
February 18, 2025 

 

Committee Members 
Health Technology Clinical Committee 
Washington State Health Care Authority 
 
Re:  Washington State Health Technology Clinical Committee (HTCC) review of 

Vertebroplasty, Kyphoplasty and Sacroplasty. 
 

Members of the Committee: 

On behalf of the Society of Interventional Radiology, the American College of Radiology 
and the Washington State Radiological Society representing nearly 40,000 practicing 
interventional radiology physicians, trainees, students, scientists, and clinical 
associates, we would like to formally request to reopen of the discussion of the 
Washington State Health Technology Clinical Committee (HTCC) review on 
Vertebroplasty, Kyphoplasty and Sacroplasty that was conducted virtually on Friday, 
January 31, 2025. We believe that there was insufficient conversation of the rationale 
for the committee’s coverage determination relative to federal policy and the evidence 
presented (specifically registry and real-world data), lack of time for public comment 
and discussion by non-committee members, and incorrect statements made by the 
HTCC’s clinical expert. 

Although the committee call lasted five hours and featured ample time for the 
commentary of the committee members and consultants, there was inadequate time 
for comments by practicing clinicians.  The four clinicians who addressed the 
committee were given four minutes each and were cut off if they exceeded that time 
limit.  In addition to draconian time limits, the committee did not comment on, 
consider, or address any of the supplementary information provided by the clinicians 
well in advance of the committee meeting.  

The clinical expert selected by the HTCC did not accurately describe contemporary 
vertebral augmentation procedures. There were numerous misstatements involving the 
efficacy of vertebral augmentation, the performance of vertebroplasty and kyphoplasty, 
and substantial inaccuracies involving the safety of the procedures. For example, there 
was a statement made about cement “within” the balloon – which is not technically 
feasible, Balloons are used to inflate the intravertebral space. Once vertebral body 
height is sufficiently restored, cement is injected through the needle but never into the 
balloon itself. Because of this, we performed an analysis of Medicare Fee-for-Service, 
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Medicare Advantage, and subset of Commercial Insurance claims data with the CPT 
codes for vertebroplasty and kyphoplasty procedures (22510, 22511, 22513, 22514), 
and found data  consistent with the HTCC clinical expert performing  no more than 1-2 
vertebroplasty or kyphoplasty procedures  per year over 2016-2024 . If this claims 
analysis is correct, we respectfully question the clinical expert’s ability to respond to 
technical questions regarding the procedures reviewed. Because the presenting 
clinicians could not respond to incorrect information presented during or after 
committee discussion, the committee did not receive complete, accurate information 
to make their coverage decisions. 

The committee discussed the role of federal coverage decisions (i.e. Medicare) on the 
committee’s review of the literature and ultimate coverage determination. The 
committee also stated that a Medicare National Coverage Determination (NCD) holds 
greater importance than Local Coverage Determinations, which vary. This is a 
misstatement and shows the committee did not review federal coverage information 
submitted in public comments. For osteoporotic vertebroplasty and kyphoplasty 
procedures, although there is not an NCD, seven independent LCDs ALL came to 
identical clinical inclusion and exclusion criteria for coverage. These seven LCDs 
represent federal Medicare program coverage given CMS budgets cover patients 
granted treatment under the LCDs. Two of the seven LCDs varied only slightly in 
defining the diagnosis by providing further detail on what constitutes non-surgical 
management (NSM). We outline these LCDs again in the Appendix to this letter. 
Regarding the HTCC’s bylaws, we see no statement supporting the claim that NCDs 
hold more importance to the committee than LCDs. Rather, Title 70, Chapter 70.14, 
Section 70.14.110 of the WA State Legislature states thati: 

“(3) Determinations of the committee under subsection (1) of this section shall be consistent 
with decisions made under the federal Medicare program and in expert treatment guidelines, 
including those from specialty physician organizations and patient advocacy organizations, 
unless the committee concludes, based on its review of the systematic assessment, that 
substantial evidence regarding the safety, efficacy, and cost-effectiveness of the technology 
supports a contrary determination.” 

The committee did not adequately discuss what “substantial evidence” supported a 
different coverage determination vs. CMS Medicare Administrative Contractors (MACs). 
We appreciate the bylaws allow the committee to come to a different conclusion on 
coverage. However, the committee did not clearly state what evidence led them to 
come to a conclusion that differs from the LCDs, especially given nearly all RCTs and 
society guidelines reviewed by the HTCC were also evaluated by Medicare 

https://app.leg.wa.gov/RCW/default.aspx?cite=70.14.110
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Administrative Contractor (MAC) medical directors.  Considering this unexpected 
divergence from widely accepted guidelines, we respectfully request an additional 
public comment meeting with discussion of federal coverage included. 

