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CMS Weighs Merits Of New Pass-Through Payments For 
Aquabeam System, Eluvia Stents In OPPS Proposal

Executive Summary
The US Medicare agency has been scrutinizing 
two new devices that have generated some buzz 
within the industry for pass-through payment 
status under its proposed 2020 Outpatient 
Prospective Payment System (OPPS) rules. The 
devices are Procept BioRobotic’s AquaBeam 
System for removal of prostate tissue in men with 
urinary tract symptoms, and Boston Scientific’s 
Eluvia drug-eluting stent for treatment of 
peripheral artery disease.

 

The US Centers for Medicare and Medicaid 
Services (CMS) is evaluating two innovative new 
medtech technologies for special additional 
payments in 2020 under its 29 July proposed 
Outpatient Prospective Payment System (OPPS) 
rule, and says it wants to see more data on clinical 
improvements for both.

For new technology items and services, the agency 
under its OPPS regulations sometimes provides 
special, temporary additional payments for a two- 
to three-year period under its “transitional pass-
through payments” process, the CMS explained in 
its proposed rule.

Among the group of devices for which applications 
for pass-through payments were filed for the 
2020 coverage year was Procept BioRobotic 
Corp.’s Aquabeam System to remove and resect 
prostate tissue.  And Boston Scientific applied 
for a pass-through payment under the proposed 
OPPS for its Eluvia drug-eluting stent to treat 
peripheral artery disease (PAD). The proposed 
New Technology Add-On Payment (NTAP) for the 

stent was endorsed by several commenters on the 
proposed IPPS rule. (Also see “Despite Paclitaxel 
Warnings, Physicians Endorse Boston Sci’s Eluvia 
Stent For NTAP In CMS Pay Proposal Comments” - 
Medtech Insight, 10 Jul, 2019.)

The CMS has to evaluate each new device it 
reviews for a pass-through payment by three 
criteria: first, that it is not being appropriately 
described by any already existing category of 
device; second, that it will substantially improve 
the diagnosis or treatment of an illness or injury 
compared to other devices used to treat that 
disease; and third, that the cost of the device is 
“not insignificant,” and exceeds 25% of the costs 
for that category of devices.

While sponsors of both the Aquabeam System 
and Eluvia DES have submitted voluminous 
trial data supporting the products, the CMS 
said it “lacked sufficient evidence” of clinical 
improvement for both products and is asking for 
further comment from the public.

PROCEPT BioRobotic Aquabeam System To 
Relieve LUTS
Procept first submitted an application for 
transitional pass-through payment status for 
Aquabeam for 2019 coverage, and special 
payment for the product is being considered 
again, for the 2020 coverage year. The Aquabeam 
System is intended for the resection and removal 
of prostate tissue in males suffering from lower 
urinary tract symptoms (LUTS), due to benign 
prostatic hyperplasia.

The Aquabeam system works by robotically 
emitting a high-velocity, nonheated sterile saline 
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water jet in a procedure called “aquablation” 
to resect the prostate to relieve symptoms of 
urethral compression that are indicative of LUTS. 
The system also uses real-time intra-operative 
ultrasound guidance to allow the surgeon to 
precisely plan and resect the obstructive prostate 
tissue. The entire Aquabeam system includes 
a disposable, single-use handpiece, as well as 
components considered to be capital equipment.

Procept founder and CEO Nikolai Aljuri told 
Medtech Insight in mid-2018 after a comparison 
trial between his product and traditional surgical 
options that he was confident that the AquaBeam 
System would become popular. “I can imagine 
that the urologists of the future in the next five 
to 10 years will really only know aquablation and 
nothing else,” Aljuri said at the time. (Also see 
“Procept BioRobotics Believes Aquablation Could 
Dominate BPH Treatment…If It Gets Coverage” - 
Medtech Insight, 12 Jun, 2018.) 

But in its proposed OPPS rule review, the CMS 
was not as enthusiastic, and asked for further 
comment. AquaBeam met the agency’s first 
criteria (not fitting any other category of device 
for indication) and third criteria for cost (at $2,500 
for the handpiece, and $69,662 for the average 
aquablation case, the costs were 25% higher than 
the ambulatory payment classification the CMS 
might assign). But the device stumbled on the 
second, substantial clinical improvement criteria.

