
Continuation of Technologies Approved for FY 2021 New Technology Add-on Payments Still Considered New for FY 2022

Technology
FDA/Newness 

Start Date

NTAP 
Start 
Date

NTAP Status 
for FY 2022

Previous 
Final 
Rule 

Citations
Maximum NTAP Amount for 

FY 2022

Coding 
Used to 
Identify 
Cases 

Eligible for 
NTAP

7 Soliris® 06/27/2019 10/01/2020 Continue 
because 3-
year 
anniversary 
date 
(6/27/2022) 
will occur in 
second half of 
FY 2022

(85 FR 
58684 
through 
58689)

$21,199.75 XW033C6 
and
XW043C6

8 XENLETA™ 08/19/2019 
commercially 
available in US 
9/10/2019

10/01/2020 Continue 
because 3-
year 
anniversary 
date 
(9/10/2022) 
will occur in 
the second 
half of FY 
2022

(85 FR 
58729 
through 
58732)

$1,275.75 XW03366,
XW04366 or 
XW0DX66

9 ZERBAXA® 06/03/2019 10/01/2020 Continue 
because 3-
year 
anniversary 
date 
(6/3/2022) 
will occur in 
the second 
half of FY 
2022

(85 FR 
58732 
through 
58733)

$1,836.98 XW03396 or
XW04396

10 Azedra® 05/21/2019 10/01/2019 Continue 
because 3-
year 
anniversary 
date 
(5/21/2022) 
will occur in 
the second 
half of FY 
2022

(84 FR 
42194 
through 
42201) 
and (85 
FR 58615 
through 
58733)

$98,150 XW033S5 and 
XW043S5

b.  Extension of New Technology Add-On Payments 

Section 1886(d)(5)(K)(ii)(II) of the Act provides for the collection of data with respect to 

the costs of a new medical service or technology described in subclause (I) for a period of not 

less than 2 years and not more than 3 years beginning on the date on which an inpatient hospital 

code is issued with respect to the service or technology. As explained in the FY 2005 IPPS final 

rule (69 FR 49002), the intent of section 1886(d)(5)(K) of the Act and regulations under 



§ 412.87(b)(2) is to pay for new medical services and technologies for the first 2 to 3 years that a 

product comes on the market, during the period when the costs of the new technology are not yet 

fully reflected in the DRG weights.  Generally, we use FDA, marketing authorization (for 

example, approval of an NDA) as the indicator of the time when a technology begins to become 

available on the market and data reflecting the costs of the technology begin to become available 

for recalibration of the DRGs.  The costs of the new medical service or technology, once paid for 

by Medicare for this 2-year to 3-year period, are accounted for in the MedPAR data that are used 

to recalibrate the DRG weights on an annual basis.  Therefore, we limit the add-on payment 

window for those technologies that have passed this 2-to 3-year timeframe. 

As discussed in the FY 2006 IPPS final rule (70 FR 47349) and subsequent years, we do 

not believe that case volume is a relevant consideration for making the determination as to 

whether a product is ‘‘new.’’  Consistent with the statute, a technology no longer qualifies as 

‘‘new’’ once it is more than 2 to 3 years old, irrespective of how frequently it has been used in 

the Medicare population. Therefore, if a product is more than 2 to 3 years old, we have 

historically considered its costs to be included in the MS–DRG relative weights whether its use 

in the Medicare population has been frequent or infrequent. 

However, in light of the unique circumstances for FY 2022 ratesetting, for which we 

proposed to use the FY 2019 MedPAR claims data where we ordinarily would have used the FY 

2020 MedPAR claims data for purposes of developing the FY 2022 relative weights, for the 

reasons discussed in section I.F. of the preamble of the proposed rule and this final rule, we 

stated in the proposed rule that we believe it may be appropriate to make a one-time exception to 

this long-standing policy for all technologies approved for new technology add-on payments for 

FY 2021, but for which the add-on payments would otherwise be discontinued beginning in FY 

2022 because the technologies would no longer be considered new. 

