
 

 

 
 
June 8, 2022 
 
 
Via Email: HCPCS@cms.hhs.gov 
 
Jason Bennett 
Director 
Technology, Coding and Pricing Group 
Centers for Medicare and Medicaid Services 
7500 Security Boulevard 
Baltimore, MD 21244 
 
RE:  Preliminary Medicare Benefit Category and Payment Determinations for New 

DMEPOS Items Discussed at the HCPCS Public Meeting (June 8, 2022; Agenda Items 
3, 9, 12 and 13) 

 
Dear Jason, 
 
The Medical Device Manufacturers Association (MDMA), a national trade association 
representing the innovative sector of the medical device market, is pleased to provide these 
comments to the Centers for Medicare and Medicaid Services (CMS) regarding the agency’s  
preliminary coding, payment, and benefit category determinations for the agenda items listed 
above published in connection with the June 2022 HCPCS Public Meeting.  
 
For nearly 30 years, MDMA has represented the medical device industry in Washington, DC, 
supporting policies that promote medical innovation and patient access to lifesaving and 
lifechanging medical technologies. MDMA’s membership is broad and diverse, ranging from 
small start-ups to multi-national medical device companies. It is a long and risky venture to 
develop novel medical innovations, and those that succeed have changed the face of medicine and 
redefined what is possible in the diagnosis and treatment of harmful diseases and conditions 
prevalent in the Medicare population. 
 
Research and development for new and effective durable medical equipment, prosthetic, orthotic 
and supply (DMEPOS) items that advance the standard of care and quality of life for Medicare 
beneficiaries depends on an expectation that CMS will establish fair and reasonable payment 
amounts that reflect the costs to design, manufacture, and commercialize new DMEPOS items. If 
Medicare fails to recognize the value and costs of innovative new DMEPOS technology, it will 
not be developed or not be accessible to Medicare patients, especially those with limited means 
who are not able to take on additional out-of-pocket costs for medical expenses.   
 
 



 

 

Medical device innovators rely on CMS to facilitate access for Medicare beneficiaries to new 
DMEPOS items through the HCPCS process. CMS established a new process for issuing 
preliminary Medicare benefit category determinations (BCDs) and payment determinations for 
new DMEPOS items in a final rule published in December 2021, in part to address long-standing 
delays in the assignment of benefit categories for certain novel technologies and to provide 
increased opportunity for public input.1 We appreciate the substantial effort by agency personnel 
that has gone into developing and implementing the new process. We believe the value of the new 
process in increasing transparency is already apparent, e.g., the additional detail on the “math” 
underlying the pricing determinations for new items found to be comparable to technologies 
described by existing codes.  
 
We look forward to continuing to work with CMS to modernize its regulations and processes, 
which have created disincentives to investment in innovative DMEPOS technologies. In support 
of further access for Medicare beneficiaries to innovative technologies that will improve their care 
and quality of life, MDMA respectfully requests that CMS consider the following actions in 
relation to matters presented at the HCPCS Public Meeting today. 
 
A. CMS should promptly assign benefit categories to the new technologies described in 
Agenda Items 9, 12 and 13, as requested by the respective applicants. 
 
Too often, in the absence of a clear CMS benefit category determination, patients, providers and 
even the Medicare Administrative Contractors (MACs) have been left uncertain about how to 
classify new technologies for purposes of Medicare coverage and payment.  The result has been 
Medicare beneficiaries left in limbo without clear coverage or access to innovative new 
technologies. 
 
While CMS’s establishment of the new BCD process was an important first step, it is now vital 
that the agency actually render prompt benefit category determinations for all of the technologies 
in need of a benefit category, including those under consideration as part of the current June 2022 
HCPCS meeting cycle.  Many of these devices have been awaiting benefit category assignments 
or reassignments for several years.  Medicare beneficiaries should not be forced to wait any longer 
to obtain access to these important technologies that could address their pressing medical needs. 
 
In the case of the Optimizer® Patient Charger (Agenda Item 9), we are unclear as to what “complex 
issue” is preventing the issuance of a BCD identifying the device as Durable Medical Equipment.  
We are aware that the applicant originally requested a code edit to expand the description of 
HCPCS L8689—which describes external recharging units for neurostimulators, replacement 
units only—to also include replacement external chargers for cardiac contractility modulation 
(CCM) devices. We are not challenging CMS’s decision to create a separate HCPCS code for 
external CCM chargers effective April 1, 2022; however, as replacement CCM chargers are 
furnished in the same setting and manner as replacement chargers for neurostimulators, the 
conclusion that they should have the same benefit category assignment (durable medical 
equipment) seems obvious and straightforward.  In terms of pricing, we understand that external 

 
1  See 86 Fed. Reg. 73,860, 73,896 (Dec. 28, 2021) (“We acknowledge BCDs reviews have been slowed 
down the past few years because this process was not formalized.”). 



 

 

chargers for CCM devices perform additional functions beyond those of neurostimulator chargers. 
In addition, given FDA approval of CCM devices in 2019 and an expected lifespan for a charger 
issued at implant of five years, very few, if any, replacements are likely to have been made, so 
there likely is insufficient claims volume on which to base a valuation.  Accordingly, we believe 
it is appropriate for CMS to leave the issue of pricing for K1030 to contractor discretion, and to 
revisit the issue and establish a national value for K1030 once claim volume builds; but that should 
not prevent CMS from issuing the BCD at this time to ensure there is no confusion regarding 
Medicare coverage of the technology. 
 
