
CMS’s CY 2020 ESRD PPS, AKI, and QIP Final Rule
A report prepared for the members of NRAA 

The Centers for Medicare and Medicaid Services (CMS) released its final rule (CMS-1713-F) and 

corresponding fact sheet on October 31, 2019 covering the: 

I. CY 2020 End-Stage Renal Disease (ESRD) Prospective Payment System (PPS);

II. CY 2020 update to payment rate for renal dialysis services provided to beneficiaries with acute

kidney injury (AKI) in ESRD facilities;

III. Quality Incentive Program (QIP) for payment years (PYs) 2022 and 2023;

IV. Request for Information on the Technical Expert Panel on Improving the Reporting of Composite

Rate Costs under the ESRD PPS;

V. Request for Information on the ESRD PPS Wage Index.

The final rule addresses certain key policy priorities for NRAA, including: 

• Making the Standardized Transfusion Ratio (STrR) measure a reporting – rather than clinical –

measure following measure validity concerns raised by stakeholders including the NRAA;

• Establishing a new pathway to incentivize the development of innovative renal dialysis equipment

and supplies by providing for separate payment for such items for 2 years; and

• Describing public comment in response to the agency’s Request for Information on the findings of

the December 2018 ESRD PPS Technical Expert Panel (TEP) convened by CMS concerning data

collection on composite rate costs for purposes of potential future refinement to the ESRD

prospective payment system.

Below provides a detailed summary of policies in the final rule. 

https://s3.amazonaws.com/public-inspection.federalregister.gov/2019-24063.pdf
https://www.cms.gov/newsroom/fact-sheets/cy2020-end-stage-renal-diseasedurable-medical-equipment-final-rule-cms-1713-f
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I. ESRD Prospective Payment System 

CMS finalizes the following policies for the CY 2020 ESRD PPS.   

1. Base Rate of $239.33 

CMS finalizes a base rate of $239.33 for CY 2020 – an increase of $4.06 from the 2019 base rate of 

$235.27.  This amount reflects the productivity-adjusted market basket increase of 1.7 percent and 

application of the wage index budget-neutrality adjustment factor of 1.000244.  The 1.7 percent 

increase for CY 2020 reflects: (1) a projected market basket increase of 2.0 percent; and (2) a multifactor 

productivity reduction to the market basket factor of 0.3 percent.  The finalized update reflects the 

labor-related share of 52.3 percent for ESRD PPS payment, which was finalized in the 2019 ESRD PPS 

final rule.   

Notably, certain commenters requested that CMS establish an ESRD-specific multifactor productivity 

adjustment rather than the more broad adjustment used; in response, CMS encourages the “the kidney 

care community to make available to CMS any research into alternative methods and data sources that 

could be used to estimate ESRD-specific MFP.  Specifically, we would be interested in any information on 

how cost report data submitted to CMS could be utilized to better understand the operating conditions 

facing ESRD facilities.”1 

2. Projected Aggregate Payment Increase of 1.6 Percent in CY 2020 

The agency projects to pay approximately $10.3 billion for ESRD services in CY 2020.  The estimate 

represents an aggregate increase in expenditures of approximately 1.6 percent, or roughly $210 million 

from CY 2019 to CY 2020.  This reflects a $220 million increase from the payment rate update, a $50 

million increase due to updates to the outlier threshold amounts, and a $60 million decrease from the 

finalized change to reimburse calcimimetics at ASP+0 percent rather than ASP+6 percent under the 

Transitional Drug Add-on Payment Adjustment (TDAPA).  The estimate does not reflect estimated 

increases or decreases in expenditures based on the finalized refinement of the TDAPA eligibility criteria, 

conditioning the TDAPA on Average Sales Price (ASP) data availability, or providing the Transitional Add-

on Payment Adjustment for New and Innovative Equipment and Supplies (TPNIES) (all described in detail 

below).  The estimate takes into account a projected increase in Medicare Fee-for-Service (FFS) dialysis 

beneficiary enrollment of 1.4 percent in CY 2020.  CMS projects different average payment increases by 

facility type from 2019 to 2020, including: 

• All facilities: 1.6 percent 

• Freestanding facilities: 1.6 percent 

• Hospital-based: 2.1 percent 

• Independent: 1.7 percent 

• Regional chain: 1.7 percent 

• Large dialysis organizations: 1.6 percent 

 
1 CMS. CMS-1713-F Display Copy, page 203. 

https://s3.amazonaws.com/public-inspection.federalregister.gov/2019-24063.pdf
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• Rural: 1.8 percent 

• Urban: 1.6 percent 

• Less than 4,000 treatments: 1.8 percent 

• 4,000 to 9,999 treatments: 1.7 percent 

• 10,000 or more treatments: 1.6 percent 

• More than 50 percent pediatric patients: 1.8 percent 

 
3. Wage Index 

Current methodology continuing for 2020: The agency finalizes its proposal to apply the same 

methodology currently used in the ESRD PPS geographic wage index payment adjustment for CY 2020 

based on the most recently available data.  CMS will continue the current wage index floor of 0.5000, 

noting that only facilities in Puerto Rico have wage index values that fall below the floor. 

