October 18, 2022
Wisconsin Physicians Service Insurance Corporation Part A & B Medical Director(s)
Robert Kettler, MD , MAC Jurisdiction 5
Ella M. Noel, D.O., F.A.C.O.I., Mac Jurisdiction 8
1717 W. Broadway
P.O. Box 1787
Madison, WI 53701-1787
Submitted via email to Policycomments@Wpsic.com
RE: Proposed LCD DL39475 Sacroiliac Joint Injections and Procedures
Dear Mr. Kettler and Ms. Noel:
The Society of Interventional Radiology (SIR) is a nonprofit, professional medical society representing
approximately 8,000 practicing interventional radiology physicians, trainees, students, scientists, and
clinical associates, dedicated to improving patient care through the limitless potential of image-guided
therapies.
On behalf of our physician members of the Society of Interventional Radiology (SIR), we would like to
respectfully comment on the Proposed Local Coverage Determination (LCD) DL39475 for Sacroiliac Joint
Injections and Procedures. This proposed policy states, "D. SIJ Denervation (also called Radiofrequency
Ablation or RFA) is considered investigational and therefore not reasonable and necessary." SIR
respectfully disagrees and believes this will prevent patient access to this opiate alternative procedure.
There is ample clinical literature regarding the role of RFA in managing SIJ dysfunction. Ferrante et al.
reported the first bipolar RF technique in 2001 that created a strip lesion along the posterior portion
medial to the SI joint with RF needles inserted at <1-cm intervals. It gave rise to 36% of the patients
experiencing at least 50% pain relief for six months.1 Following this, conventional monopolar RFA
techniques were used to target the lateral branches of the primary dorsal rami in several studies, which
reported sustained relief of pain for six months in over 60% of subjects.2-4 In addition to unipolar and
bipolar RFA, other techniques have been successfully used to target the lateral branches of the primary
dorsal rami, including cooled RF ablation, Simplicity III RF ablation, and quadrapolar RF ablation.5-7
The highest quality evidence regarding the efficacy of SI joint RFA comes from six Level I manuscripts,
including five sham-controlled RCTs.8-11 The first two sham-control trials published showed that in
pooled, between-group comparisons that those treated with RFA were approximately four times more
likely to achieve ≥50% pain reduction at three months compared with sham.8, 9 In reviewing the most
recent sham-controlled trials conducted in 2016 and 2018, both experiments showed that all
participants reported relief of pain.. 10, 11 However, when comparing both trials, Mehta's sham showed
statistical significance in relief of pain for the group treated with a strip-lesioning device. 11 A twelvemonth follow-up of a previously reported sham-controlled RCT showed favorable results for patients