“Based on the evidence submitted with the 
application, we are concerned that there is a lack 
of sufficient evidence that the AquaBeam System 
provides a substantial clinical improvement 
over other similar products, particularly in an 
outpatient setting where large prostates are less 
likely to be treated,” the agency said in its OPPS 
proposal.

Procept had submitted clinical data from a 
double-blind trial that compared 184 men with 
two different prostate treatments (117 treated 
with AquaBeam, and 67 treated by Transurethal 
Resection of the Prostate, or “TURP”). Efficacy data 
showed the equivalency of the two procedures, 
while the safety data were reported as showing 
superiority of the AquaBeam System over TURP.

However, the CMS faulted Procept’s application 
for the product because there are other treatment 
modalities available for LUTS, and “No studies 
comparing other treatment modalities were cited 
to show that the AquaBeam System is a significant 
improvement over other available procedures,” 
the agency said.

Mortality Risks Seen With Eluvia Drug-Eluting 
Stents
Meanwhile, Boston Scientific applied for a pass-
through payment for its Eluvia stent system 
under the proposed 2020 OPPS rule, and for an 
NTAPunder the agency’s inpatient prospective 
payment system (IPPS) rule for next year that was 
proposed in May. NTAPs are associated with the 
IPPS regulations.

In the comments on the Eluvia stent for the IPPS 
proposal, several cardiologists and radiologists 
praised the pluses of the device, despite warnings 
issued by the US Food and Drug Administration 
over the past year about stents such as Eluvia that 
are coated with the problematic drug paclitaxel.

For example, William Grey, system chief of 
cardiovascular services at Mainline Health, 
commented that Eluvia is a “best-in-class” device 
and is capable of long-term, controlled release of 
paclitaxel for more than a year. And diagnostic 
radiologist Derek Mittleider said the stent had 
the ability to avoid fracture and maintain radial 
force, unlike other stents he used. Mittleider is a 
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specialist with Spectrum Health Partners in Maine. 
(Also see “Despite Paclitaxel Warnings, Physicians 
Endorse Boston Sci’s Eluvia Stent For NTAP In CMS 
Pay Proposal Comments” - Medtech Insight, 10 Jul, 
2019.)

The Eluvia stent is indicated for improving luminal 
diameter in the treatment of peripheral artery 
disease (PAD) with symptomatic de novo or 
restenotic lesions in the native superficial femoral 
artery or proximal popliteal artery. It is made of a 
self-expanding, nickel titanium alloy (nitinol) mesh 
that has a unique polymeric coating that allows 
for slow release of paclitaxel, which is frequently 
used in drug-eluting stents.

Based on a lengthy meta-analysis that found the 
paclitaxel used in stents and balloons was causing 
more deaths than use of bare-metal stents, 
the FDA in March urged providers to consider 
alternatives. (Also see “FDA Tells Providers To 
Limit Use Of Paclitaxel-Coated Stents” - Medtech 
Insight, 20 Mar, 2019.)

Like the FDA, the CMS stated in its OPPS proposal 
its concerns about the use of paclitaxel-coated 
stents, noting: “There is an increased risk of death 

following application of the coated balloons and 
stents in the femoropopliteal artery of the lower 
limbs, and further investigations are warranted.”

In its review of the sponsor’s application, the 
agency also questioned the “lack of sufficient 
evidence that the Eluvia stent provides a 
substantial clinical improvement over similar 
products,” noting that they had not been 
presented with any longer-term (two-year or five-
year) data on the performance and safety of the 
stent.

The Medicare agency also asked for public 
comments on whether the Eluvia stent meets 
specific payment criteria for pass-through 
payments, saying its average costs of $5,768 
“did not exceed the [required] 10% of the APC 
(ambulatory payment classification) payment 
amount for the device of $4,996.”

Rule To Take Effect Next Year
The proposed CMS OPPS rule would take effect 
on 1 January 2020. Comments on the proposal 
are due on 27 September under docket No. CMS-
1717-P.
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Medicare Telehealth Models Would Be Tested Under House Bill

Executive Summary
A new US House bill would require the Centers for 
Medicare and Medicaid Services’ innovation center 
to test some telehealth service models to enhance 
access to care for beneficiaries in remote areas of 
the country.