As discussed in section I.F. of the preamble of the proposed rule and this final rule, 

ordinarily, the best available MedPAR data for ratesetting would be the most recent MedPAR 



file that contains claims from discharges for the fiscal year that is 2 years prior to the fiscal year 

that is the subject of the rulemaking.  For FY 2022 ratesetting, under ordinary circumstances, the 

best available data would be the FY 2020 MedPAR file.  As discussed in section I.F. of the 

preamble of the proposed rule and this final rule, the FY 2020 MedPAR claims file contains data 

significantly impacted by the COVID-19 PHE, primarily in that the utilization of inpatient 

services was generally markedly different for certain types of services in FY 2020 than would 

have been expected in the absence of the PHE.  Accordingly, we questioned whether the FY 

2020 MedPAR claims file is the best available data to use for the FY 2022 ratesetting.

In our discussion in section I.F. of the preamble of the proposed rule and this final rule, 

we highlighted two factors we considered in assessing which data sources would represent the 

best available data to use in the FY 2022 ratesetting.  The first factor is whether the FY 2019 

data, which is from before the COVID-19 PHE, or the FY 2020 data, which includes the 

COVID-19 PHE time period, is a better overall approximation of the FY 2022 inpatient 

experience.  After analyzing this issue, for the reasons discussed in section I.F. of the preamble 

of the proposed rule and this final rule, we stated in the proposed rule that we believe for 

purposes of the proposed rule that FY 2019 data are generally a better overall approximation of 

FY 2022.  The second factor is to what extent the decision to use the FY 2019 or FY 2020 data 

differentially impacts the FY 2022 IPPS ratesetting.  As discussed more fully in section I.F. of 

the preamble of the proposed rule and this final rule, after analyzing this issue, we determined 

that the decision does differentially impact the overall FY 2022 IPPS ratesetting.  For example, 

we determined that the effect of the FY 2022 MS-DRG relative weights is more limited if the FY 

2019-based weights are used rather than the FY 2020-based weights, should the FY 2022 

inpatient experience not match the assumption used to calculate the MS-DRG relative weights.

Based on our analyses, we proposed to use FY 2019 data for the FY 2022 ratesetting for 

circumstances where the FY 2020 data is significantly impacted by the COVID-19 PHE. We 

stated in the proposed rule that because we believe the FY 2020 MedPAR claims data is 



significantly impacted by the COVID-19 PHE, we were proposing to use the FY 2019 MedPAR 

claims data for purposes where we ordinarily would have used the FY 2020 MedPAR claims 

data, including for purposes of developing the FY 2022 relative weights. We referred the reader 

to section I.F. of the preamble of the proposed rule for a further discussion on our analysis of the 

best available data for FY 2022 ratesetting. We refer the reader to section I.F. of the preamble of 

this final rule for a discussion of our finalized policy on the use the FY 2019 data for the FY 

2022 ratesetting.

As discussed previously, in general, we extend new technology add-on payments for an 

additional year only if the 3-year anniversary date of the product’s entry onto the U.S. market 

occurs in the latter half of the upcoming fiscal year. We stated in the proposed rule that because 

we were proposing to use FY 2019 MedPAR data instead of FY 2020 MedPAR data for the FY 

2022 IPPS ratesetting, the costs for a new technology for which the 3-year anniversary date of 

the product’s entry onto the U.S. market occurs prior to the latter half of the upcoming fiscal year 

(FY 2022) may not be fully reflected in the MedPAR data used to recalibrate the MS-DRG 

relative weights for FY 2022. Therefore, in light of our proposal to use FY 2019 data instead of 

FY 2020 data to develop the FY 2022 relative weights, we stated that we believe it would be 

appropriate to allow for a 1-year extension of new technology add-on payments for those 

technologies for which the new technology add-on payment would otherwise be discontinued 

beginning with FY 2022.  Accordingly, we proposed to use our authority under section 

1886(d)(5)(I) of the Act to provide for a 1-year extension of new technology add-on payments 

for FY 2022 for those technologies listed in the table presented in section II.F of the proposed 

rule (86 FR 25213).  We noted that if we were to finalize our alternative approach of using the 

same FY 2020 data that we would ordinarily use for purposes of FY 2022 ratesetting, including 

development of the FY 2022 relative weights, as discussed in section I.F. of the preamble of the 

proposed rule and this final rule, we would also finalize to discontinue the new technology add-



on payments for these expiring technologies beginning in FY 2022, consistent with our historic 

policies. 