“Corrected” wage index files clarification: A couple of commenters expressed concern that CMS has not 

published information to inform stakeholders about the impact of the updated ESRD wage index values 

following the awareness of the “minor calculation error” in the file used to compute the ESRD PPS wage 

index values.  In response, CMS explains that the wage and hour data for CBSA 31084 inadvertently 

were doubled and commits to full transparency in wage index calculations in the future: 

“We thank the commenter for its comment that we understated the wage adjustment 

amount by 0.84 percent across all calculations.  We note that the minor calculation error was 

that the wage and hour data for CBSA 31084 were inadvertently doubled.  This caused an error 

in the national average hourly wage, which factors into the calculation of all wage index values.  

We have changed the programming logic to correct this error.  In addition, we corrected the 

classification of one provider in North Carolina that was erroneously identified as being in an 

urban CBSA.  We also standardized our procedures for rounding, to ensure consistency.  

We also note that it is not uncommon for the ESRD PPS wage index values to change 

between the proposed and final rules.  In this specific case, the proposed rule correction resulted 

in a wage index budget neutrality adjustment factor that lowered the base rate, but in the time 

between the proposed and final rule with updated wage index data, the wage index budget 

neutrality adjustment factor changed and the ESRD PPS base rate was increased.  We make 

every effort to be fully transparent in our calculations and will continue to do so in the future.”2   

4. Outlier Policy 

CMS finalizes its proposal to continue its current outlier policy for 2020 withholding a projected 1.0 

percent of aggregate ESRD PPS payments for the outlier pool.  CMS finalizes the updates to the fixed-

dollar (FDL) and Medicare Allowable Payment (MAP) amounts for adult and pediatric patients based on 

CY 2018 claims data:    

 
2 Ibid., pages 209 – 210.   
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• Pediatric patients: Based on use of the latest available data, the FDL will decrease from $57.14 in 

2019 to $41.04 in 2020 and the MAP will decrease from $35.18 in 2019 to $32.82 in 2020.  CMS 

projects that 11.35 percent of pediatric patient-months will qualify for outlier payments in CY 2020 

based on 2018 claims data.   

 

• Adult patients: The FDL will decrease from $65.11 in 2019 to $48.33 in 2020 and the MAP will 

decrease from $38.51 in 2019 to $35.78 in 2020.  CMS estimates that 10.38 percent of adult 

patient-months will qualify for outlier payments in CY 2020 based on 2018 claims data. 

1 percent outlier target not achieved in CY 2019 but will continue in CY 2020: Outlier payments 

comprised approximately 0.5 percent of total payments in CY 2018 rather than the targeted goal of 1 

percent.  CMS expects that the recalibration of the outlier thresholds will result in aggregate outlier 

payments close to 1 percent of the target in 2020. 

Clarification that calcimimetic spending is included in the 2020 outlier payment pool – representing no 

change in the existing methodology for calculating the outlier payment pool: In its comments on the 

proposed rule, certain commenters requested clarification and expressed concern about CMS’ reference 

in the proposed rule on the inclusion of calcimimetic spending ($1.2 billion in total spending or $21.15 

per treatment in 2018) in total expenditure amounts for the 2020 ESRD PPS outlier payment pool, 

noting that TDAPA-eligible drugs including calcimimetics are not eligible for outlier payments; in other 

words, the outlier pool reflects all ESRD PPS expenditures (including spending on TDAPA drugs like 

calcimimetics) and not just a 1 percent reduction to the ESRD PPS base rate.  Including calcimimetic 

spending has the effect of significantly increasing the targeted outlier payment pool in 2020.  Certain 

commenters expressed concern that “this will result in CMS withholding an even greater amount of 

dollars from the ESRD PPS that, based on the long history of poor performance in the outlier pool, will 

not be repaid to facilities….[and] that CMS’s proposal is particularly concerning because drugs paid 

through the TDAPA (including calcimimetics) and devices paid through the proposed TPNIES are not 

eligible for the outlier pool.”3 

In response, CMS clarifies that it has made no change in the methodology of the outlier pool calculation, 

as the outlier pools reflects all ESRD PPS expenditures, including the base rate, other composite rate 

items and services not eligible for outlier payments, TDAPA products not eligible for outlier payments, 

and TPNIES products not eligible for outlier payments (beginning 2020).  However, the agency will take 

these concerns into consideration in future rulemaking: 