 

Two US House representatives have introduced 
legislation to encourage telehealth innovation, 
promoting remote monitoring and treatment of 
patients in rural settings in the US.

H.R. 4013, the Telehealth Innovation and 
Improvement Act, would expand the current 
limited Medicare coverage of telehealth services 
that discourage innovation and restricts access to 
specialized care, said Reps. John Curtis, R-UT, and 
Joe Neguse, D-CO, who introduced the bill on 26 
July. 

Mirror legislation, S. 773, was introduced earlier 
this year in the Senate by Sens. Cory Gardner, 
R-CO, and Gary Peters, D-MI. The companion bills 
in House and Senate would incentivize the health-
care industry to develop new remote-monitoring 
technologies that could potentially lower costs 
and improve patient health, according to Gardner.

The sponsors of the draft legislation emphasized 
the need for increased use of telemedicine in 
sparsely populated areas of the country, where 
many hospitals have closed.

“Telehealth innovation is critical to expanding 
cost-effective health-care access in states like 
Utah, where providers can be difficult to access,” 

Curtis said.

Last year, the Centers for Medicare and Medicaid 
Services made changes to its physician fee 
schedule to make certain that clinicians remotely 
serving Medicare beneficiaries are paid for time 
spent evaluating patient-submitted photos online, 
or discussing treatment options with patients 
over Skype or other remote communication 
equipment. (Also see “CMS Proposes To Cover 
More Telehealth, And Address Imaging, Lab Pay 
Matters” - Medtech Insight, 13 Jul, 2018.)

Bill To Spur Innovation In Cardiology-
Monitoring Technologies
Under the draft legislation, beginning on 1 
January 2020 the Medicare agency’s innovation 
center would test coverage and payment for 
expanded telehealth service models, such as 
remote-monitoring technologies, including 
device management for purposes of remotely 
interrogating or programming a medical 
device – such as a pacemaker or a cardiac 
resynchronization therapy device – outside the 
office of the involved physician specialist.

Examples of other types of technologies that 
would be tested for coverage and payment 
between a physician in an urban area and a 
patient in a remote area, include bi-directional 
audio/video technologies, physiological-
monitoring technologies, point-of-care testing 
technologies and other devices that the CMS may 
specify, according to the draft legislation.

The House, which officially began its annual 
August recess this week, will likely hold hearings 
on the bill in September.
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Device-Related Procedure Costs To Be Revealed Under CMS 
Proposed Payment Rule

Executive Summary
US hospitals would have to reveal on a public 
website their standard charges and insurer-
negotiated prices for a long list of device-related 
procedures, advanced imaging scans, and lab 
tests under a proposed Centers for Medicare and 
Medicaid Services rule released on 29 July.

 

Every hospital in the US would have to publicize 
and post its charges and negotiated prices 
for common hospital procedures – including 
device-related ones – and advanced imaging 
scans, laboratory tests, and supplies, says a new 
proposed rule from the Centers for Medicare and 
Medicaid Services (CMS).

The Increasing Price Transparency proposed 
rule, part of the CMS 2020 Medicare Hospital 
Outpatient Prospective Payment System (OPPS) 
and Ambulatory Surgical Center (ASC) System 
proposed regulation, would fulfill a promise made 
by President Trump in an Executive Order he 
signed on 24 June on improving price and quality 
transparency in health care. (Also see “Executive 
Order Gives HHS Power To Disclose True Device, 
Procedure Costs To Patients” - Medtech Insight, 25 
Jun, 2019.)

The proposed hospital price reporting rule would 
follow the path laid out in the executive order 
by “creating a patient-centered system that puts 
you in control and provides the affordability you 
need, the options and control you want, and the 
quality you deserve,” Health and Human Services 
Secretary Alex Azar said on 29 July.

The aim of the draft regulation is to make prices 
for items and services provided by hospitals more 
transparent for patients so they can shop for their 
health care. “We believe this effort is consistent 
with research demonstrating that improving price 
transparency for shoppable services can have an 
impact on driving down the cost of health care,” 
the CMS says in the draft.

The proposed rule defines the terms “hospital,” 
“standard charge,” and “items and services,” 
and proposes making public online a machine-
readable file that includes all standard bundled 
charges for hospital items and services, as well 
as making transparent a list of insurer-specific 
negotiated charges so patients can pick and 
choose among “shoppable services.”  

