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No Pay Incentives Needed For Non-Opioid Pain Control 
Devices, CMS Says; Industry Disagrees

Executive Summary
Medtech firms couldn’t convince the US Medicare 
agency to propose additional temporary 
payments under Medicare for non-opioid pain 
management device alternatives in its proposed 
rule for outpatient hospitals and ambulatory 
surgical centers. In response, industry advocacy 
group AdvaMed plans to gather more data in 
support of payment incentives before a mid-
September deadline comes for comments on the 
rule.

 

The US Centers for Medicare and Medicaid 
Services (CMS) chose not to propose 
additional add-on payments for non-opioid 
pain management products in its Outpatient 
Prospective Payment System (OPPS) draft rule 
as a way to incentivize physicians to use the 
alternatives to help resolve the opioid crisis.

The CMS examined whether use of additional 
payments, including pass-through payments or 
new technology add-on payments (NTAP), would 
help incentivize use of non-opioid treatments for 
postsurgical pain – a review required under the 
SUPPORT Act – but said its preliminary conclusion 
was that use of non-opioid approaches, including 
portable continuous pain relief systems 
neuromodulation or nerve block devices, is 
already “on the rise” even without payment 
incentives.

The SUPPORT for Patients and Communities Act, 
signed into law by President Trump in October 
2018, aims to address the nation’s opioid crisis, 
and some of its provisions would support 

development of new medtech technologies. 
(Also see “President Signs Opioids Bill Calling For 
Alternative Tech, More Pain-Control Research” - 
Medtech Insight, 24 Oct, 2018.)  

For example, Sec. 6082 of the SUPPORT Act says 
the CMS must review payments under the OPPS 
for evidence-based non-opioid alternatives for 
pain management (including nerve blocks, surgical 
injections and neuromodulation), to be certain 
there are not financial incentives within the 
Medicare payment system to use opioids, instead 
of non-opioid alternatives.

The agency is asking for more comments on the 
matter.

In the meantime, AdvaMed told Medtech Insight 
on 15 August that it plans to gather more data 
in support of payment incentives for non-opioid 
medtech products. The device industry advocacy 
group “anticipates addressing this issue in 
our comments to CMS on the proposed rule,” 
spokesman Jon Dobson said.

CMS Didn’t See Need For Additional Pay, But 
Disincentives Persist
The Medicare agency said it examined 
continuous peripheral nerve blocks (cPNB) and 
neuromodulation alternatives to see if its current 
policies represented a barrier to access, but 
instead, the agency found that these alternatives 
“showed consistent or increasing utilization in 
recent years, with no products showing decreases 
in utilization.”

In a letter to the CMS on 26 June, DeChane 
Dorsey, AdvaMed’s VP of payment and healthcare 
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delivery policy, wrote that the agency’s inpatient 
and outpatient payment systems “disincentivizes 
provider use of potentially highly effective device-
based pain management alternatives as part of 
acute and chronic pain-management strategies 
– making it far easier to write a prescription for 
opioids that will be separately paid.”

Dorsey argued that the Medicare payment 
systems should be modified to “allow either 
separate payment … of these device-based 
alternative treatments or should create some 
other mechanism that will allow providers who 
choose to deploy these technologies in the 
treatment of their patients – especially those at 
risk for developing opioid-use disorder – to do so 
without being penalized.”

Device-makers – including Smiths Medical 
and InfuSystem, which make cPNB and smart 
ambulatory infusion pumps – have also been 
lobbying Congress over the past two years to 
update the Medicare fee schedule to create 
a special reimbursement code for cPNB and 
infusion pumps to help incentivize physicians to 
use the non-opioid analgesic delivery devices.

“Surgical-pain patients deserve a standard of 
care that allows for access to treatments without 
the use of opioids,” InfuSystem Holdings COO 
Jan Skonieczny and Smiths Medical VP of global 
product management Carl Stamp wrote the 
agency. Both companies also intend to comment 
on the OPPS rule by the 27 September comment 
deadline.



4 / August 2019 © Informa UK Ltd 2019 (Unauthorized photocopying prohibited.)