“Response:  We recognize the confusion by the commenters regarding our discussion of 

calcimimetics and the outlier policy, and we would like to clarify we did not propose any changes 

to the outlier policy methodology in the CY 2020 ESRD PPS proposed rule, nor did we make any 

changes to the methodology when calculating the FDL amounts published in the CY 2020 ESRD 

PPS proposed rule.  The projected total ESRD PPS outlier payment for CY 2020 is 1 percent of the 

sum of ESRD PPS base rate expenditures and TDAPA expenditures.  We acknowledge that 

including the TDAPA expenditures in this calculation results in a larger than expected outlier 

 
3 Ibid., pages 219 – 220.  
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payment compared to a scenario in which these TDAPA expenditures are not included.  However, 

the TDAPA is a part of the ESRD PPS, and expenditures for the TDAPA are ESRD PPS expenditures.  

Because of this, these amounts are used when updating the outlier thresholds.  We also note 

that other renal dialysis items and services, such as composite rate items and services, are not 

eligible outlier services but their expenditures are included in the overall ESRD PPS expenditures 

and are therefore taken into account when calculating the FDL amounts.  We will take these 

concerns into consideration for future rulemaking” (emphasis added).4 

CMS Technical Expert Panel (TEP) will consider future refinements to the outlier pool – including 

potential refinements to current policy of outlier payments serving as the only means to pay for high 

costs of TDAPA and TPNIES products after they lose TDAPA and TPNIES status: Certain commenters 

expressed concern that the current policy of using of the outlier payment pool to pay for the costs of 

TDAPA and TPNIES products after they lose TDAPA and TPNIES status is inconsistent with the intent of 

outlier payments, which are for “unusual variations in the type or amount of medically necessary care.”  

In response to commenters, CMS acknowledges the concern, but states that the TPADA and TPNIES are 

separate payments used to support the uptake of innovative new products, but after the 2-year period 

when they lose eligibility status, they must compete with other products that address the same issues in 

patient care.  That said, CMS expects that the December 2019 TEP will discuss these concerns and that 

the agency will take them into consideration for future rulemaking:  

“Comment:  An LDO expressed concern about extending outlier payment eligibility 

subsequent to applying a TDAPA or TPNIES as the sole payment mechanism for new treatments.  

They noted that CMS has recognized that outlier payments address ‘unusual variations in the 

type or amount of medically necessary care’ related to patient conditions such as frailty, obesity, 

and comorbidities, such as cancer.  The LDO asserted that using the outlier pool in this manner 

goes beyond its intent and design, and will always lead to lower reimbursement relative to the 

TDAPA and TPINES.  The LDO stated that there is no guarantee that a facility would receive any 

payment for the new treatment.  The LDO suggested that an ESRD facility would at best receive 

the equivalent of ASP-20 percent less the sequestration’s impact for a drug or biological product.  

The LDO stated that any relief under this policy would likely be further compromised by the lack 

of outlier payment pool parity.  

Some commenters also suggested that CMS adjust the outlier percentage to more 

accurately represent the percentage of total payments that have been historically paid under the 

outlier policy or otherwise address what appears to be weakness in CMS’ approach.  Finally, they 

recommended that CMS establish a mechanism in the ESRD PPS to return unpaid amounts 

withheld from providers as part of the target percentage when it does not achieve the 1 percent 

outlier policy in a given year.  

Response:  We appreciate the commenters’ concerns regarding the incorporation of 

TDAPA or TPNIES products into the outlier policy after the respective add-on payment 

 
4 Ibid., pages 220 – 221.  
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adjustments end.  As we have stated in the TDAPA and TPNIES sections above, these addon 

payment adjustment are to support the ESRD facilities in the uptake of new and innovative drugs 

and biological products and equipment and supplies.  We believe that once these products 

complete the TDAPA or TPNIES period that they compete in the outlier space.  However, we note 

that the TEP will address the outlier policy as part of its efforts to refine the ESRD PPS.  In 

addition, we will take these concerns into consideration for future rulemaking (emphasis 

added).”5 

 

5. Narrowing of Eligibility for the Transitional Drug Add-On Payment Adjustment (TDAPA) for 

New Renal Dialysis Drugs and Biologics 

In the CY 2020 final rule, CMS finalizes its proposed refinements to the policies it finalized in the CY 2019 

ESRD PPS final rule with respect to the TDAPA, including narrowing the types of products eligible for the 

add-on payment and reducing reimbursement for calcimimetics to ASP+0 percent (from ASP+6 percent).  

