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SECTION 1 - GENERAL INFORMATION 

 
The following pages contain: 
 
 Executive Summary 

 Table 1-2, General Information 

 CDRH Premarket Review Submission Cover Sheet (Form FDA 3514) 

 Medical Device User Fee Cover Sheet (Form FDA 3601) indicating User Fee is paid 
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SECTION 2- INDICATIONS FOR USE STATEMENT 

 

The proposed Indications for Use Statement Form is provided on the following page.   

1. Current cleared Indications for Use for the predicate System: 

The iFuse Implant System is intended for sacroiliac joint fusion for conditions 
including sacroiliac joint disruptions and degenerative sacroiliitis. 
 
 

2. Proposed Indications For Use Statement (new text underlined): 

The iFuse Implant System is intended for sacroiliac joint fusion for conditions 
including sacroiliac joint dysfunction due to sacroiliac joint disruptions and 
degenerative sacroiliitis. 
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INDICATIONS FOR USE STATEMENT 

510(k) Number (if known):     

Device Name:   SI-BONE iFuse Implant System  

Indications for Use: 

The iFuse Implant System is intended for sacroiliac joint fusion for conditions including 
sacroiliac joint dysfunction due to sacroiliac joint disruptions and degenerative 
sacroiliitis. 

 

 

Prescription Use ___X____ 
(Part 21 CFR 801 Subpart D) 

AND/OR
Over-The-Counter Use _______

(21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF 
NEEDED) 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

 
 
 

Page 1 of _____ 
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SECTION 3 - 510(K) SUMMARY 

 
In accordance with 21 CFR 807.92, a separate, stand-alone 510(k) summary is 
provided on the following pages.    
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510(k) SUMMARY - iFuse Implant System® 
 

510(k) Owner’s Name, Address, and Telephone Number 
SI-BONE, Inc. 
3055 Olin Avenue, Suite 2200, San Jose, CA 95128 
(408) 207-0700 
 
Contact Person  
Roxanne Dubois, VP, Regulatory and Quality, SI-BONE, Inc. 
Email:  rdubois@si-bone.com 

Mobile:  408-828-5019 
Office: 408-207-0700 
Facsimile:  408-557-8312 
 
Date Prepared:   April 17, 2014 
 
Trade Name of Device:  iFuse Implant System® 
 
Common or Usual Name:  Orthopedic Rod 
 
Classification Name:  21 C.F.R. 888.3040 – Smooth or threaded metallic bone fastener; 
Product Code OUR 
 
Predicate Devices:  iFuse Implant System by SI-BONE, Inc. (K080398, K092375, 
K110838, K122074, K123850 and K131405) 
 
Intended Use 
The iFuse Implant System is intended for sacroiliac joint fusion for conditions including 
sacroiliac joint dysfunction due to sacroiliac joint disruptions and degenerative sacroiliitis. 
 
Device Description 
The iFuse Implant System consists of porous plasma spray coated titanium implants and 
associated surgical instruments.  The iFuse Implant lengths range from 30-90mm with a 
diameter of 4-7mm. The fusion rods are implanted using instrumentation previously 
described in K080398, K092375, K110838, K122074 and K123850 and K131405.   
 
Technological Characteristics 
The iFuse Implant System® consists of a series of metallic (titanium), porous plasma spray 
coated rods, intended for surgical implant within the bone to create biological fixation, 
immediate stabilization and fusion.  This 510(k) does not involve any changes to the 
technological characteristics of the device. 
 
Performance Data 
No performance testing was required to support the modified labeling that is the subject of 
this 510(k). 
 
Substantial Equivalence and Conclusion 
The iFuse Implant System is substantially equivalent to the predicate device (iFuse Implant System). 
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SECTION 5 - CLASS III SUMMARY AND CERTIFICATION 

 
Not applicable as the subject device is Class II. 
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SECTION 6 - CLINICAL DATA 

 
Not applicable.  This submission does not contain or rely upon clinical data as part of 
the demonstration of substantial equivalence.  Therefore, this submission does not 
require inclusion of a Financial Certification (FDA Form 3454), Disclosure (FDA 
Form 3455) or a Certificate of Compliance with requirements of ClinicalTrials.gov 
Data Bank (FDA Form 3674).
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SECTION 7 - STANDARDS DATA REPORT 

 
 