initially treated with RFA and those initially treated with sham but were allowed to cross over.12 Five of
the six Level I trials showed statistically significantly better outcomes than either NSM or sham.8-12
Recent meta-analyses have also supported RFA of the SI joints with findings that patients treated with
RFA neurotomy had significantly greater improvement in ODI scores, pain scores, and QoL as compared
with controls.13 Additionally, in subgroup analyses, patients who received RF neurotomy greatly
improved ODI scores compared with those with sham treatment. Patients treated with RF significantly
improved pain scores compared with controls who received sham or medical treatment. Given the
above findings in many different studies, RCTs, and meta-analyses, the clinical literature supports the
use of RFA of the SI joints in managing pain, disability, and dysfunction originating from the SI Joint.
An interventional pain medicine evidence-based chapter by Vanelderen et al. recommended that the
treatment of SI joint pain should start with conservative treatment followed by intra-articular SI joint
injection and, if the latter fails to produce only short-term effects, then RFA of the lateral branches from
L1 to L3 was recommended.14
It should be clarified that both cooled and heated RF use the heat generated by radiofrequency as an
ablative mechanism, with the cooling mechanism using water to cool the tip of the needle to propagate
the heat farther into the tissue. Still, both techniques generate heat in the surrounding soft tissues up to
approximately 85⁰ C. The literature supports both types of RFA, with the initial techniques focusing on
traditional RFA 1-3, 6-9 and more recent techniques expanding the literature information on cooled and
large-volume RFA. 11,12,14-17 The advent of cool-RF has been characterized by multiple different studies of
this application to treat painful SI joints. Kapural et al. showed in a retrospective review of 27 patients
who had chronic low back pain (CLBP) and underwent cooled RFA of the lateral, medial branch nerves
that these patients had statistically significant improvements in pain and function and a decrease in
opioid use that was durable to at least four months.15 A randomized placebo-controlled study of 28
patients by Cohen et al. compared cooled RF to placebo denervation and found statistically significant
improvements in pain and function from the patient's baseline status and a much greater global
perceived effect in the treated patients 73 to 93 as compared to the placebo patients.14,3 Karman, et al.
studied 15 patients suffering from chronic SI joint pain and found that it reduced the median pain score
from eight to a three by month six. The ODI decreased from 36 to 14 during the same time frame.17
These authors also reported a 50% reduction of pain in 80% of the patients and concluded that cooled
RFA was influential in the short to intermediate term. Patel et al. showed in a randomized placebocontrolled study that lateral branch RFA using cooled RF was statistically better concerning
improvements in pain, function, disability, and quality of life compared to sham treatment. The benefits
of the treatment lasted up to and beyond nine months.8 A twelve-month follow-up of these patients
showed sustained results for those initially treated with lateral branch RFA.12 A 2016 sham-controlled
RCT by Van Tilburg et al. failed to show statistically significant superiority of SI joint RFA over sham. Still,
this study was widely criticized due to the statement in the discussion of the trial stating that the criteria
and method for diagnosing SI joint pay may have resulted in the selection of some patients without SI
joint pain.18 After this, there were two RCTs that evaluated long segment or strip RF lesioning using
traditional RFA, one being a double-blind sham-controlled RCT that showed a statistically significant

reduction in pain at three months19 and the other being an RCT comparing long segment RFA with
celecoxib that showed statistically significant benefit in pain reduction for the RFA as compared with
celecoxib in patients treated for six months.20
An additional sizeable multicenter RCT with 15 sites compared cooled RFA to standard medical
management with 210 patients was designed to test the superiority of cooled RFA compared to SMM at
three months, with the study carried out for one year.21 To be included, the patients had to have a
response of 50% or more decrease in back pain following an SI joint injection, and the SMM patients
were allowed to cross over after three months. The patients had been in pain for an average of 10 years
and had never had an RFA before enrolling in the trial. The three-month results included statistically
significant and clinically relevant changes in pain, function, quality of life, disability, and patient global
impression of change.21 This trial is the largest RCT trial to date, demonstrating cooled RFA is statistically
significantly superior to standard medical management for the clinical treatment of SI joint-mediated
pain.21 Regarding safety, this large RCT showed nothing unexpected in regard to adverse events, no
persistent, significant adverse events, and no differences in AEs, regardless of whether the patient was
treated unilaterally or bilaterally.21 At the time of the database lock, 47 patients in the cooled RFA had
completed the 12-month visit with a mean pain score of 3.4, down from 6.3 at the beginning of the trial
and down from 3.8 at the 3-month time point.21 In summary, there is ample literature support for
cooled RFA, including case reports, case series, two meta-analyses, three systematic reviews, four
blinded sham-controlled RCTs, and a large multicenter prospective RCT.8,9,11-26 In addition to the highquality data, there are six Level III and Level IV manuscripts and three technological contributions to the
literature. In summary, there is strong literature support for both heated and cooled RFA.
In performing RFA of the SI joints, several factors have been found to influence outcomes. These include
preprocedural pain intensity, age > 65 years, and pain radiating below the knee, all significant predictors
of failure.12 Notwithstanding these factors, which have been found to influence the outcome, no single
clinical variable, including the type of RFA (cool or standard), has been shown to have significantly better
treatment results.13 There are also multiple RCTs, including sham-controlled trials and large trials
comparing SI joint RFA to standard medical management, all showing statistically significant betweengroup comparisons with SI joint RFA over either sham or SMM regardless of whether the RFA is cooled
or traditionally heated.8,9,15 Only one Level II study compared thermal and cooled RFA.22 This report
supported all three techniques as effective for treating SI joint pain for up to 12 months and concluded
that standard thermal and cooled RFA were similar.22 Also, no type of RFA is superior to the other.
In summary, multiple RCTs, including sham-controlled trials and large trials comparing SI joint RFA to
standard medical management, show statistically significant between-group comparisons with SI joint
RFA over either sham or SMM regardless of whether the RFA is cooled or traditionally heated.8,9,15
The innervation was described by Solonen27, who reported the innervation is derived from the
lumbosacral trunk, the superior gluteal nerve, and the dorsal rami of S1 and S2. Ideda described the
anterior joint as innervated by the ventral rami of L5 and S2 nerves from the sacral plexus.28 These