CMS Contractors Propose LCD Payments For Inspire Medical’s 
Sleep Apnea Nerve Stimulation Device

Executive Summary
Noridian and Palmetto – two Medicare 
administrative contractors (MACs) serving 19 
states in the West and Southeast – on 26 August 
proposed local coverage determinations (LCDs) 
for Inspire Medical Systems Inc.’s hypoglossal 
nerve stimulation devices to treat obstructive 
sleep apnea.

 

Medicare administrative contractors for 19 US 
states have proposed supplying local Medicare 
coverage for hypoglossal nerve stimulation (HNS) 
provided by Inspire Medical Systems’ Inspire 
therapy to treat obstructive sleep apnea (OSA).

Noridian (which reimburses Medicare patients 
in Alaska, Arizona, California, Hawaii, Idaho, 
Montana, North Dakota, Oregon, South Dakota, 
Utah, Washington and Wyoming) and Palmetto 
(which provides Medicare coverage for seven 
states in the South), stated in their equivalent 
LCD proposals that the “evidence is sufficient” 
to determine that HNS therapy results in a 
meaningful improvement in certain OSA patients.

States covered by Palmetto include Alabama, 
Georgia, North Carolina, South Carolina, 
Tennessee, Virginia and West Virginia.

“This is a very positive advance for the Medicare-
aged population that can streamline their access 
to Inspire therapy,” said Tim Herbert, president 
and CEO of Inspire.

Criteria For Use Of Hypoglossal Nerve 
Stimulation For OSA Defined
Under Palmetto’s proposed LCD guidance, HNS 
would be considered reasonable and necessary to 
treat patients with moderate to severe OSA when 
all the following criteria for the patient are met:

1.  Beneficiary is 22 years or older;

2.  Body mass index (BMI) is less than 35 kg/meters 
squared (35 kg/m2);

3.  A polysomnography demonstrating an AHI 
(Apnea-Hypopnea Index) of 15 to 65 events per 
hour within 24 months of initial consultation 
for an HNS implant (indicates a person with 
moderate-to-severe OSA);

4.  Beneficiary has predominantly obstructive 
events, with central and mixed apneas less than 
25% of the total AHI;

5.  Shared decision-making with a sleep medicine 
physician who determines that the beneficiary 
demonstrates Continuous Positive Airway 
Pressure (CPAP) failure (has an AHI greater than 
15 despite CPAP usage) or CPAP intolerance 
(patient’s ability to use a CPAP machine is less 
than four hours per night for at least 70% of 
nights in one month), despite CPAP interface 
with setting optimizations;

6.  Confirmed absence of complete concentric 
collapse at the soft palate level by a drug-
induced sleep endoscopy procedure;
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7.  Absence of anatomical findings that would 
compromise performance of the device (eg, 
tonsil size 3 or 4, per standardized tonsillar 
hypertrophy grading scale); and

8.  HNS devices with FDA-approved for 
implantation to treat OSA.

Noridian’s proposed LCD guidance uses the same 
criteria.

Inspire CEO Herbert noted that the company’s 
team had worked closely with the two MACs to 
provide the published clinical literature to support 
coverage of Inspire therapy and responded 
to questions raised during the policy review. 
Following a 60-day public comment period and 

formal review meetings scheduled for September 
and October, final policies are expected to be 
issued by Noridian and Palmetto in 2020.

“We look forward to the formal policies from 
Noridian and Palmetto and anticipate that other 
MACs will soon issue their draft policies for Inspire 
therapy,” said Herbert.

Comments on the Noridian proposed LCD should 
be marked “Part A Policy,” are due by 25 October 
2019 and should be emailed to policydraft@
noridian.com. Comments on the Palmetto 
proposed LCD should be marked “Part A Policy,” 
are due by 21 November 2019 and should be 
emailed to a.policy@palmettogba.com.
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T2Bacteria Panel Wins CMS Approval For New Tech Add-On 
Payment

Executive Summary
The US Medicare agency approved a new 
technology add-on payment (NTAP) for T2 
Biosystems’ blood test, the T2Bacteria panel, for 
the fiscal year that will begin on 1 October.

