 2013 (n=114) 4

Gaetani 2013 (n=10) 5

Sachs 2013 (n=40) 2

Rudolf 2012 (n=50) 1Bornemann 2016 (n=24)12

Cummings 2013 (n=18) 3

Schroeder 2013 (n=6) 6

Sachs 2014 (n=144) 9

Vanaclocha 2017 (n=27; at 72 mo n=1) 13

Rainov 2019 (n=160), 12 mo14

• Statistically significant 
improvement

• Consistent improvement 
across multiple Quality of 
Life measures

SF-12 � � � � � � �Short Form-12 Questionnaire
SF-36 � � � � � � �Short Form-36 Questionnaire
PCS  � � � � � � � �Physical Component Summary
MCS � � � � � � � �Mental Component Summary
EQ-5D  � � � � � �EuroQoL-5 Dimension 

Questionnaire (5-question broad 
quality-of-life measure that can be 
combined into a single index)

TTO  � � � � � � � �Time Trade-off 
(0 to 1 scale, represents the time 
trade-off utility of current health)

Clinically important pain relief 
with ≥2 point drop from baseline
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11

Rudolf
2014
(n=17)

10
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2014
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Whang
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(n=93)
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100%
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91%

Reduction in Disability – Oswestry Disability Index

High Patient Satisfaction

Rapid and Sustained Pain Relief – VAS SI Joint Pain

Improvement in Quality of Life

‡ MCID: Minimum Clinically Important Difference ≥12.8 point drop  [Copay 2008 20]
◊ SCB: Substantial Clinical Benefit ≥18.8 point drop or final score of <31.3   [Glassman 2008 21]

Prospective

Prospective




