
 
February 8th, 2020 
 
Antonietta (Toni) Sculimbrene, MD, MHA  
Chief Medical Officer  
J11 Part A & B Palmetto GBA 
803-763-7388         
PO Box 100238 (JM) or PO Box 100305 (JJ) AG-275 
Columbia, SC 29202 
Submitted electronically to: antonietta.sculimbrene@palmettogba.com and 
B.Policy@PalmettoGBA.com 
 
Re: In response to proposed local coverage determination (LCD): Vertebroplasty / Kyphoplasty   
 
Dear Dr. Sculimbrene, 
 
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).   
 
SIR would like to comment on the recently finalized and purposed LCD on vertebral 
augmentation.  Our comments are succinct and are limited to three separate portions of the 
LCD that we believe have significant coverage limitations for providing vertebral augmentation 
services. The recent publication from Hirsch et al, entitled “Management of vertebral fragility 
fractures: a clinical care pathway developed by a multispecialty panel using the RAND/UCLA 
Appropriateness Method,” provides evidence supporting the comments that we are submitting 
here.1  
 
1. Inclusion Criteria in the Policy Statement – there is a portion of the LCD stating: 
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.  

 
There is also an asterisk that states: 

 “or at least acute on chronic component” 

 
SIR Recommendation: This is inappropriately limiting and should be modified. Such diagnosis 
restriction limits the treatment to acute vertebral compression fractures and does not include 
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subacute fractures which is opposite of previous policies. Even with the asterisk comment, it is 
unclear if fractures that are older than six weeks and have acute symptoms are covered. As we 
found in our literature search for constructing recommendations to guide the management of 
patients with painful vertebral compression fractures (VCFs) the data consistently supported 
treating patients based on symptoms rather than timing.2 The evidence supporting the 
treatment of painful subacute VCFs is extensive and has not changed and it is new information 
that now also supports treating acute fractures in patients whose symptoms warrant it.3 It is our 
strong recommendation that the LCD should clearly state the addition of the ability to treat 
acute fractures while maintaining the ability to treat painful subacute fractures.  
 
2. Exclusion Criteria in the Policy Statement--- there is a portion of the LCD stating the 

exclusion criteria, of which the patient can have none: 

2i. Greater than 3 vertebral fractures 

 
SIR Recommendation: This is an inappropriate exclusion and should be removed.  Current CMS 
data indicate that roughly a quarter of the patient population will have multiple fractures at the 
time of treatment. There is no published literature regarding lack of effectiveness or safety in 
patients with more than 3 fractures.  Moreover, if a patient has 4 fractures and 3 are chronic 
with no pain or edema, they will still land in the exclusion group which will severely limit patient 
access to appropriate care for the 1 fracture in need of treatment.4,5  Therefore, eliminating 
patients that have more than 3 fractures at the time of treatment is an inappropriate 
recommendation.  
 
We question, on the other hand, if the intent here is to not allow treatment of more than 3 
vertebral bodies at a single time.  Although we disagree with any limit in number, we would like 
to suggest how this limitation might be handled.  It may be more appropriate to treat this as a 
MUE (medically unlikely edit) with a limit of 3.  If this were treated as a MUE under which no 
more than 3 levels would be paid, it would still allow patients with multiple fractures access to 
care.   
 
3. Multidisciplinary Pre-Procedural Standards in the Policy Statement – There is a portion of 

the LCD stating: 

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: This is an inappropriate requirement and should be removed.  
Optimizing treatment of underlying conditions that result in vertebral compression fractures has 



 
been shown to significantly improve pain and function.6,7 While we believe that multidisciplinary 
care is important, the application of the proposed multidisciplinary pre-procedural standard will 
limit beneficiary access to these procedures. A multidisciplinary team may be applicable in some 
environments where all specialties exist and work in a single institution.3 However, many of the 
locations where patients undergo vertebral augmentation do not have access to a 
multidisciplinary team.  This requirement will limit patients’ access to this important procedure.  
Additionally, the treatment management recommendations from the RAND study,1 contained 
no requirement for multidisciplinary input prior to vertebral augmentation and, as such, the 
evidence basis for this recommendation is unclear.  
 
Thank you for considering our comments and concerns.  We ask you to move quickly to modify 
the coverage policies as patient access to care is already impacted with negative consequences.  
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 Multisociety Pain Workgroup (MPW)** at (405) 213-9639 or 
db@clinrad.org.  
 
 
Sincerely, 

                                                                     
Laura Findeiss, MD, FSIR   Susan E. Sedory, MA, CAE 
President, SIR     Executive Director, SIR  
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**Notes 
 
Multisociety Pain Workgroup (MPW) - a group of specialty societies that have a proven track 
record in collaboration and consensus-building to provide a unified voice in advocating on 
behalf of all interventional pain physicians and the patients they treat. 

To read more about the MPW's formation, purpose, and processes, please see the MPW Fact 
Sheet. 

The MPW societies represent over 100,000 members dedicated in whole or in part to 
interventional pain management. They represent diverse backgrounds, including but not limited 
to, anesthesiology, interventional pain, radiology, physiatry, and neurosurgery. 
 
American Academy of Neurological Surgeons (AANS) 
American Academy of Pain Medicine (AAPM) 
American Academy of Physical Medicine and Rehabilitation (AAPMR) 
American College of Radiology (ACR) 
American Pain Society (APS) 
American Society of Anesthesiologists (ASA) 
American Society of Neuroradiology (ASNR) 
American Society of Regional Anesthesia and Pain Medicine (ASRA) 
American Society of Spine Radiology (ASSR) 
Congress of Neurological Surgeons (CNS) 
North American Neuromodulation Society (NANS) 
North American Spine Society (NASS) 
Spine Intervention Society (SIS) 
Society of Interventional Radiology (SIR) 
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