The agency also finalizes its proposal to condition TDAPA reimbursement on the availability of ASP data 

to incentivize manufacturers to submit such data in a timely fashion. 

Overview of current TDAPA process: Per statute, CMS established TDAPA to: (1) determine when a drug 

is no longer an oral-only drug; and (2) include injectable and intravenous drugs into the ESRD PPS 

bundle.  If CMS grants TDAPA to the product, it is eligible for separate payment at a rate of Average 

Sales Price (ASP) plus 6 percent.  In the 2019 ESRD PPS final rule, CMS finalized a number of policy 

refinements to the TDAPA process in the 2019 ESRD PPS final rule that will become effective January 1, 

2020, namely:  

• All new renal dialysis drugs and biologics – including generics and biosimilars – became eligible for 

TDAPA.   

• All TDAPA-eligible products will receive reimbursement of ASP+0 percent – except for 

calcimimetics, which continued to receive reimbursement at ASP+6 percent. 

• All TDAPA-eligible products will receive separate TDAPA payments for two years only and 

following conclusion of TDAPA will be eligible for outlier payments. 

• CMS will not make a permanent adjustment to the ESRD PPS base rate for TDAPA products that 

fall into the existing ESRD PPS “functional categories.” 

• CMS potentially will modify the ESRD PPS base rate for TDAPA products that do not fall into the 

existing ESRD PPS “functional categories” if appropriate. 

Rationale: Commenters on the 2019 proposed rule expressed both support and opposition to the 

TDAPA policy changes and, since publication of the final rule, have continued to raise concerns about 

the policy to CMS.  MedPAC suggested, for example, that the TDAPA should only be granted to new 

drugs that are more effective than existing drugs – and not all new drugs just because they are new.  

Other commenters suggested that CMS narrow the eligibility to those renal dialysis treatment that 

 
5 Ibid., pages 221 – 222. 
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demonstrate superiority over existing products in the existing ESRD PPS “functional categories.”  

Additional commenters recommended that CMS not apply TDAPA to generics and biosimilars, indicating 

that these products are not innovative and that the TDAPA rationale of giving the community time for 

uptake is not necessary for these products.  After further consideration of concerns raised by 

commenters – and also determining that Medicare paid approximately $1.2 billion in TDAPA 

reimbursements in CY 2018 for the two calcimimetic products used by 25 percent of the ESRD 

population – CMS proposed to narrow the types of products eligible for TDAPA in the 2020 ESRD PPS 

proposed rule. 

Narrowed TDAPA eligibility for products that are innovative and new – not just new – modeled on the 

FDA New Drug Application (NDA) classification system: In response to the concerns outlined above, 

CMS finalizes its proposal to narrow the types of products eligible for TDAPA, effective January 1, 2020 

to those that are “new and innovative” – not just “new” as was finalized in the 2019 ESRD PPS final rule.  

CMS finalizes its proposal to use the Food and Drug Administration (FDA)’s New Drug Application (NDA) 

classification system to guide the policy.  Essentially, FDA’s NDA classification system distinguishes 

amongst applications for products that are truly new and innovative versus those that represent 

applications for slight modifications to existing products, such as new dosage formulations or routes of 

administration.  CMS finalized the policy despite opposition from certain commenters like MedPAC who 

viewed the FDA classification system as not a sufficiently high standard and that TDAPA eligibility only 

should be granted to products that demonstrate meaningful effectiveness over existing therapies, as 

well as on the other side from certain drug manufacturers who stated that the policy will discourage 

innovation in drug development in the ESRD space.  Table 1 shows the proposed TDAPA eligibility by 

FDA NDA classification type, inclusive of CMS’s reasoning for deeming certain products eligible or 

ineligible for TDAPA going forward. 

Table 1: Finalized TDAPA Product Eligibility by FDA NDA Classification Type 

Classification Meaning Eligible for TDAPA 

Type 1 

New molecular entity: NME is an active 
ingredient that contains no active moiety 
that has previously been approved by 
FDA 

Yes: NMEs fall under the category of novel 
drugs, meaning they have not been previously 
studied and require manufacturers to conduct 
all safety and efficacy studies. 