Not applicable.  This submission does not rely upon any national or international 
standard as part of the demonstration of substantial equivalence.   
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SECTION 15 - SOFTWARE 

 
 

Not applicable.  The device that is the subject of this 510(k) does not contain or rely upon 
software. 
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SECTION 16 - ELECTROMAGNETIC COMPATIBILTY  
AND ELECTRICAL SAFETY 

 
Not applicable.  The device that is the subject of this 510(k) does not contain or rely 
upon software; electromagnetic compatibility and electrical safety are not applicable. 
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SECTION 18 - PERFORMANCE CHARACTERISTICS – IN VITRO 
DIAGNOSTIC DEVICES ONLY (SEE ALSO 21 CFR 809.10(B)(12)) 

 
The subject of this 510(k) only affects labeling; there are no proposed changes to 
the iFuse Implant System itself and the device that is the subject of this 510(k) is not 
an in vitro diagnostic device (IVD).   
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Attachment I:  
 

Proposed Instructions For Use  
With Changes Incorporated 
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Instructions For Use – iFuse Implant System® 

 

 
Effective Date  Page 1 of 2 Part #: 500104 Rev  
  ECN  

DEVICE DESCRIPTION  

The iFuse Implant System consists of cannulated triangular, 
titanium (Ti 6Al4V ELI, ASTM F136) rods coated with 
commercially pure titanium (C.P. Ti, ASTM F1580) porous 
plasma spray and a delivery system.  Implant coating and 
shape are designed to prevent rotation and motion of the 
sacroiliac (SI) joint. The delivery system uses guide pins for 
accurate placement.  
 
INDICATIONS 
The iFuse Implant System is intended for sacroiliac joint fusion 
for conditions including sacroiliac joint dysfunction due to 
sacroiliac joint disruptions and degenerative sacroiliitis.  
 
CONTRAINDICATIONS  

1. Deformities or anatomic variations that prevent or 
interfere with iFuse placement. 

2. Tumor of sacral or ilial bone. 
3. Active infection at treatment site. 
4. Unstable fracture of sacrum and or ilium involving the 

sacroiliac joint. 
5. Allergy to metal components.  

 
WARNINGS  

1. Women of childbearing potential should be cautioned that 
vaginal delivery of a fetus may not be advisable following 
SI joint fusion. If pregnancy occurs, the woman should 
review delivery options with her obstetrician.  

 
PRECAUTIONS 

1. Carefully read and follow all instructions prior to use.   
2. Patient adherence to post-operative physical activity 

instructions is important to support long-term service life of 
the implant.  

3. Pay careful attention to selection of implant size.  Pre-
operative X-rays and/or CT scan may be helpful in 
selecting implant size. 

4. Appropriate patient selection is necessary as patient factors 
such as size and weight may make use of iFuse more 
difficult or impossible. 

5. Inspect iFuse Implants and delivery instruments for 
damage prior to use.  Do not use if damaged or worn.  Do 
not attempt to repair. 

6. Do not use any component from an opened or damaged 
package.  

7. Do not use implants after the expiration date.  
 

MRI SAFETY AND COMPATIBILITY 

MR Conditional 

The iFuse Implant is MR conditional. Non-clinical testing 
demonstrated that the iFuse Implant is MR conditional. A 
patient with this device can be scanned safely, immediately 
after placement under the following conditions: 
 Static magnetic field of 1.5-Tesla and 3-Tesla, only 
 Maximum spatial gradient magnetic field of 720-Gauss/cm 

or less 
 Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2-W/kg for 15 minutes of 
scanning (i.e., per pulse sequence) 

 Normal Operating Mode of operation for the MR system 
 
Under the scan conditions defined above, the iFuse Implant is 
expected to produce a maximum temperature rise of less than 
3.0 ºC after 15 minutes of continuous scanning. 
 
The image artifact extends approximately 20 mm from the 
device, when scanned in nonclinical testing using a gradient 
echo (GRE) pulse sequence in a 3-Tesla (Excite, Software 
14X.m5, General Electric Healthcare) MR system with a send-
receive RF coil. 
 