We noted that the table in the proposed rule also presented the newness start date, new 

technology add-on payment start date, relevant final rule citations from prior fiscal years, 

proposed maximum add-on payment amount, and coding assignments for these technologies.  

We referred readers to the final rules cited in the table for a complete discussion of the new 

technology add-on payment application, coding and payment amount for these technologies, 

including the applicable indications and discussion of the newness start date.

We invited public comment on our proposal to use our authority under section 

1886(d)(5)(I) of the Act to provide for a 1-year extension of new technology add-on payments 

for FY 2022 for those technologies for which the new technology add-on payment would 

otherwise be discontinued beginning with FY 2022.

We also noted with regard to ContaCT, which is a technology sold on a subscription 

basis, we continued to welcome comments from the public as to the appropriate method to 

determine a cost per case for technologies sold on a subscription basis, including comments on 

whether the cost per case should be estimated based on subscriber hospital data as described 

previously, and if so, whether the cost analysis should be updated based on the most recent 

subscriber data for each year for which the technology may be eligible for the new technology 

add-on payment. 

We summarize in this section the comments we received regarding our proposal to 

provide for a 1-year extension of new technology add-on payments for FY 2022 for those 

technologies listed in the table in the proposed rule for which the new technology add-on 

payment would otherwise be discontinued beginning with FY 2022.

Comment:  Commenters overwhelmingly supported our proposal to use FY 2019 data 

instead of FY 2020 data to develop the FY 2022 relative weights and allow for a one-year 



extension of new technology add-on payments for those technologies for which the new 

technology add-on payment would otherwise be discontinued beginning with FY 2022.

Response:  We appreciate the commenters’ support.   

Comment:  We received a public comment from the applicants for NUZYRA® and 

IMFINZI® supporting our proposal to extend new technology add-on payments and requesting 

an additional extension for add-on payments through FY 2023. The applicant for IMFINZI® 

stated that CMS should evaluate the impact of the COVID 19 PHE on FY 2021 MedPAR claims 

data to determine if FY 2019 data should also be utilized in lieu of FY 2021 data for FY 2023 

rate-setting. The applicant for NUZYRA® asserted that this extension would align with CMS’ 

analysis and acknowledgement in the proposed rule that claims data from FY 2020 may not be 

appropriate to use in determining prospective hospital payment in the future due to the 

extenuating circumstances surrounding the COVID public health crisis.  

Response:  We thank the commenters for their comments.  As noted, we proposed a one-

year extension of new technology add-on payments for those technologies for which the new 

technology add-on payment would otherwise be discontinued beginning with FY 2022 because 

of our proposal to use FY 2019 data instead of FY 2020 data to develop the FY 2022 relative 

weights. We refer the reader to the discussion in section I.F. of the preamble of this final rule for 

a discussion of our finalized policy on the use the FY 2019 data for the FY 2022 ratesetting.

Comment:  A commenter stated that effective May 5, 2021, the new Wholesale 

Acquisition Cost (WAC) for ELZONRIS™ is $28,065.44 and requested that CMS update the 

new technology add-on payment amount accordingly. 

Response:  We appreciate the updated information from the applicant.  Based on this 

updated information and the information regarding dosage in the FY 2020 IPPS/LTCH PPS final 

rule (84 FR 42237), the maximum new technology add-on payment for ELZONRIS™ for FY 

2022 would be $144,116.04, as reflected in the table in this section.



Comment: We received a few comments on our request for comment regarding 

technologies sold on a subscription basis and whether the cost per case should be estimated 

based on subscriber hospital data, and if so, whether the cost analysis should be updated based on 

the most recent subscriber data for each year for which the technology may be eligible for the 

new technology add-on payment. Commenters agreed that in determining the cost per case for 

technologies seeking new technology add-on payment that utilize a subscription model, we 

should limit our analysis to subscriber hospitals and update the cost analysis on an annual basis. 