 Another consideration is that the discussion was insufficient regarding the literature 
presented as contained in the Aggregate Analytics final report.  The committee 
members repeatedly stated they were reviewing Randomized Control Trials (RCTs).  This 
evaluation disregards other types of literature, including observational studies, case 
series, claims-based analyses, and registry data, which is particularly relevant to this 
patient population.  Examining RCTs alone has well known shortcomings including 
feasibility constraints, short follow-up duration, under-representation of certain 
complications, patient selection bias, learning curve variability, exclusion of valuable 
non-RCT evidence, and limited real-world applicability.  One example of data that was 
excluded was several large claims-based analyses that showed significant correlation 
between percutaneous vertebral augmentation and a mortality reduction of 55% - 
translating to an additional 2.2 to 7.3 years of life per patient compared to non-surgical 
management (1, 2) were not included.   

Registry data that provides real world treatment effectiveness and crucial evidence for 
clinical decision making was also not discussed even though the United States 
Vertebral Augmentation Registry, a registry which includes patients that reside in WA 
state given its geographic area for enrollment, was submitted to the committee months 
in advance during open comment periods (3, 4). Results from this registry were 
presented during public comment, but the committee did not discuss these vital data. 
The committee also did not consider any data on sacroplasty despite there being many 
published articles, including retrospective cases series, prospective case series, a 
prospective cohort study, a 10-year follow-up study, and multiple meta-analyses (5 – 7). 

Despite two recent Level 1A meta-analyses published since the last literature update in 
2020, the committee appeared to spend disproportionate time reviewing two older 
sham-controlled trials, which were already reviewed in 2010, 2016, 2017, and 2020 (8, 
9). This occurred at the expense of review of published meta-analyses in peer-reviewed 
journals, including over 30 RCTs from 10 countries, that are more representative of 
today’s outcomes than singular findings from outdated trials. The initial data 
presentation by Andrea Skelly, PhD highlighted the need for a more comprehensive 
analysis of the literature, as it showcased a single negative article (10) that compared 
the difference in the change in mean values of pain scores, a technique that some 
statisticians consider invalid (11, 12).  Two sham trials were also included as Level 1 
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trials despite being downgraded due to inclusion and exclusion criteria for both articles 
and cross over in the INVEST trial (13, 14). Finally, a clinical care pathway developed by 
a multispecialty expert panel using the RAND/UCLA Appropriateness Methodology was 
also not addressed (15). This care pathway was referenced in all MAC literature reviews 
in development of their local coverage determinations (LCDs). We respectfully question 
why a clinician-developed care pathway was deemed relevant for review by MAC 
administrators and not by the WA Health Technology Committee. This publication, if 
reviewed, could have answered questions that were raised and then not evaluated on 
“what the appropriate populations for treatment” are. 

In summary, based on the insufficient discussion of the literature , specifically 
inadequate discussion of justification of a differing coverage conclusion vs. federal 
policies (LCDs), lack of consideration of real-world registry and claims-based 
publications, unsatisfactory discussion of level 1A meta-analyses of trial data, 
insufficient time for practicing clinician input, and the questionable technical expertise 
with contemporary VCF procedures by the clinical expert, we are formally requesting an 
immediate reopening of the coverage discussion by the Washington State Health 
Technology Clinical Committee  review of Vertebroplasty, Kyphoplasty and Sacroplasty 
and not defer until the next timeline for re-review in eighteen months. 

Sincerely, 

 

Douglas P. Beall, MD, FSIR 
Chief of Radiology Services, Clinical Radiology of Oklahoma 
 

 
Neal Shonnard, MD 
Rainier Orthopedic Institute 

 
Jack Jennings, MD PhD 
Mallinckrodt Institute of Radiology, Washington University 



Health Technology Clinical Committee 
February 12, 2025 
Page 5 
 

 
 
 
 
Dana H. Smetherman, MD, MPH, MBA, FACR 
Chief Executive Officer 
American College of Radiology 
 

 
      Robert J. Lewandowski, MD, FSIR 
      President, Society of Interventional Radiology  

 

 
Edward Kim MD 
President, Washington State Radiological Society (WSRS)
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Appendix A: Summary of Medicare Administrative Contractor (MAC) Local Coverage Determinations (LCDs) 
Medicare 
Administrative 
Contractor (MAC) 

Local Coverage 
Determination 
(LCD) Title 

LCD ID 
& Link 

Date Inclusion Criteria: 
Diagnosis 

Inclusion Criteria: 
Symptoms 

Exclusion Criteria: 
Absolute 

Contraindications 

Exclusion Criteria:  
Relative 

Contraindications 
CGS 
Administrators, 
LLC 
J-15 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Vertebral 
Compression 
Fracture (VCF) 

