
 

 
 

December 11, 2019 
 
Earl Berman, MD        
A Celerian Group Company (CGS)  
Medical Director 
Two Vantage Way,  
Nashville, TN 37228 
Tel: 615-660-5423              
Submitted electronically to: earl.berman@cgsadmin.com and CMD.inquiry@cgsadmin.com          
 
Re: In response to proposed local coverage determination (LCD): Vertebroplasty/Kyphoplasty 
(DL33473) effective 11/18/19 
 
Dear Dr. Berman, 
 
Society of Interventional Radiology (SIR) would like to thank you for considering percutaneous 
vertebroplasty (PVA) or percutaneous kyphoplasty (PKP) as a reasonable and medically 
necessary treatment for acute vertebral column fractures (VCF).   
 
However, based on the recommendations stated in the existing policy, we would like to 
comment on what we have identified as significant coverage limitations and inappropriate 
indications for providing these services. We are concerned that, some of the inclusion and 
exclusion criteria listed in the current effective policy were not listed in the original and 
subsequent agenda items on the prior calls and discussions from earlier this year. Therefore, key 
stakeholders were not given the opportunity to provide feedback on those newly added 
segments during the reconsideration comment period and prior to the policy release.  
 
We would like to comment and make three (3) recommendations based on these new 
modifications to the released policy. 
 
PVA (percutaneous vertebroplasty) or percutaneous kyphoplasty (PKP) is reasonable and 
necessary in Medicare beneficiaries with the following: 
 

1a. Acute osteoporotic vertebral column fractures (VCF) (T5 – L5) (< 6 weeks) 
identified by advanced imaging (bone marrow edema on MRI or bone-scan/SPECT/CT 
uptake) within 30 days of intervention.  

 
SIR Recommendation: Within this section of the policy, the significant symptoms and clinical 
findings do not include subacute fractures. In the prior proposed policy, subacute fractures were 
appropriately included and considered a medically necessary indication for coverage. The 
evidence and need for continuing to treat these fractures have not changed.  In fact, there is 
new research and Medicare data which further supports the treatment of acute fractures. The 
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evidence was included in our original submission of existing articles, especially the Clark1,2 and 
Yang3 trials but these are additive and not exclusionary of the literally thousands of articles 
supporting the treatment of subacute fractures.  Because subacute fractures were, 
appropriately, approved for treatment prior to the new LCD, it is surprising to us that 
stakeholders were not notified that the new policy would eliminate this as an option. SIR 
strongly recommends that the LCD should reflect both the addition of the ability to treat acute 
fractures, as well as maintain prior criteria allowing for the treatment of subacute fractures.   
 

1b. Multidisciplinary team consensus considering such factors as the extent of disease, 
the underlying etiology, the severity of the pain, the nature of any neurologic or 
ambulatory dysfunction, the outcome of any previous non-invasive treatment 
attempts, and the general state of the patient’s health. 

 
SIR Recommendation: Within this section of the policy, we strongly disagree with the notion 
that neurology must be part of the multidisciplinary team required to approve PVA as a 
treatment. This is an inappropriate requirement. Based on Medicare database, neurology has 
never played a pivotal role in PVA/PKP. Outside of interventional radiologists, most of the 
procedures are done by other specialties such as neurosurgery, orthopedic spine surgery, 
anesthesiology, and related advanced pain management practitioners. Most physicians 
performing this procedure rarely have any clinical need to work directly with a neurologist in 
managing pain. Furthermore, the extreme nationwide shortage of neurologists limits access to 
neurology services throughout the country, and this is disproportionately the case in rural and 
underserved communities.  Therefore, the very specific requirement for neurology participation 
and agreement, which is not supportable by any evidence of benefit, will significantly and 
inequitably limit access for patients.    
 
A multidisciplinary requirement is applicable in some unique environments where there are 
multiple specialties that work in one institution. However, many of the health care locations 
where patients undergo vertebral augmentation do not have access to a multidisciplinary team. 
This requirement will also unnecessarily limit equitable patient access to this important pain 
management procedure. 

 
Optimal outcomes of PVA procedures depend on the knowledge, skill and experience 
of the provider. Consequently, the provider performing the procedure must be 
capable of demonstrating documented training and experience relevant to PVA. 

 
SIR Recommendation: We are in support of this section of the policy. Further evaluation of this 
section of the policy will prove that neurology has limited experience and training in PVA/PKP 
treatment of VCF. Therefore, reviewing this section will further prove the inappropriate 
assignment of neurology as a multidisciplinary requirement. 
 
Once again, we thank you for considering our concerns. If we can be of future assistance, please 
do not hesitate to contact Miata Koroma, SIR’s Director of Economics, at (703) 460-5599 or 
mkoroma@sirweb.org and Dr. Douglas P. Beall, SIR’s Representative to the Multi-Specialty Pain 
Work Group at (405) 213-9639 or db@clinrad.org.  
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Sincerely, 

                                                                     
Laura Findeiss, MD, FSIR Susan E. Sedory, MA, CAE 
President, SIR Executive Director, SIR  
 
 
……………………………………………………………………………………………….. 
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