 

The US Centers for Medicare and Medicaid 
Services (CMS) recently agreed with diagnostic 
sponsor T2 Biosystems Inc. that the company’s 
T2Bacteria panel meets all of the agency’s 
qualifications for an additional new technology 
add-on payment (NTAP). It will apply the add-on 
payment starting in October.

After scrutinizing the sponsor’s application 
promoting an NTAP for the panel – which was 
developed to detect bacterial pathogens directly 
in whole blood more rapidly than the standard-
of-care blood culture – the CMS determined that 
the T2 panel met its criteria for newness and is an 
improvement over existing diagnostics to ferret 
out emerging cases of bloodstream infections in 
patients. The decision was made as part of the 
Inpatient Prospective Payment System (IPPS) rule 
that the agency published on 5 August.

Out of a total of 18 medical products (drugs and 
devices) that the CMS selected to receive either 
new or continuing NTAP awards in FY 2020, the 
T2Bacteria panel was the only diagnostic, and the 
only new device, granted the NTAP designation. 
Three other devices – Respicardia’s Remedé 
System, Claret Medical’s Sentinel Cerebral 
Protection System, and Procept BioRobotic’s 
Aquabeam System – were awarded continuing 
NTAP payments for another year. A fourth device 

that many providers thought might get a new 
NTAP payment, Boston Scientific’s Eluvia drug-
eluting stent, did not make the cut, for reasons 
partially explained in the Medicare’s clarification 
of its criterion used to evaluate NTAPs under the 
IPPS rule. (Also see “CMS Clarifies Criterion To 
Evaluate New Tech Add-On Payments In Inpatient 
Rule” - Medtech Insight, 8 Aug, 2019.)  

In addition, after reviewing the Eluvia stent 
product, the agency cited “a potentially concerning 
signal of long-term mortality in study subjects 
treated with paclitaxel-coated [stents] identified 
by a Food and Drug Administration advisory 
panel.” (Also see “Panelists Grapple With Unclear 
Data At Paclitaxel Meeting” - Medtech Insight, 21 
Jun, 2019.)

However, the CMS did propose in late July to 
continue evaluating both the Aquabeam system 
and the Eluvia stents for transitional pass-through 
payments for the 2020 calendar year, under its 
Outpatient Prospective Payment System (OPPS) 
rules.  (Also see “CMS Weighs Merits Of New Pass-
Through Payments For Aquabeam System, Eluvia 
Stents In OPPS Proposal” - Medtech Insight, 6 Aug, 
2019.)

Panel Detects Pathogens More Quickly Than 
Other Tests
The T2 panel uses a “unique mechanism of action” 
in its application of DNA to identify bacteria 
species by eliminating the requirement for blood 
culture or other diagnostic techniques, the CMS 
wrote in its decision affirming the NTAP payment. 
However, concomitant blood cultures are still 
recommended when using the panel to recover 
organisms following initial testing, for any further 



7 / August 2019 © Informa UK Ltd 2019 (Unauthorized photocopying prohibited.)

susceptibility testing or organism identification.

The panel is a multiplex diagnostic that detects 
five major bacterial pathogens associated with 
sepsis: Enterococcus faecium, Escherichia coli, 
Klebsiella pneumoniae, Pseudomonas aeruginosa 
and Staphylococcus aureus. When the T2 panel is 
used on patients, providers can swiftly determine 
if a course of antimicrobial therapy is warranted, 
or more importantly, not needed.  “This helps to 
prevent the overuse of ineffective or unnecessary 
antimicrobial therapy,” the CMS said.

The agency also agreed with the product 
sponsor that the T2 panel provides a decreased 
rate of subsequent diagnostic or therapeutic 
interventions. The agency reached its decision 
after physicians commenting on the initial IPPS 
proposed rule told the agency that the T2 panel 
is a favorable complement to blood cultures 
that rapidly identify sick patients and would be 
beneficial “given the limitations of the current 
standard of care,” the CMS said.

The agency added that the T2 panel also has 

a limit of detection greater than 1,000 times 
lower than any other bloodstream pathogen 
identification method on the market.