Surgeons should advise patients that the iFuse Implant is MR 
conditional with details available at:  
www.si-bone.com 
 
RISKS 

As with other surgical procedures used to treat SI joint 
conditions, the risks associated with the iFuse surgical 
procedure include, but are not limited to the following: 

1. Adverse reactions to anesthesia 
2. Hemorrhage 
3. Muscle damage 
4. Hematoma or seroma  
5. Neurological deficit, nerve root or peripheral nerve 

injury, irritation or damage 
6. Vascular injury or damage that may result in 

catastrophic or fatal bleeding 
7. Neurovascular injury 
8. Damage to lymphatic vessels and/or lymphatic fluid 

exudation 
9. Injury to intra-pelvic structures 
10. Infection of the wound, deep infection, peritonitis 
11. Wound dehiscence 
12. Pulmonary or systemic embolism 
13. Thrombosis, thrombophlebitis 
14. Death  
15. Bruising 
16. Local swelling 
17. Radiation exposure 

 

SI-BONE, INC. 510(K) SUBMISSION PAGE 53 APRIL 17, 2014

Records processed under FOIA Request # 2015-6147; Released by CDRH on 12-14-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request # 2015-6147; Released by CDRH on 12-14-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

 

 

Attachment II: 
 

Proposed Instructions For Use  
With Redlines 
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Instructions For Use – iFuse Implant System® 

 

 
Effective Date Page 1 of 2 Part #: 500104 Rev  

DEVICE DESCRIPTION  

The iFuse Implant System consists of cannulated triangular, 
titanium (Ti 6Al4V ELI, ASTM F136) rods coated with 
commercially pure titanium (C.P. Ti, ASTM F1580) porous 
plasma spray and a delivery system.  Implant coating and 
shape are designed to prevent rotation and motion of the 
sacroiliac (SI) joint. The delivery system uses guide pins for 
accurate placement.  
 
INDICATIONS 
The iFuse Implant System is intended for sacroiliac joint 
fusion for conditions including sacroiliac joint dysfunction 
due to sacroiliac joint disruptions and degenerative sacroiliitis.  
 
CONTRAINDICATIONS  

1. Deformities or anatomic variations that prevent or 
interfere with iFuse placement. 

2. Tumor of sacral or ilial bone. 
3. Active infection at treatment site. 
4. Unstable fracture of sacrum and or ilium involving the 

sacroiliac joint. 
5. Allergy to metal components.  

 
WARNINGS  

1. Women of childbearing potential should be cautioned that 
vaginal delivery of a fetus may not be advisable following 
SI joint fusion. If pregnancy occurs, the woman should 
review delivery options with her obstetrician.  

 
PRECAUTIONS 

1. Carefully read and follow all instructions prior to use.   
2. Patient adherence to post-operative physical activity 

instructions is important to support long-term service life of 
the implant.  

3. Pay careful attention to selection of implant size.  Pre-
operative X-rays and/or CT scan may be helpful in 
selecting implant size. 

4. Appropriate patient selection is necessary as patient factors 
such as size and weight may make use of iFuse more 
difficult or impossible. 

5. Inspect iFuse Implants and delivery instruments for 
damage prior to use.  Do not use if damaged or worn.  Do 
not attempt to repair. 

6. Do not use any component from an opened or damaged 
package.  

7. Do not use implants after the expiration date.  
 

MRI SAFETY AND COMPATIBILITY 

MR Conditional 

The iFuse Implant is MR conditional. Non-clinical testing 
demonstrated that the iFuse Implant is MR conditional. A 
patient with this device can be scanned safely, immediately 
after placement under the following conditions: 
 Static magnetic field of 1.5-Tesla and 3-Tesla, only 
 Maximum spatial gradient magnetic field of 720-Gauss/cm 

or less 
 Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2-W/kg for 15 minutes of 
scanning (i.e., per pulse sequence) 

 Normal Operating Mode of operation for the MR system 
 
Under the scan conditions defined above, the iFuse Implant is 
expected to produce a maximum temperature rise of less than 
3.0 ºC after 15 minutes of continuous scanning. 
 
The image artifact extends approximately 20 mm from the 
device, when scanned in nonclinical testing using a gradient 
echo (GRE) pulse sequence in a 3-Tesla (Excite, Software 
14X.m5, General Electric Healthcare) MR system with a send-
receive RF coil. 
 