“Items and services” would include all supplies 
and items (including devices) provided to a patient 
in connection with an inpatient admission or an 
outpatient department visit, the CMS says in a 
fact sheet on the proposed transparency rule. The 
agency also has proposed a list of 70 shoppable 
services for which it wants hospitals to display 
their prices; among them is a collection of 57 
medtech- and laboratory-related procedures and 
tests.

“Under this proposal, hospitals will finally have 
to make their real, negotiated prices known to 
patients, enabling patients to shop for health 
care,” Azar said.

Shoppable Services Include Lab Tests, 
Radiology Scans, Cardiac Procedures
On the list of procedures for which prices must be 
publicly revealed online under the CMS proposal 
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are computed tomography (CT) and magnetic 
resonance imaging (MRI) scans, cardiac valve 
procedures, joint replacements, endoscopy-
related procedures, biopsies, cataract removals, 
sleep studies, and a variety of common laboratory 
tests.

The CMS says it selected its initial list of 70 
procedures based on those currently made public 
under state price transparency rules, services 
that frequently appear in web-based price 
transparency tools, an analysis of high-volume 
and high-cost procedures, and a review by agency 
medical officers.

That initial list will later be supplemented by 230 
more shoppable services that the CMS wants 
hospitals to select, for a total of 300 services.

Below is a chart derived from the proposed 
regulation showing all of the device-related 
procedures, laboratory tests and radiology scans 
for which hospitals would have to post their 
charges, out of the initial list of 70. The chart lists 
each test, service and procedure by its shorthand 
description, alongside its CPT/HCPCS (Current 
Procedural Terminology/Healthcare Common 
Procedure Coding System) code or DRG (Diagnosis 
Related Group) code.
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Senator, Trade Groups React To Proposal
Reactions to the CMS transparency proposal ran 
hot and cold. Sen. Lamar Alexander, R-TN, who 
chairs the lead health committee in the Senate, 
said on 29 July, “This step by the administration to 
help patients know better what they are paying 
for health care services is complementary to 
several provisions in the … Lower Health Care 
Costs Act approved last month.” (Also see “US 
Senate Sponsors Push Back Vote On Balanced 
Billing Legislation To Autumn” - Medtech Insight, 
25 Jul, 2019.)

Meanwhile, device industry advocacy group 
AdvaMed is still trying to assess and understand 
what the proposed rule would mean for the 
medtech industry – but some hospital and 
insurance groups voiced concern.

The draft rule “could seriously limit the choices 

available to patients in the private market and 
fuel anticompetitive behavior among commercial 
health insurers in an already highly concentrated 
insurance industry,” American Hospital 
Association CEO Rick Pollack said in a 29 July 
statement.

And Matt Eyles, CEO of American’s Health 
Insurance Plans, an insurance industry trade 
association, predicted in a 29 July statement that 
“publicly disclosing competitively negotiated, 
proprietary rates will push premiums higher – not 
lower – for consumers.”

Rule To Take Effect Next Year
The CMS proposed hospital price reporting rule 
would take effect 1 Jan., 2020. Comments on the 
proposal are due on 27 Sept., and should contain 
the docket No. CMS-1717-P.
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CMS Clarifies Criterion To Evaluate New Tech Add-On 
Payments In Inpatient Rule

Executive Summary
The US Medicare agency revised and clarified 
its policies on how it evaluates new technology 
add-on payments and highlighted its new policy 
on payments for FDA-approved breakthrough 
devices, in a final 2020 Inpatient Prospective 
Payment System (IPPS) rule released on 5 August.

 

The US Centers for Medicare and Medicaid 
Services (CMS) codified an alternative new 
technology add-on payment (NTAP) pathway 
for Food and Drug Administration-approved 
breakthrough devices, while updating “substantial 
clinical improvement” NTAP review policies, in a 
new Inpatient Prospective Payment System (IPPS) 
rule.

The changes were made to incentivize creation of 
new technologies to treat Medicare beneficiaries, 
and better help device and diagnostic sponsors 
understand how the agency evaluates new 
technology applications for the add-on payments, 
according to the CMS. They were released as part 
of the FY 2020 IPPS rule that the agency published 
on 2 August, which, in general, takes effect 
beginning on 1 October 2019, although the policy 
for new breakthrough devices receiving NTAPs will 
not begin until FY 2021, which starts on 1 October 
2020.