Type 2 

New active ingredient: Product has an 
active moiety previously approved by 
FDA, but whose particular ester, salt, or 
noncovalent derivative of the 
unmodified parent molecule has not 
been approved by FDA or marketed in 
the U.S. either alone or as part of a 
combination product 

Yes: CMS explains Type 2 drugs cover a single 
enantiomer active ingredient for which a 
racemic mixture containing that enantiomer 
has been approved by FDA.  Single enantiomer 
drugs can lead to fewer drug interactions in 
the ESRD population, which already has a 
significant medication burden. 
 

Type 3 

New dosage form: Change in pill size, pill 
scoring, oral solutions and suspensions 
of drugs that were previously approved 
only as solid oral dosage forms, time-
release forms, chewable, or effervescent 

No: CMS believes these products are not 
innovative and also does not want to 
incentivize the use of one dosage form of a 
drug over another or encourage “product 
hopping” where brand drug makers can 
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Classification Meaning Eligible for TDAPA 
pills, orally disintegrating granules or 
adsorptive changes, or routes of 
administration 

effectively extend product monopolies by 
encouraging patients to switch to the slightly 
reformulated new dosage form of their 
original brand products. 

Type 4 
New combination: New drug-drug 
combination of two or more active 
ingredients 

Yes: If at least one of the products is a Type 1 
or Type 2 NDA (see above descriptions).   
 

Type 5 

New formulation or other differences to 
make product line extensions: 
Variations on existing products or new 
modifications of an existing molecular 
entity that: (1) include the same active 
ingredient (either alone or in 
combination with other active 
ingredients) as the original product; (2) is 
manufactured by the same drug 
company that makes the original 
product, or by one of its partners or 
subsidiaries; and (3) is launched after the 
original product.  Brand drug makers use 
this strategy to maintain market share 
for their brand products long after their 
original brand product was approved. 

No: CMS explains that reformulations and line 
extensions are not truly innovative and 
therefore do not warrant TDAPA eligibility. 

Type 7 

Previously marketed but without an 
approved New Drug Application (NDA): 
Includes products that were approved 
before FDA safety and efficacy 
requirements introduced in 1962 and 
others 

No: CMS cites the example of calcium 
gluconate, for which FDA received a Type 7 
application in 2017.  The product is already in 
the ESRD Consolidated Billing List and is not 
new and innovative in the treatment of ESRD. 

Type 8 

Prescription to Over-the-Counter (OTC): 
Drug that was previously prescription-
only, but different dosing regimen, 
strength, dosage form, etc. allows it to be 
OTC and requires FDA approval 

No: Medicare does not provide coverage of 
OTC drugs. 

Type 9 

New indication or claim, drug not to be 
marketed under Type 9 NDA after 
approval: Currently reviewed under a 
different NDA (a “parent” NDA) and 
generally submitted as separate NDA to 
be in compliance with FDA guidance for 
industry 

Yes: This is for a new clinical indication, which 
indicates a new approach to ESRD treatment. 

Type 2/3 
Type 2, New active ingredient, and Type 
3, New dosage form 

No: See explanation in Type 3 above 

Type 3/4 
Type 3, New dosage form, and Type 4, 
New combination 

No: See explanation in Type 3 above 
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Classification Meaning Eligible for TDAPA 

Type 5/2 
Type 5, New formulation or other 
differences, and Type 2, New active 
ingredient 

No: See explanation in Type 5 above 

Type 9, when 
“parent” NDA 
is a Type 3, 5, 
7, 8 

Type 9, a “parent” NDA is generally 
submitted as a separate NDA to be in 
compliance with FDA coupled with 
Types, 3, 5, 7, and 8 

No: See explanation in Types 3, 5, 7, and 8 
above 

Type 10 

New indication or claim, drug to be 
marketed under Type 10 after approval: 
Application for a drug product that is a 
duplicate of a drug product that is 
subject of either a pending or approved 
NDA and applicant intends to market 
product under separate Type 10 after 
approval typically for a new indication or 
claim. 

Yes: CMS believes the drug would provide 
better pharmacologic care for ESRD 
beneficiaries and could provide savings in 
terms of time-to-market and research and 
development. 