Surgeons should advise patients that the iFuse Implant is MR 
conditional with details available at:  
www.si-bone.com 
 
RISKS 

As with other surgical procedures used to treat SI joint 
conditions, the risks associated with the iFuse surgical 
procedure include, but are not limited to the following: 

1. Adverse reactions to anesthesia 
2. Hemorrhage 
3. Muscle damage 
4. Hematoma or seroma  
5. Neurological deficit, nerve root or peripheral nerve 

injury, irritation or damage 
6. Vascular injury or damage that may result in 

catastrophic or fatal bleeding 
7. Neurovascular injury 
8. Damage to lymphatic vessels and/or lymphatic fluid 

exudation 
9. Injury to intra-pelvic structures 
10. Infection of the wound, deep infection, peritonitis 
11. Wound dehiscence 
12. Pulmonary or systemic embolism 
13. Thrombosis, thrombophlebitis 
14. Death  
15. Bruising 
16. Local swelling 
17. Radiation exposure 

 
Potential risks specifically associated with the iFuse Implants 
or Delivery System include, but are not limited to the 
following: 
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How Supplied 

 The SI-BONE instruments are supplied non-sterile and must be sterilized prior to use.  

 The iFuse Implant is provided separately and supplied sterile.  Please refer to the iFuse Implant System 

Instructions for Use. 

 

SI-BONE Instrument Sterilization 

SI-BONE Instruments are provided non-sterile and must be sterilized prior to use.  The following instructions apply to 

instrument cleaning and sterilization: 

 

CLEANING THE TOOLS 

1. Thoroughly clean instruments as soon as possible after use rinsing with warm tap water. Do not allow blood and 

debris to dry on the instruments. Initial rinse for a minimum of 30 seconds with warm tap water. 

2. DO NOT disassemble the “pinned” soft tissue protector assembly (see Figure 1 below). 

3. Dispose of any pins (e.g., guide wires, Steinmann pins, K-wires) and drill bits used in the procedure. 

4. Enzymatic Soak. Minimum 10 minutes soak time using a neutral pH enzymatic cleaner. Use a soft-bristled, nylon 

brush to gently scrub the device until all visible soil has been removed. Particular attention must be given to 

crevices, lumens, mated surfaces, connectors and other hard-to-clean areas. Lumens should be cleaned with a 

long, narrow, soft-bristled brush (i.e. pipe cleaner brush). Do not use metal scouring pads. 

5. Use a syringe to thoroughly flush lumens, holes and other difficult-to reach areas using a neutral pH enzymatic 

cleaner or equivalent.  

6. Minimum 1 minute rinse with tap water. 

7. Using a neutral pH enzymatic cleaner, completely submerge tools and sonicate for 10 minutes at 45-50 kHz 

Sonication. 

8. Minimum 1 minute rinse with tap water, thoroughly flush lumens, holes and other difficult-to-reach areas. 

9. Remove excess moisture from the instrument with a clean, absorbent and non-shedding wipe. 

10. All instruments should be inspected prior to use or cleaning for corrosion, pitting, discoloration or cracking, 

which might indicate excessive wear.  If any part shows excessive wear, return the part to SI-BONE for a 

replacement.  

11. Place the tools back into the tray. 
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VERIFY THAT THE TOOLS ARE CLEAN PRIOR TO STERILIZATION 

1. Visually inspect the tools for damage or unusual wear. If a tool is damaged or shows signs of unusual wear, SI-

BONE will replace the tool(s). 

2. Visually inspect the tray and content surfaces for dry blood and tissue: 

o Check the inner canal and threads of the Soft Tissue Protector, Broach, Drill and Pin Sleeve (see Figures 2 

and 3). 

o Check the inside of the protector handle (see Figure 4). 

o Check the sliding mechanism of the parallel pin guide (see Figure 5). 

3. Place all the tools back in their designated locations on the tray. 

   

Figure 1. Pinned Soft Tissue Protector 
Assembly 

Figure 2. Soft Tissue Protector inner canal Figure 3. Inner & Outer threads 

  

 

Figure 4. Protector Handle Figure 5. Parallel Pin Guide  

 

STERILIZATION PROCEDURE 

The SI-BONE instruments must be steam sterilized prior to use, using the following parameters: 
 

 
Sterilizer Type 

Preconditioning 

Pulses 

Minimum 

Temperature 
Full Cycle Time Minimum Dry Time 

US Pre Vacuum 3 132°C 4 minutes 40 minutes 

 

EU PreVacuum 3 134°C 3 minutes 40 minutes 
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SECTION 2- INDICATIONS FOR USE STATEMENT 

 

The proposed Indications for Use Statement Form is provided on the following page.   