The agency’s decision qualifies the T2 panel 
for an additional 65% payment. In its final IPPS 
rule, the CMS determined a maximum NTAP 
amount of $97.50 for the T2 panel, in addition 
to the diagnosis-related group (MS-DRG)-based 
reimbursement that hospital would receive for 
any inpatient T2Bacteria panel tests performed on 
Medicare patients, T2 Biosystems said.

Company officials added that the diagnostic panel 
will be run on the firm’s T2Dx instrument, which 
is powered by miniaturized magnetic resonance 
technology.

“Introduction of the T2Bacteria panel has altered 
the course of clinical treatment by rapidly 
diagnosing patients suspected of sepsis,” T2 
Biosystems CEO John McDonough said. “The new 
NTAP designation will ensure access for patients 
to this groundbreaking, direct-from-blood rapid 
diagnostic.”
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Medicare Fraud Rule Calls For Disclosures On Affiliations With 
Excluded Health Program Providers

Executive Summary
Providers and suppliers to Medicare, Medicaid 
and the Children’s Health Insurance Program 
(CHIP) are required to disclose any affiliations 
they’ve had with individuals who’ve committed 
fraud under federal health-care programs under a 
final rule released on 10 September.

 

A final Centers for Medicare and Medicaid Services 
(CMS) rule taking effect in November calls on 
federal health program providers and suppliers 
to report to the agency their prior or ongoing 
affiliations with entities that’ve had payment 
suspensions or been excluded from Medicare, 
Medicaid or the Children’s Health Insurance 
Program (CHIP).

The CMS wrote in the 10 September final 
regulation: “These provisions will help make 
certain that … entities who pose a risk to 
Medicare, Medicaid and CHIP programs are 
removed and kept out of the programs.” All 
providers that participate in the federal health-
care programs must pay application fees and 
be screened by agency before they can receive 
reimbursement for their services and supplies.

The new affiliations authority in the rule allows 
the CMS to identify individuals and organizations 
that have posed an undue risk of fraud, waste 
or abuse based on their relationships with other 

previously sanctioned entities.

The agency believes the final rule will assist in 
preventing federal health program fraudsters 
from circumventing Medicare requirements 
through name and identity changes.

Reenrollment Bar To Be Raised
The regulation will allow the CMS to increase the 
maximum bar to participation (period of time) for 
entities trying to reenroll in federal health-care 
programs after having their enrollments revoked, 
from three years to ten years. 

The agency estimates that the final rule will lead 
to 2,600 revocations of providers or suppliers 
that’ve been caught not supplying promised 
services, supplying medically unnecessary 
services, or committing other types of Medicare 
fraud, in the first three years following the rule’s 
implementation.

The CMS also calculated that the rule will save the 
government $4.16bn over 10 years.

“These new authorities and restrictions, which 
go into effect on 4 November 2019, ensure 
that the only providers and supplier that will 
face additional burdens are ‘bad actors’ – those 
who have real and demonstrable histories of 
conduct and relationships that pose undue risk to 
taxpayers and beneficiaries,” the agency said.
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AdvaMed Pans CMS Plan To Mandate Publicizing Hospital 
Rates, But Likes Pay Path For Breakthrough Devices

Executive Summary
AdvaMed took issue with several aspects of a 
US Centers for Medicare and Medicaid Services 
(CMS) outpatient payment system draft rule 
mandating that hospitals publicize prices for 
their surgical procedures and laboratory tests, in 
comments on the draft. But the medtech industry 
advocacy group, as well as the Medical Device 
Manufacturers Association (MDMA), say they 
support another provision – the agency’s new 
Medicare coverage and payment proposal for 
breakthrough devices – and requested only minor 
tweaks to the plan.

 

AdvaMed has criticized a 2020 Medicare 
Outpatient Prospective Payment System (OPPS) 
proposal mandating that hospitals publicly 
post prices for their 300 most-frequently used 
procedure costs and lab tests.