A commenter noted that alternative methodologies involving estimating the number of patients 

who would be eligible to receive treatment utilizing a technology sold on a subscription basis 

would be likely to result in a payment amount that does not adequately reflect the estimated 

average cost of such service or technology as required by the statute . The commenter believes 

that given the direct impact of utilization changes on cost per case when using a subscription 

model, it is reasonable for CMS to annually update the payment amount using the most recent 

subscriber utilization data.

Response:  We thank commenters for their comments and will take the comments into 

consideration in future rulemaking where applicable. CMS will continue to consider the issues 

pertaining to technologies sold on a subscription basis relative to the calculation of the cost per 

unit of these technologies including the merits of calculating the cost per case across all IPPS 

hospitals versus limiting the cost per case analysis to current users and whether the cost analysis 

should be updated based on the most recent subscriber data for each year for which the 

technology may be eligible for the new technology add-on payment, as we gain more experience 

in this area. 

However, for FY 2022, we believe the cost per case from the ContaCT applicant’s 

original cost analysis is still appropriate to be used. Specifically, updated data from FY 2020 

may be affected by the COVID-19 PHE as noted in our discussion in section I.A. where we 

finalize our policy to use the FY 2019 MedPAR data instead of the FY 2020 data. The applicant 



estimated that the average cost of ContaCT to the hospital is $1,600 based on customer data (85 

FR 58630). Based on this information, the maximum new technology add-on payment for a case 

involving the use of ContaCT continues to be $1,040 for FY 2022. 

As previously noted, we are finalizing our proposal to use FY 2019 data instead of FY 

2020 data to develop the FY 2022 relative weights, as discussed in section I.F of the preamble of 

this final rule.  For the reasons discussed previously, in light of this final policy, and after 

consideration of the public comments received, we are finalizing our proposal to use our 

authority under section 1886(d)(5)(I) of the Act to allow for a 1-year extension of new 

technology add-on payments for FY 2022 for the technologies listed in the proposed rule (except 

for Azedra® which is discussed above) and in the following table in this section of this final rule 

for which the new technology add-on payment would otherwise be discontinued beginning with 

FY 2022.  As we discussed previously, because of the unique circumstances associated with 

ratesetting for FY 2022, we believe it is appropriate to make a one-time exception to our long-

standing policy for all technologies approved for new technology add-on payments for FY 2021, 

but for which the add-on payments would otherwise be discontinued beginning in FY 2022 

because the technologies would no longer be considered new.

The following table lists the technologies for which we are finalizing this 1-year 

extension of new technology add-on payments for FY 2022, including the newness start date, 

new technology add-on payment start date, relevant final rule citations from prior fiscal years, 

maximum add-on payment amount, and coding assignments.  We refer readers to the cited final 

rules in the following table for a complete discussion of the new technology add-on payment 

application, coding and payment amount for these technologies, including the applicable 

indications and discussion of the newness start date.



One Year Extension for Technologies for which New Technology Add-on Payment Would Otherwise Be Discontinued in FY 2022

Technology
FDA/Newness 

Start Date
NTAP Start 

Date
NTAP Status for FY 

2022
Previous Final 
Rule Citations

Maximum 
NTAP Amount 

for FY 2022

Coding Used to 
Identify Cases 

Eligible for 
NTAP

1 Cablivi® 02/06/2019 10/01/2019 One year extension; 
3-year anniversary 
date (2/6/2022) will 
occur prior to the 
second half of FY 
2022

(84 FR 42201 
through 42208) 
and (85 FR 
58615)

$33,215 XW013W5, 
XW033W5 and 
XW043W5

2 Elzonris™ 12/21/2018 10/01/2019 One year extension;3-
year anniversary date 
(12/21/2021) will 
occur prior to the 
second half of FY 
2022

(84 FR 42231 
through 42237) 
and (85 FR 
58615 through 
58616)

$144,116.04 XW033Q5 and 
XW043Q5

3 AndexXa™ 05/03/2018 10/01/2018 One year extension; 
3-year anniversary 
date (5/3/2021) will 
occur prior to the 
second half of FY 
2022