 

CMS and FDA joint work on the classification system: CMS acknowledges in the final rule that the FDA 

classification system is not subject to public notice, input, or comment and that FDA can make changes 

to the system at any time.  CMS will review any future changes to the classification system once they 

become publicly available and analyze their implications for the TDAPA policy under the ESRD PPS.  CMS 

will propose any refinements to the policy as necessary based on this analysis in future rulemaking.  

Moreover, CMS states: 

“We have been conferring with FDA regarding new and innovative renal dialysis products, and 

intend continue to work with FDA in the future to discuss NDA Types as they pertain to new renal 

dialysis drugs and biological products.  It is our understanding that FDA will meet with drug 

manufacturers for discussions regarding the NDA Types that may be considered for their 

applications.”6 

Generic drugs NOT eligible for TDAPA: CMS finalizes its proposal to exclude generic drugs from TDAPA 

eligibility. CMS had initially deemed generics eligible for TDAPA in the 2019 ESRD PPS final rule because 

it thought increased generic competition would lower prices for beneficiaries and the Medicare 

program, but determined generics are not sufficiently innovative to merit TDAPA reimbursement.   

Biosimilars and interchangeable biologic products remain eligible for TDAPA – but CMS will monitor 

for pricing reductions and could make policy revisions in the future: The agency finalizes its proposal to 

continue TDAPA eligibility for biosimilar and interchangeable biologic products because it wants to 

support the overall sector, even though the products in and of themselves may not be innovative.  

However, CMS intends to monitor this decision, noting that recent research has suggested that 

 
6 Ibid., page 78. 
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biosimilars have not necessarily resulted in pricing reductions and may make revisions to this policy in 

future rulemaking as it continues to analyze their costs in the ESRD PPS. 

“We believe that a categorical exclusion from TDAPA eligibility for all biological products that are 

biosimilar to or interchangeable with a reference biological product, would disadvantage this 

sector of biological products in a space where we are trying to support technological innovation.  

While the products themselves may not be innovative, CMS believes the technology used to 

develop the products is sufficiently new and innovative to warrant TDAPA payment at this time.  

However, unlike NDAs submitted pursuant to sections 505(b)(1) or 505(b)(2) of the FD&C Act, we 

do not have a categorical system to use as a proxy for assistance in determining which types of 

applications would meet the intent of the TDAPA policy.  Therefore, we are finalizing our 

proposal to continue to allow all biosimilar to or interchangeable with a reference biological 

products to remain eligible for the TDAPA instead of proposing to exclude all of them.  

However, as noted in the CY 2020 ESRD PPS proposed rule, we are aware that there are 

similar concerns about providing the TDAPA for these products that there are with generics, that 

increased drug class competition for biosimilar biological products did not translate into pricing 

reductions, and there was a market failure contributing to the rising costs of prescription drugs 

with the increases borne solely by Medicare.  Therefore, we will monitor future costs of 

biosimilar biological products as they pertain to renal dialysis, the TDAPA, and the ESRD PPS, and 

we may revisit the recommendation to exclude biosimilar biological products from TDAPA 

eligibility in future rulemaking” (emphasis added).7 

Future rulemaking to refine TDAPA eligibility process: CMS expects to continue making policy 

refinements to TDAPA in future rulemaking, stating:  

“We appreciate the support and noted in our CY 2020 ESRD PPS proposed rule (84 FR 38346) that 

we would remain open to future refinements of the TDAPA eligibility requirements.  Specifically, 

we said that based on our past experience and our expectation of detailed analysis of future 

drug product utilization, pricing and payment, CMS anticipates proposing further refinements to 

the TDAPA policy through notice and comment rulemaking in the future.”8 

6. Calcimimetic TDAPA Reimbursement of ASP+0 Percent  

Calcimimetics continue to receive TDAPA, but reimbursement set at ASP+0 percent rather than ASP+6 

percent: CMS states that Medicare spent approximately $1.2 billion on calcimimetics for roughly 25 

percent of the ESRD population in 2018.  CMS explains: “we have provided the TDAPA for calcimimetics 

for 2-full years, and we believe that is sufficient time for ESRD facilities to address any administrative 

complexities and overhead costs that may have arisen with regard to furnishing the calcimimetics.”9  As 

such, CMS finalizes its proposal to grant TDAPA eligibility for an additional third year – but at a reduced 

 
7 Ibid., pages 88 – 89.  
8 Ibid., page 87. 
9 Ibid., page 97. 
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reimbursement rate of ASP+0 percent, consistent with reimbursement for other TDAPA-eligible 

products.   