The medtech industry advocacy group 
commented that the transparency plan laid out 
in the draft OPPS rule issued by the US Centers 
for Medicare and Medicaid Services (CMS) could 
provoke anticompetitive responses from insurers, 
and warned it would limit patient choice and 
run afoul of confidentiality requirements for 
disclosure of laboratory service rates. (Also see 
“Device-Related Procedure Costs To Be Revealed 
Under CMS Proposed Payment Rule” - Medtech 
Insight, 31 Jul, 2019.)

Under the proposed transparency rule that 
would take effect on 1 January 2020, the CMS 
would mandate that each hospital in the US post 
its charges and negotiated prices for hospital 

procedures, advanced imaging scans, supplies 
and laboratory tests on a publicly available 
website. Hospital and insurance companies have 
protested the plan, and now AdvaMed is raising 
doubts about it in written comments, although 
the group does agree with the general concept of 
providing patients with information to let them 
make informed decisions regarding their health-
care choices.

On a different matter, AdvaMed and Medical 
Device Manufacturers Association (MDMA) 
endorsed and encouraged the CMS to go forward 
with an alternative payments pathway for 2020 
covering breakthrough devices for three years. 
(Also see “Breakthrough Devices To Get Special US 
Medicare Reimbursement Under CMS Proposal” - 
Medtech Insight, 24 Apr, 2019.) 

Both groups made suggestions for improvements 
to the breakthrough passthrough payment plan, 
however.

AdvaMed: Transparency Rule Could Prove 
Anticompetitive
AdvaMed said it “urges CMS to proceed cautiously 
as it considers policies that could be detrimental 
to existing competitive health-care markets.” The 
group’s executive VP for payment and health, Don 
May, cited the American Hospital Association, 
which said earlier this year that the CMS proposal 
could seriously limit the choices available to 
patients and fuel anticompetitive behavior.

May also commented that laboratories, and 
hospitals that contract with labs, may be violating 
other regulatory requirements by disclosing 
their rates. In the agency’s initial transparency 
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proposal on 29 July, it spelled out a preliminary 
list of laboratory and pathology services for 
which it wants every hospital to disclose prices. 
The lab services list included at least 14 different 
diagnostic tests, among them “basic metabolic 
panel,” “kidney function panel” and “complete 
blood count, automated.”

However, “Section 1834 of the Social Security 
Act requires private-payer rates reported by 
applicable laboratories to be kept confidential 
by CMS,” May noted, adding that the logic 
undergirding the provision “should apply to the 
disclosure of similar information by hospitals.”

Expedited Access Devices Eligible For Same 
Breakthrough Payments?
While throwing its support behind the Medicare 
agency’s proposal to provide a streamlined 
pathway for approving alternative payments for 
breakthrough technologies, AdvaMed also argued 
that slightly older devices under an FDA expedited 
access program be granted the same Medicare 
payments.

“AdvaMed recommends that CMS also consider 
devices that had previously entered the FDA’s 
Expedited Access Pathway program … as 
breakthrough for purposes of the proposed 
alternative pass-through program,” the group 
wrote.

Further, the group says applicants with 
breakthrough products should not have to hold 

off on applying for CMS payment passthrough 
status until 1 January 2020, but should be able to 
apply by the first business day in September 2019 
to be eligible for passthrough payments starting 
on 1 January.

MDMA: Remove The Single-Use Device Criteria
The MDMA also made several requests 
surrounding the passthrough payment program 
in its comments. First, it recommended that the 
CMS expand the proposal by removing the single-
use device criteria for obtaining passthrough 
payments so additional breakthrough devices 
could qualify.

In addition, because the innovative products that 
go through the Food and Drug Administration’s 
breakthrough device program provide effective 
treatment or diagnosis of debilitating diseases or 
conditions, the CMS “should create new categories 
for them,” MDMA wrote, a step that would be 
analogous to the agency’s decision to treatment 
breakthrough devices as “new” for purposes of 
new technology add-on payments.

The group also suggested that information about 
the clinical use and efficacy of breakthrough 
device services – such as peer-reviewed articles 
– should not be required to be submitted to the 
CMS in support of the passthrough payments. 
Such a change would “ensure Medicare 
beneficiaries have access to critical and lifesaving 
new cures and technologies,” MDMA president 
and CEO Mark Leahey wrote.