(83 FR 41355 
through 41362),  
(84 FR 42193 
through 42194) 
and (85 FR 
58614 through 
58615)

$18,281.25 XW03372 or 
XW04372

4 Spravato® 3/5/2019 10/01/2019 One year extension; 
3-year anniversary 
date (3/5/2022) will 
occur prior to the 
second half of FY 
2022

(84 FR 42247 
through 42256) 
and (85 FR 
58616 through 
58617)

$1,014.79 XW097M5

5 Zemdri® 6/25/2018 10/01/2018 One year extension; 
3-year anniversary 
date (6/25/2021) will 
occur prior to the 
second half of FY 
2022

(83 FR 41326 
through 41334), 
(84 FR 42190 
through 42191) 
and 85 FR 
58613)

$4,083.75 XW033G4 and 
XW04G4

6 T2 Bacteria® Panel 05/24/2018 10/01/2019 One year extension; 
3-year anniversary 
date (5/24/2021) will 
occur prior to the 
second half of FY 
2022

(84 FR 42278 
through 42288) 
and (85 FR 
58618)

$97.50 XXE5XM5

7 ContaCT 02/13/2018 
(commercially 
available 
10/01/2018)

10/01/2020 One year extension; 
3-year anniversary 
date (10/1/2021) will 
occur prior to the 
second half of FY 
2022

(85 FR 58625 
through 58636)

$1,040 4A03X5D

8 Eluvia™ Drug-
Eluting Vascular 
Stent System 

09/18/2018
commercially 
available in US 
10/04/2018

10/01/2020 One-year extension; 
3-year anniversary 
date (10/04/2021) will 
occur prior to the 
second half of FY 
2022

(85 FR 58645 
through 58636)

$3,646.50 X27H385, 
X27H395, 
X27H3B5,
X27H3C5, 
X27J385, 
X27J395,
X27J3B5,  
X27J3C5, 
X27K385,
X27K395, 
X27K3B5, 
X27K3C5, 
X27L385, 
X27L395, 
X27L3B5,
X27L3C5

9 Hemospray®  05/07/2018 
(commercially 
available 
07/01/2018)

10/01/2020 One-year extension; 
3-year anniversary 
date (07/01/2021) will 
occur prior to the 
second half of FY 
2022

(85 FR 58665 
through 58672)

$1,625 XW0G886 and 
XW0H886



One Year Extension for Technologies for which New Technology Add-on Payment Would Otherwise Be Discontinued in FY 2022

Technology
FDA/Newness 

Start Date
NTAP Start 

Date
NTAP Status for FY 

2022
Previous Final 
Rule Citations

Maximum 
NTAP Amount 

for FY 2022

Coding Used to 
Identify Cases 

Eligible for 
NTAP

10 IMFINZI®/
TECENTRIQ® 

Imfinzi: 
03/27/2020; 
Tecentriq: 
03/18/2019
Newness date is 
3/18/2019 for 
both

10/01/2020 One-year extension; 
3-year anniversary 
date (03/18/2022) will 
occur prior to the 
second half of FY 
2022

(85 FR 58672 
through 58684)

$6,875.90 Imfinzi XW03336 
or XW04336
Tecentriq 
XW033D6 or 
XW043D6

11 NUZYRA® 10/02/2018 
(commercially 
available 
02/01/2019)

10/01/2020 One-year extension; 
3-year anniversary 
date (0(2/01/2022) 
will occur prior to the 
second half of FY 
2022

(85 FR 58725 
through 58727)

$1,552.50 XW033B6 or 
XW043B6

12 SpineJack® System 08/30/2018 
(commercially 
available 
10/11/2018)

10/01/2020 One-year extension; 
3-year anniversary 
date (10/11/2021) will 
occur prior to the 
second half of FY 
2022

(85 FR 58689 
through 58701)

$3,654.72 XNU0356 and 
XNU4356

13 Xospata® 11/28/2018 10/01/2019 One-year extension; 
3-year anniversary 
date (11/28/2021) will 
occur prior to the 
second half of FY 
2022

(84 FR 42256 
through 42260) 
and (85 FR 
58617)

$7,312.50 XW0DXV5