In response to commenters including the NRAA that ASP+0 percent does not adequately cover a 

facility’s administrative and overhead costs for calcimimetic administration, the agency explains that 

ASP+0 is a “reasonable” reimbursement rate because: (1) the ESRD PPS base rate already includes 

administration and overhead costs for drugs; and (2) there is no “reasonable” consensus as to why the 

+6 percent add-on amount is necessary: 

“Response:  As noted previously, we continue to believe that ASP+0 is a reasonable basis for 

payment for the TDAPA for new renal dialysis drugs and biological products that fall within an 

existing functional category because there are already dollars in the per treatment base rate for 

a new drug’s respective category.  We further believe ASP+0 is a reasonable basis for payment 

for the TDAPA for new renal dialysis drugs and biological products that do not fall within the 

existing functional category because the ESRD PPS base rate has dollars built in for 

administrative complexities and overhead costs for drugs and biological products….   

Comment:  Several commenters stated that CMS has indicated in previous rules that the ESRD 

PPS base rate does not include administrative costs associated with dispensing oral drugs. 

Response:  As we discussed in the CY 2019 ESRD PPS final rule (83 FR 56944 through 56946), with 

regard to the concerns that ASP+0 will not cover the administrative costs associated with 

bringing a new drug or biological product as a therapeutic option in a facility, we pointed out 

that under the current ESRD PPS, new renal dialysis drugs that are considered to be in a 

functional category would not receive any additional payment.  Payment for these drugs has 

been included in the ESRD PPS bundled payment amount since the inception of the ESRD PPS.  

There is no clear reason for the 6 percent add-on, and, as MedPAC discussed in its June 2015 

report, there is no consensus among stakeholders on the purpose of the 6 percent add-on.  We 

further explained that we believe moving from pricing methodologies available under section 

1847A of the Act, (which includes ASP+6) to ASP+0 for all new renal dialysis drugs and biological 

products regardless of whether they fall within an ESRD PPS functional category strikes a balance 

between the increase to Medicare expenditures (subsequently increasing beneficiary co-

insurance) and stakeholder concerns discussed in section II.B.1.e of the CY 2019 ESRD PPS final 

rule.  We note that since January 1, 2018, ESRD facilities have been receiving the TDAPA for 

calcimimetics at ASP+6 as part of the ESRD PPS payment amount.  We continue to believe that 2 

full years of paying the TDAPA at ASP+6 is sufficient time for ESRD facilities to address any 

administrative complexities and overhead costs that may have arisen with regard to furnishing 

the calcimimetics (emphasis added).”10 

CMS will monitor drug utilization at the beneficiary and facility level closely for any concerns about 

beneficiary access to medically necessary therapy: Certain commenters, including NRAA, raised 

concerns that inadequate reimbursement for calcimimetics could pose challenges for facilities to 

 
10 Ibid., pages 106 – 107. 
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provide these therapies to beneficiaries who need them, as well as steer physicians to not prescribe 

them for certain patients.  In response, CMS clarifies it does not intend to interfere in the physician 

decision-making process as to appropriate treatment for ESRD beneficiaries and will monitor drug 

utilization at the beneficiary and facility level closely: 

“Regarding the concern that reducing the basis of TDAPA payment to ASP+0 for calcimimetics 

will steer ESRD facilities toward not providing the drug, or toward providing an alternative form 

of the drug, we believe that physicians and their patients should make the decision together on 

the appropriate form of the drug for treatment.  It is not our intent to interfere with that decision 

making process.  As the number of drugs within each functional group increases and market 

share competition from the manufacturers is a factor, we anticipate easier access, more choices 

in care and lower prices.  We acknowledge that payment policies may have unintended 

consequences as identified by the commenters, however, it is our expectation that ESRD facilities 

will follow the physician’s plan of care for the patient and we will closely monitor drug utilization 

at the beneficiary and facility level for these types of issues (emphasis added).”11 

CMS acknowledges that small facilities face challenges in paying for calcimimetics, but states the 

TDAPA is not intended to serve as a separate drug payment: In response to comments from the NRAA 

and potentially others, CMS recognizes that small providers have difficulty in paying for calcimimetics, 

but that it continues to believe that ASP+0 percent is a reasonable basis for reimbursement for these 

products because dollars already exist in the ESRD PPS base rate to account for these costs: 

“Response:  We understand the concerns expressed by the commenters about ASP, and the 

difficulties that may be encountered by small dialysis centers unable to negotiate the lower drug 

prices attributed to volume, and inaccessibility to supply chain discounts.  The purpose of the 