L38201 10/3/2024 Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

First Coast 
Service Options, 
Inc. 
J-N 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Vertebral 
Compression 
Fracture (VCF) 

L34976 7/11/2021 Painful, debilitating, 
osteoporotic VCFs... not 
responded to non-
surgical management 
(NSM: medication, 
physical therapy, rest, 
bracing) 
 
Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38201&ver=21&contractorName=9&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=34976&ver=34&contractorName=4&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7


 

Medicare 
Administrative 
Contractor (MAC) 

Local Coverage 
Determination 
(LCD) Title 

LCD ID 
& Link 

Date Inclusion Criteria: 
Diagnosis 

Inclusion Criteria: 
Symptoms 

Exclusion Criteria: 
Absolute 

Contraindications 

Exclusion Criteria:  
Relative 

Contraindications 
National 
Government 
Services, Inc. 
J-06, J-K 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Vertebral 
Compression 
Fracture (VCF) 

L33569 12/1/2020 Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

Noridian 
Healthcare 
Solutions, LLC  
J-F 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Osteoporotic 
Vertebral 
Compression 
Fracture (VCF) 

L34106 1/10/2021 Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=33569&ver=28&contractorName=1&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=34106&ver=46&contractorName=5&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7


 

Medicare 
Administrative 
Contractor (MAC) 

Local Coverage 
Determination 
(LCD) Title 

LCD ID 
& Link 

Date Inclusion Criteria: 
Diagnosis 

Inclusion Criteria: 
Symptoms 

Exclusion Criteria: 
Absolute 

Contraindications 

Exclusion Criteria:  
Relative 

Contraindications 
Noridian 
Healthcare 
Solutions, LLC 
J-E 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Osteoporotic 
Vertebral 
Compression 
Fracture (VCF) 

L34228 1/10/2021 Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

Novitas 
Solutions, Inc 
J-H, J-L 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Vertebral 
Compression 
Fracture (VCF) 

L35130 7/11/2021 Painful, debilitating, 
osteoporotic VCFs... not 
responded to NSM 
(medication, physical 
therapy, rest, bracing) 
 
Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=34228&ver=51&contractorName=5&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=35130&ver=66&contractorName=6&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7


 

Medicare 
Administrative 
Contractor (MAC) 

Local Coverage 
Determination 
(LCD) Title 

LCD ID 
& Link 

Date Inclusion Criteria: 
Diagnosis 

Inclusion Criteria: 
Symptoms 

Exclusion Criteria: 
Absolute 

Contraindications 

Exclusion Criteria:  
Relative 

Contraindications 
Palmetto GBA 
J-J, J-M 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Vertebral 
Compression 
Fracture (VCF) 

L38737 7/20/2023 Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 
(c) Pregnancy 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 

Wisconsin 
Physicians 
Service 
Insurance 
Corporation 
J-05, J-08 

Percutaneous 
Vertebral 
Augmentation 
(PVA) for 
Vertebral 
Compression 
Fracture (VCF) 

L38213 8/1/2024 Painful, debilitating, 
osteoporotic VCFs... not 
responded to NSM 
(medication, physical 
therapy, rest, bracing) 
 
Acute (< 6 weeks) or 
subacute (6-12 weeks) 
osteoporotic VCF (T1 – 
L5)…documented by 
imaging 

(a) Hospitalized with pain 
≥8 
OR 
(b) Non-hospitalized with 
pain ≥5 AND worsening 
pain 
OR 
Stable pain ≥5 AND 2 or 
more of: 
- Progression vertebral 
height loss 
- > 25% height reduction 
- Kyphotic deformity 
- Severe impact daily 
functioning (RMDQ > 17) 
- Steroid-induced 
fractures 
- Reinforcement or 
stabilization of vertebral 
body prior to surgery 

(a) Pain not primarily due 
to VCF 
(b) Osteomyelitis, discitis 
or active infection 

(a) >3 fractures per 
procedure 
(b) Allergy to bone 
cement 
(c) Uncorrected 
coagulopathy 
(d) Spinal instability 
(e) Myelopathy from 
fracture 
(f) Neurologic deficit 
(g) Neural impingement 
(f) Fracture 
retropulsion/canal 
compromise 
(g) Pregnancy 

 
 

i RCW 70.14.110. Health technology clinical committee determinations.https://app.leg.wa.gov/RCW/default.aspx?cite=70.14.110 

https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38737&ver=13&contractorName=2&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=38213&ver=11&contractorName=8&contractorNumber=all&lcdStatus=all&sortBy=title&bc=7