nerves are not accessed by traditional dorsal nerve treatments. Szadek et al. showed the anterior SI
ligaments are innervated by the lumbosacral trunk, which is also anterior and not reached by
conventional dorsal treatments. There are some reports of the innervation carrying noxious stimuli
being from the dorsal portion29, but the most recent study showed that although most of the
innervation is from the posterior portion of the joint, there is still some ventral nerve contribution by
primarily the L4, L5, and S1 nerves but also some from S2.30 In summary, most but not all nerves
transmitting noxious stimuli can be reached by the traditional dorsal treatment methods.27-30
The best quality data measures clinical response from six months to one year and has significantly
improved the measured clinical parameters to at least six months.8-12 When comparing the RFA of the SI
joint directly to non-surgical management and SI joint fusion, this shows a response of SI joint RFA of
approximately six months.31 The QALY for SI joint RFA following physical therapy and steroid injections
is 2.52.32 It is less than fusion (3.27) and similar to initial RF treatment or no RFA (2.47) and treatment
with RFA only (2.49). Therefore, the most cost-effective application of RFA of the SI joint was after failed
NSM or when the patient started with RFA.32 The median duration assumption to calculate the costeffectiveness of RFA is 7.9 months based on the current RFA evidence.33 In summary and based on the
existing literature and what is clinically and financially sustainable, an adequate length of time for an
RFA procedure of the SI joint(s) to last is six months.
The Society of Interventional Radiology believes that all of the supporting evidence above qualifies
Sacroiliac Joint (SIJ) Denervation, also referred to as SIJ Radiofrequency Ablation (RFA), as a reasonable
and medically necessary intervention to treat patients suffering from SIJ dysfunction and chronic pain.
The indication that RFA is investigational and, thereby, not medically necessary will prevent patient
access to a highly effective opiate alternative treatment option. In addition, the evidence above clearly
proves that using RFA successfully treats unmanaged pain within the SIJ population. Most importantly, it
minimizes the probability of said group transitioning into opioid abuse. Therefore, the Society strongly
recommends that the proposed local coverage determination (LCD) DL39475 for sacroiliac joint
injections and procedures properly reflect radiofrequency ablation (denervation) as a medically
necessary and reasonable treatment for patients suffering from sacroiliac joint dysfunction and pain.
SIR appreciates the opportunity to provide feedback on this proposed policy. If additional information is
required, don't hesitate to contact SIR's Manager of Coding and Reimbursement, Ashley Maleki, at
amaleki@sirweb.org or (703) 844-0378.
Sincerely,

Parag J. Patel, MD, FSIR
President, Society of Interventional Radiology

Cc: Keith M. Hume
Executive Director, Society of Interventional Radiology
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