1. Current cleared Indications for Use for the predicate System: 

The iFuse Implant System is intended for sacroiliac joint fusion for conditions 
including sacroiliac joint disruptions and degenerative sacroiliitis. 
 
 

2. Proposed Indications For Use Statement (new text underlined): 

The iFuse Implant System is intended for sacroiliac joint fusion for conditions 
including sacroiliac joint dysfunction that is a direct result of sacroiliac joint 
disruptions and degenerative sacroiliitis. 
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INDICATIONS FOR USE STATEMENT 

510(k) Number (if known):     

Device Name:   SI-BONE iFuse Implant System  

Indications for Use: 

The iFuse Implant System is intended for sacroiliac joint fusion for conditions including 
sacroiliac joint dysfunction that is a direct result of sacroiliac joint disruptions and 
degenerative sacroiliitis. 

 

 

Prescription Use ___X____ 
(Part 21 CFR 801 Subpart D) 

AND/OR 
Over-The-Counter Use _______ 

(21 CFR 801 Subpart C)  

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF 
NEEDED) 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

 
 
 

Page 1 of _____ 
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SECTION 3 - 510(K) SUMMARY 

 
In accordance with 21 CFR 807.92, a separate, stand-alone 510(k) summary is 
provided on the following pages.    
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510(k) SUMMARY - iFuse Implant System® 
 

510(k) Owner’s Name, Address, and Telephone Number 
SI-BONE, Inc., 3055 Olin Avenue, Suite 2200, San Jose, CA 95128 
(408) 207-0700 
 
Contact Person  
Roxanne Dubois, VP, Regulatory and Quality, SI-BONE, Inc. 
Email:  rdubois@si-bone.com 

Mobile:  408-828-5019 
Office: 408-207-0700  x2236 
Facsimile:  408-557-8312 
 
Date Prepared:   July 8, 2014 
 
Trade Name of Device:  iFuse Implant System® 
 
Common or Usual Name:  Orthopedic Rod 
 
Classification Name:  21 C.F.R. 888.3040 – Smooth or threaded metallic bone fastener; Product 
Code OUR 
 
Predicate Devices:  iFuse Implant System by SI-BONE, Inc. (K080398, K092375, K110838, 
K122074, K123850 and K131405) 
 
Intended Use 
The iFuse Implant System is intended for sacroiliac joint fusion for conditions including sacroiliac 
joint dysfunction that is a direct result of sacroiliac joint disruptions and degenerative sacroiliitis. 
 
Device Description 
The iFuse Implant System consists of porous plasma spray coated titanium implants and associated 
surgical instruments.  The iFuse Implant lengths range from 30-90mm with a diameter of 4-7mm. The 
fusion rods are implanted using instrumentation previously described in K080398, K092375, 
K110838, K122074, K123850 and K131405.   
 
Technological Characteristics 
The iFuse Implant System® consists of a series of metallic (titanium), porous plasma spray coated 
rods, intended for surgical implant within the bone to create biological fixation, immediate 
stabilization and fusion.  This 510(k) does not involve any changes to the technological characteristics 
of the device. 
 
Performance Data 
No performance testing was required to support the modified labeling that is the subject of this 
510(k). 
 
Substantial Equivalence and Conclusion 
The iFuse Implant System is substantially equivalent to the predicate device (iFuse Implant System). 
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From: Roxanne Dubois [mailto:rdubois@si-bone.com]  
Sent: Monday, June 30, 2014 4:08 PM 
To: Sun, Limin 
Cc: Kunkoski, Elizabeth L; Jean, Ronald P; Dmitriev, Anton 
Subject: SI-BONE, iFuse Indications For Use 
 
Hi Dr. Sun, 

Thank you, 
Roxanne 
 
Roxanne Dubois 
VP, Regulatory Affairs & Quality 
SI-BONE, Inc. 
rdubois@si-bone.com 
408-828-5019 (mobile) 
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From: Sun, Limin [mailto:Limin.Sun@fda.hhs.gov]  
Sent: Monday, June 30, 2014 9:54 AM 
To: Roxanne Dubois 
Subject: RE: SI-BONE replacement slides and 03/03/11 correspondence 
 
Hi Roxanne, 
 
This is a follow-up email to our teleconference this morning.  As we discussed, the Agency has 

Please let me know if any question. 
 