The payment policy for breakthrough devices and 
NTAPs, first announced by CMS Administrator 
Seema Verma in late April, would be good for each 
new breakthrough device for two years.  (Also 
see “Breakthrough Devices To Get Special US 
Medicare Reimbursement Under CMS Proposal” - 

Medtech Insight, 24 Apr, 2019.) 

In addition, the final OPPS rule increases Medicare 
add-on payments for NTAPs for cases with high 
costs involving eligible new technologies from 
50%, to 65% over the standard Medicare payment 
for existing devices treating similar diseases – a 
move to “reduce uncertainty that innovators face 
about Medicare payment for new technologies,” 
the CMS wrote. Nonetheless, at least two device 
industry trade groups – AdvaMed and the Medical 
Device Manufacturers Association (MDMA) – have 
argued in comments that device manufacturers 
need payments of 80% more for the NTAPs. (Also 
see “CMS To Boost Medicare New Tech Add-On 
Payments To 65% – But Industry Wants More” - 
Medtech Insight, 5 Jul, 2019.) 

Changes For New Tech Add-On Payments, 
Approved Breakthrough Devices
In its final IPPS rule and a related fact sheet, 
the CMS said it is providing reimbursement for 
medtech products that have been approved for 
marketing under the FDA’s breakthrough devices 
program to “facilitate access to new technology 
add-on payments for these transformative 
technologies for Medicare beneficiaries.” 

While the agency usually sets very strict and 
specific criteria on how it evaluates each 
technology in order to qualify for an NTAP 
payment, it acknowledged that meeting these 
criterion is “challenging,” and for breakthrough 
devices, is willing to waive evidence of “substantial 
clinical improvement” for the first two years.

“Through our efforts to … reduce regulatory 
burden, we are hearing more from innovators 
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who want to provide beneficiaries the latest 
health-care advances,” CMS administrator Seema 
Verma said.

The agency also lays out its criterion for winning 
additional payments for those devices that are 
not considered to be “breakthrough.”. Chiefly, 
the service or technology must be new; the 
diagnosis related group (DRG) payment rate for 
it must be inadequate; and the technology must 
“demonstrate a substantial clinical improvement” 
over existing services or technologies.

Ten Examples Of ‘Substantial Clinical 
Improvement’ CMS Wants To See
The CMS notes that its criterion for a device that 
represents a substantial clinical improvement over 
prior or existing technology to help qualify it for 
a standard, non-breakthrough device NTAP, can 
be met when the sponsor provides a list of real-
world data and evidence that reflects usage of the 
product in everyday settings outside of a clinical 
trial. 

In fact, the agency says, the majority of care 
delivered in the US is not backed by a clinical trial, 
nor does the care involve a trial. For example, 
in the US, “between 3% and 5% of patients with 
cancer are enrolled in a clinical trial,” the CMS 
notes in its final IPPS rule, as opposed to the vast 
majority of cancer patients who are not trial-
enrolled.

The agency outlined a non-exhaustive list of the 
types of real-world data and findings it is looking 

for to help support a claim by a medtech product 
sponsor of substantial clinical improvement for 
their device. It includes the following:

1.  Decreased mortality rate;
2.  Reduction in length of stay in a hospital;
3.  Reduced recovery time;
4.  Reduced rate of at least one significant 

complication;
5.  Decreased number of future hospitalization or 

physician visits;
6.  Reduction in at least one clinically significant 

adverse event;
7.  Decreased number of future hospitalizations 

or physician visits;
8.  More rapid beneficial resolution of the disease 

process treatment;
9.  Improvement in one or more activities of daily 

living; and 
10.  Improved quality of life.

On the last point, “outcomes relating to quality of 
life, length of stay, and activities of daily living may 
reflect meaningful endpoints not often captured 
by clinical trials or other pivotal trials designed 
primarily for regulatory purposes,” the CMS says.

The final IPPS regulation also provides relief 
to providers at hospitals in rural settings by 
increasing the wage index for certain low-wage 
index hospitals in non-urban settings “to ensure 
rural Americans have access to needed care,” and 
finalizes policies to remove barriers for approval 
of new antimicrobial therapies to treat drug-
resistant infections, according to the agency.


