iFuse Bedrock Granite®: An Innovation in Spinopelvic Fixation

Adult spinal deformity (ASD) represents a broad set of
thoracic and lumbar spine abnormalities and is steadily
increasing in prevalence, affecting up to 60% of individuals
older than 60 years of age!? Symptomatic individuals
often experience considerable physical disability as well

as psychological distress. The growing incidence and
substantial burden of this condition constitutes a need for
the development of advanced therapeutic strategies.

ASD correction is challenging with lumbopelvic fixation
failures reported in 23.7% of cases? Failure modes consist
of screw loosening and breakage, set screw dissociation,
rod breakage, and sacroiliac (Sl) joint pain#® Advancements in
spinopelvic fixation technology aim to minimize failure rates
and mechanisms.
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The standard procedure for ASD correction involves pelvic
fixation with iliac (IS) or S2-alar-iliac (S2Al) screws. A 2022
ISSG review of 418 patients found lumbopelvic fixation
failure rates of 23.7%, with 22.7% of the cohort requiring
revision surgery? Loosening of pelvic fixation occurred in
13.4% of patients and was more common with machined
S2Al screws. While pelvic screw fracture (2.3%) and

rod fracture (14.1%) rates were similar between IS and
machined S2Al screws, rod fractures were slightly

less frequent with the S2Al group?

The use of two points of pelvic fixation increases the
stability of L5-S1 and the Sl joint, while decreasing
stresses on S1 and S2Al screws? SI-BONE® conducted a
randomized controlled trial (RCT) that sought to evaluate
the effects of the addition of a secondary point of pelvic
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fixation in patients who underwent spinopelvic fixation

in multilevel spine fusion surgeries for ASD.” The results
showed that the addition of a secondary point of fixation
(TTI + S2Al) reduced the rate of post-operative Sl joint pain
and other pelvic construct failures.” In 2023, Panico et al.
conducted a study using three T10-pelvis finite element
models, showing that two iFuse Bedrock Granite® implants
in a stacked S2Al trajectory reduced Sl joint ROM in
flexion/extension by 60%, stress on the S1 pedicle screw
by 48%, and L5-S1 ROM in flexion/extension by 33% &

SI-BONE is at the forefront of technology for the surgical
treatment of sacropelvic disorders. Back in 2009, they
revolutionized the field with the introduction of the iFuse
Implant System®, a proprietary minimally invasive surgical
system designed to fuse the Sl joint and address Sl joint
dysfunction. Since its inception, thousands of trained
physicians around the world have used iFuse to treat

tens of thousands of patients. https./si-bone.com/results

In 2022, SI-BONE launched the iFuse Bedrock Granite
implant, for foundational spinopelvic fixation, which received
Breakthrough Device Designation from the FDA due to its
potential to provide a more effective treatment option.

The following features provide iFuse Bedrock Granite with
both fixation and fusion abilities and robust strength:

¢ IntelliHarvest® porous lattice surface that allows bone
ingrowth and ongrowth facilitating osseointegration.

e Macroporous gyroid fenestrations that self-harvest
bone during insertion.

e Highest in industry final torque of 115 in-lb.

e OMNICapture™ set screw with large square,
negative-rake threads designed to mitigate cross-
threading and tulip splay.

e OMNICapture tulip design that is compatible with
5.5- or 6.0mm posterior rod systems and provides
40° of favored angulation for rod capture.

e | argest neck size on the market at 6.35mm.

e Dual lead threads designed to engage the sacrum and ilium.
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In 2025, Eastlack et al. published an analysis of failures
captured as part of routine post-market surveillance.
This cohort consisted of ~15,000 iFuse Bedrock Granite
implants placed in ~6,900 patients.* The results revealed
no post-operative instances of iFuse Bedrock Granite
implant breakage, which compared favorably with the
2.37% currently reported in the literature.®* Loosening
of iFuse Bedrock Granite was reported at a rate of
0.15%, significantly lower than the 13% reported by
Eastlack et al. in 202234

Case Example: Revision Instrumentation, T11-ilium
with Bilateral SIJF using iFuse Bedrock Granite’

78-y/o male with a history of prior L3-S1 ALIF/PSIF now
with worsening neurogenic claudication and bilateral

.3 radiculopathy with quad weakness and pain at the
lumbosacral junction and over the sacral sulci bilaterally.
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Stacked Bedrock Granite

Radiographic Findings:
e Severe Stenosis at L2-3
e Old vertebral body fractures with
vertebro-/kypho-plasty
e Hardware Loosening at S1
» Possible pseudarthrosis at L5-S1
e Vacuum phenomenon in bilateral Sl joints

Surgical Intervention:

e |nstrumentation from T11-to pelvis fusion
» Stacked SI-BONE Granite in lieu of loosened S1
pedicle screws in STAl and S2Al trajectories
» New Posterolateral bone grafting at L5-S1
» L2-3 LLIF and open L1-3 Laminectomy
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The iFuse Bedrock Granite Implant System is an advanced
sacropelvic fixation solution engineered to enhance
biomechanical stability and promote biologic fixation
through its 3D-printed microporous lattice and macroporous
fenestrations. FDA-cleared and designated as a Breakthrough
Device, it has demonstrated superior removal torque and
bone incorporation in studies, supporting its role in reducing
lumbopelvic fixation failure rates.
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For more information on iFuse Bedrock Granite

and other SI-BONE implants, please visit
https://si-bone.com/providers
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As with any surgical procedure, implantation of iFuse Bedrock Granite carries risks including: irritation or injury to local
tissues and adjacent structures (e.g. nerve root, dura, hip joint, bowel, genitourinary structures and/or blood/lymphatic
vessels); allergic reactions to the implant materials; mal- or non-union; infection; implant dissociation, breakage or
loosening; set-screw loosening and rod dissociation; and fracture of the sacrum and/or ilium. For complete indications
and descriptions of all the risks, please see https;/si-bone.com/label
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