Sincerely, 
 
Limin Sun, Ph.D.  
Joint and Fixation Two Branch (JFTB)  
Division of Orthopedic Devices (DOD)  
ODE/CDRH/FDA  
10903 New Hampshire Avenue, WO66  
Silver Spring, MD 20993-0002  
Direct: 301-796-7056  
Main: 301-796-5650 

Excellent customer service is important to us. Please take a moment to provide feedback regarding 
the customer service you have received:  
https://www.research.net/s/cdrhcustomerservice?O=400&D=470&B=473&E=&S=E 
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Attachment I:  
 

Proposed Instructions For Use (IFU) 
With Changes Incorporated 
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Instructions For Use – iFuse Implant System® 

 
DEVICE DESCRIPTION  

The iFuse Implant System consists of cannulated triangular, 
titanium (Ti 6Al4V ELI, ASTM F136) rods coated with 
commercially pure titanium (C.P. Ti, ASTM F1580) porous 
plasma spray and a delivery system.  Implant coating and 
shape are designed to prevent rotation and motion of the 
sacroiliac (SI) joint. The delivery system uses guide pins for 
accurate placement.  
 
INDICATIONS 
The iFuse Implant System is intended for sacroiliac joint fusion 
for conditions including sacroiliac joint dysfunction that is a 
direct result of sacroiliac joint disruptions and degenerative 
sacroiliitis. 
 
CONTRAINDICATIONS  

1. Deformities or anatomic variations that prevent or 
interfere with iFuse placement. 

2. Tumor of sacral or ilial bone. 
3. Active infection at treatment site. 
4. Unstable fracture of sacrum and or ilium involving the 

sacroiliac joint. 
5. Allergy to metal components.  

 
WARNINGS  

1. Women of childbearing potential should be cautioned that 
vaginal delivery of a fetus may not be advisable following 
SI joint fusion. If pregnancy occurs, the woman should 
review delivery options with her obstetrician.  

 
PRECAUTIONS 

1. Carefully read and follow all instructions prior to use.   
2. Patient adherence to post-operative physical activity 

instructions is important to support long-term service life of 
the implant.  

3. Pay careful attention to selection of implant size.  Pre-
operative X-rays and/or CT scan may be helpful in 
selecting implant size. 

4. Appropriate patient selection is necessary as patient factors 
such as size and weight may make use of iFuse more 
difficult or impossible. 

5. Inspect iFuse Implants and delivery instruments for 
damage prior to use.  Do not use if damaged or worn.  Do 
not attempt to repair. 

6. Do not use any component from an opened or damaged 
package.  

7. Do not use implants after the expiration date.  
 

MRI SAFETY AND COMPATIBILITY 

MR Conditional 

The iFuse Implant is MR conditional. Non-clinical testing 
demonstrated that the iFuse Implant is MR conditional. A 
patient with this device can be scanned safely, immediately 
after placement under the following conditions: 
• Static magnetic field of 1.5-Tesla and 3-Tesla, only 
• Maximum spatial gradient magnetic field of 720-Gauss/cm 

or less 
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2-W/kg for 15 minutes of 
scanning (i.e., per pulse sequence) 

• Normal Operating Mode of operation for the MR system 
 
Under the scan conditions defined above, the iFuse Implant is 
expected to produce a maximum temperature rise of less than 
3.0 ºC after 15 minutes of continuous scanning. 
 
The image artifact extends approximately 20 mm from the 
device, when scanned in nonclinical testing using a gradient 
echo (GRE) pulse sequence in a 3-Tesla (Excite, Software 
14X.m5, General Electric Healthcare) MR system with a send-
receive RF coil. 
 
Surgeons should advise patients that the iFuse Implant is MR 
conditional with details available at:  
www.si-bone.com 
 
RISKS 

As with other surgical procedures used to treat SI joint 
conditions, the risks associated with the iFuse surgical 
procedure include, but are not limited to the following: 

1. Adverse reactions to anesthesia 
2. Hemorrhage 
3. Muscle damage 
4. Hematoma or seroma  
5. Neurological deficit, nerve root or peripheral nerve 

injury, irritation or damage 
6. Vascular injury or damage that may result in 

catastrophic or fatal bleeding 
7. Neurovascular injury 
8. Damage to lymphatic vessels and/or lymphatic fluid 

exudation 
9. Injury to intra-pelvic structures 
10. Infection of the wound, deep infection, peritonitis 
11. Wound dehiscence 
12. Pulmonary or systemic embolism 
13. Thrombosis, thrombophlebitis 
14. Death  
15. Bruising 
16. Local swelling 
17. Radiation exposure 
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Attachment II: 
 