With regard to the ReWalk Personal Prosthetic Exoskeleton System (Agenda Item 12) and the 
MyoPro® (Agenda Item 13), we believe that the prompt issuance of BCDs as requested by the 
respective applicants is critical to facilitate access to these innovative technologies, which can 
transform the lives of beneficiaries living with the debilitating effects of spinal cord injury (SCI), 
stroke and other neurological/neuromuscular injuries.  Unfortunately, beneficiaries currently face 
significant barriers obtaining access to the technologies and the benefits they provide, due to the 
lack of a BCD in the case of ReWalk and an inappropriate classification as durable medical 
equipment in the case of MyoPro.   
 
We believe both applicants have advanced strong arguments in support of their requested BCDs.  
Through use of a combination of trunk movement and powered robotic joints at each major joint 
of the legs (hip, knee, and ankle), the ReWalk artificially restores the ability to walk for individuals 
with SCI and closely mimics the natural gait function of persons with normally functioning lower 
limbs. The ReWalk operates as a pair of prosthetic artificial legs, and we believe classification as 
such is appropriate.  The current categorization of MyoPro as durable medical equipment (DME) 
is inconsistent with how CMS treats all other similar devices, and also inconsistent with how the 
MyoPro is required to be fabricated and furnished to patients: custom fabricated for a single patient 
by orthotist and prosthetist providers.  The current BCD of DME is also harming Medicare 
beneficiary access to the device.  We understand that all other payers, including all Medicare 
Advantage plans, the Department of Veterans Affairs, commercial payers, and others treat the 
MyoPro as a brace that is paid on a lump sum basis.  It is illogical that CMS would be the only 
payer to treat it differently. 
 
B. CMS should revisit and reverse the “cross-walk” payment determinations for new 
neuromodulation technologies that exhibit significant differences in design, technology, and 
function when compared to the decades-old technology described by HCPCS codes E0720 
and A4595. 
 
These preliminary determinations for several new neuromodulation technologies highlight 
MDMA’s and our members’ longstanding concern that Medicare’s DMEPOS payment process 
fails to recognize clinically and technologically significant developments in new devices used in 
patients’ homes. These preliminary payment determinations, if finalized, will demonstrably 
undervalue these new medical technologies to the point of jeopardizing if not outright eliminating 
access to the treatments for Medicare beneficiaries. Additionally, such decisions will reinforce the 
perception that CMS and the Medicare program are uninterested in supporting innovation in 
DMEPOS technology—even when that innovation provides clinically-proven benefits for 



 

 

patients—further  undermining the potential for new investment and development in this important 
sector for our health care system and overall economy.  
 
The category of noninvasive neuromodulation has seen important clinical developments in the last 
5-10 years, with new therapies developed to treat new disorders far beyond the limited use of 
traditional transcutaneous electrical nerve stimulation (TENS) devices. One such example is the 
Cala Trio™ (Agenda Item 3), developed and manufactured by Cala Health, which established a 
new category of neurostimulator that is effective in providing non-invasive treatment for the 
disabling upper limb tremors of patients suffering from essential tremor (ET). Cala Trio was 
previously awarded new HCPCS codes that distinguish this new category of neurostimulator from 
TENS (K1018, external upper limb tremor stimulator of the peripheral nerves of the wrist, and 
K1019, describing related supplies), and CMS recognizes in its preliminary benefit category 
determination that the Cala Trio is appropriately classified as DME under Medicare’s criteria. In 
its preliminary payment determination, CMS even acknowledges that the Cala Trio is used for an 
entirely different function (the reduction of tremors) than traditional TENS devices (the reduction 
of pain), and that Cal Trio relies on the coordination of motion sensors to measure the patient’s 
tremor frequency, and on-board computing hardware and software to deliver electrical impulses 
targeted to specific nerves and calibrated to each individual patient’s tremor. TENS devices and 
supplies described by decades-old HCPCS codes E0720 and A4595 did not incorporate this 
advanced technology, and TENS devices are not used or shown effective in treating tremors.  
 
Despite the Cala Trio’s novel function and distinct features and capabilities, CMS’s preliminary 
payment determination is that these devices are “comparable,” and that the agency intends to apply 
the fee schedule rates for HCPCS codes E0720 and A4595 to the Cala Trio. MDMA is extremely 
concerned that comparability decisions such as this, which undervalue new technology to a 
startling degree, would establish damaging precedent that will impair further development of new 
technologies in this area and restrict beneficiary access to therapies that could otherwise address 
unmet clinical needs in the Medicare population. MDMA urges CMS to revisit its preliminary 
payment determinations and ensure they appropriately recognize the distinct functions, 
components, and features required for the new neuromodulation technologies. These are all critical 
distinctions that require not only differences in stimulator and supply costs, but also require a high 
degree of research, innovation, investment, and new clinical evidence to bring this new technology 
to market. 
 
We appreciate your attention to these critical matters. If we can be of any further assistance, 
please do not hesitate to contact me at dwaldmann@medicaldevices.org or (202) 841-9953. 
 
Sincerely,  

 
 
Daniel R. Waldmann 
EVP, Health Policy & Reimbursement 
Medical Device Manufacturers Association  