Proposed Instructions For Use  
With Redlines 
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Instructions For Use – iFuse Implant System® 

 
DEVICE DESCRIPTION  

The iFuse Implant System consists of cannulated triangular, 
titanium (Ti 6Al4V ELI, ASTM F136) rods coated with 
commercially pure titanium (C.P. Ti, ASTM F1580) porous 
plasma spray and a delivery system.  Implant coating and 
shape are designed to prevent rotation and motion of the 
sacroiliac (SI) joint. The delivery system uses guide pins for 
accurate placement.  
 
INDICATIONS 
The iFuse Implant System is intended for sacroiliac joint 
fusion for conditions including sacroiliac joint dysfunction 
that is a direct result of sacroiliac joint disruptions and 
degenerative sacroiliitis. 
 
CONTRAINDICATIONS  

1. Deformities or anatomic variations that prevent or 
interfere with iFuse placement. 

2. Tumor of sacral or ilial bone. 
3. Active infection at treatment site. 
4. Unstable fracture of sacrum and or ilium involving the 

sacroiliac joint. 
5. Allergy to metal components.  

 
WARNINGS  

1. Women of childbearing potential should be cautioned that 
vaginal delivery of a fetus may not be advisable following 
SI joint fusion. If pregnancy occurs, the woman should 
review delivery options with her obstetrician.  

 
PRECAUTIONS 

1. Carefully read and follow all instructions prior to use.   
2. Patient adherence to post-operative physical activity 

instructions is important to support long-term service life of 
the implant.  

3. Pay careful attention to selection of implant size.  Pre-
operative X-rays and/or CT scan may be helpful in 
selecting implant size. 

4. Appropriate patient selection is necessary as patient factors 
such as size and weight may make use of iFuse more 
difficult or impossible. 

5. Inspect iFuse Implants and delivery instruments for 
damage prior to use.  Do not use if damaged or worn.  Do 
not attempt to repair. 

6. Do not use any component from an opened or damaged 
package.  

7. Do not use implants after the expiration date.  
 

MRI SAFETY AND COMPATIBILITY 

MR Conditional 

The iFuse Implant is MR conditional. Non-clinical testing 
demonstrated that the iFuse Implant is MR conditional. A 
patient with this device can be scanned safely, immediately 
after placement under the following conditions: 
• Static magnetic field of 1.5-Tesla and 3-Tesla, only 
• Maximum spatial gradient magnetic field of 720-Gauss/cm 

or less 
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2-W/kg for 15 minutes of 
scanning (i.e., per pulse sequence) 

• Normal Operating Mode of operation for the MR system 
 
Under the scan conditions defined above, the iFuse Implant is 
expected to produce a maximum temperature rise of less than 
3.0 ºC after 15 minutes of continuous scanning. 
 
The image artifact extends approximately 20 mm from the 
device, when scanned in nonclinical testing using a gradient 
echo (GRE) pulse sequence in a 3-Tesla (Excite, Software 
14X.m5, General Electric Healthcare) MR system with a send-
receive RF coil. 
 
Surgeons should advise patients that the iFuse Implant is MR 
conditional with details available at:  
www.si-bone.com 
 
RISKS 

As with other surgical procedures used to treat SI joint 
conditions, the risks associated with the iFuse surgical 
procedure include, but are not limited to the following: 

1. Adverse reactions to anesthesia 
2. Hemorrhage 
3. Muscle damage 
4. Hematoma or seroma  
5. Neurological deficit, nerve root or peripheral nerve 

injury, irritation or damage 
6. Vascular injury or damage that may result in 

catastrophic or fatal bleeding 
7. Neurovascular injury 
8. Damage to lymphatic vessels and/or lymphatic fluid 

exudation 
9. Injury to intra-pelvic structures 
10. Infection of the wound, deep infection, peritonitis 
11. Wound dehiscence 
12. Pulmonary or systemic embolism 
13. Thrombosis, thrombophlebitis 
14. Death  
15. Bruising 
16. Local swelling 
17. Radiation exposure 

 
Potential risks specifically associated with the iFuse Implants 
or Delivery System include, but are not limited to the 
following: 
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