TDAPA policy is not to offset business losses or to enhance business profits.  The TDAPA is an 

add-on payment adjustment under the ESRD PPS, and is not intended to be a mechanism to 

make separate payment for Part B drugs.  Section 1842(o) of the Act, which specifies payment 

for drugs included in a physician’s or supplier’s bill that are not paid on a cost or prospective 

payment basis as otherwise provided under Part B provides for payment using the 

methodologies under section 1847A of the Act….With regard to the importance of the six percent 

addon, we continue to believe ASP+0 is a reasonable basis for payment for the TDAPA for new 

renal dialysis drugs and biological products that fall within an existing functional category 

because there are already dollars in the per treatment base rate for a new drug's respective 

category” (emphasis added).12 

Potential future refinements to the ESRD PPS base rate to account for calcimimetics after TDAPA ends, 

but with CMS emphasis that it is not required to and may not do so: CMS indicates it potentially could 

revise the ESRD PPS base rate at the end of the TDAPA for calcimimetics in the final rule.  Specifically, 

the agency states that it recognizes that changing reimbursement for calcimimetics from ASP+6 percent 

 
11 Ibid., pages 105 – 106.  
12 Ibid., pages 103 – 104.  



13 
 

to ASP+0 percent in the final year of TDAPA reimbursement will “complicate” the data used to 

determine whether a modification to the base rate is warranted: 

“With respect to the concern that reducing the basis of payment to ASP+0 for calcimimetics will 

complicate the data we will use when considering whether to modify the base rate at the end of 

the TDAPA period, we are currently evaluating potential methodologies for this purpose.  There 

are a number options being discussed as a result of stakeholder input and at the time we 

undergo rulemaking, we will analyze the data available and input received from stakeholders 

when developing our proposal to incorporate these products into the ESRD PPS base rate 

(emphasis added).”13     

However, CMS continues to maintain that it does not believe it is appropriate to add dollars to the ESRD 

PPS base rate for new renal dialysis drugs that fall within the existing ESRD PPS “functional categories” 

after they lose TDAPA status because the purpose of a bundled payment is not simply to add new dollars 

to the payment when new therapies become available, but to create incentives for cost control: 

“As we stated in the CY 2019 ESRD PPS final rule (84 FR 56935), we do not believe it 

would be appropriate to add dollars to the ESRD PPS base rate for new renal dialysis drugs and 

biological products that fall within existing functional categories and that doing so would be in 

conflict with the fundamental principles of a PPS.  Under a PPS, Medicare makes payments based 

on a predetermined, fixed amount that reflects the average patient, and the facility retains the 

profit or suffers a loss resulting from the difference between the payment rate and the facility’s 

cost, which creates an incentive for cost control.  It is not the intent of a PPS to add dollars to the 

base rate whenever something new is made available.  Additionally, the statute does not require 

that we add dollars to the ESRD PPS base rate when a new item is available.  As we explained in 

that rule, the intent of the TDAPA for new renal dialysis drugs and biological products that fall 

within an ESRD PPS functional category is to provide a transition period for the unique 

circumstances experienced by ESRD facilities and to allow time for the uptake of the new drug.      

Through the legal levers available to us, we strive to not only support innovation and 

competition for new renal dialysis drugs and biological products that fall within an ESRD PPS 

functional category, but also to align resource use with payment, while simultaneously balancing 

that payment with prudent spending of Medicare dollars.  Medicare spending on prescription 

drugs continues to grow at rates far in excess of inflation, which poses challenges for both CMS 

and for providers seeking to give patients innovative therapies that can improve health 

outcomes and quality of life but at a cost that both patients and providers can afford (emphasis 

added).”14 

NRAA recommended separate identification and coding of TDAPA products in cost reports, claims and 

Explanation of Benefits (EOB) forms: In response to NRAA’s suggestion that CMS implement changes to 

Medicare cost reports, claims and EOB forms for purposes of transparency and tracking TDAPA 

 
13 Ibid., page 106. 
14 Ibid., pages 93 – 94.  
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products, CMS clarifies that it has recently revised in Change Request 10065,35 that contractors capture 

the payment amount directly related to TDAPA and make the information available in the CMS Provider 

Statistical & Reimbursement Report: 

 “Comment: A professional association suggested that CMS implement changes to Medicare cost 

reports, claims, and EOB forms to allow for separate identification, coding, and reimbursement 

of the TDAPA-eligible products so that providers and CMS can more easily track use of and 

spending on these therapies.  The professional association stated that currently, many facilities 

do not have a clear understanding of how much reimbursement they receive specifically for each 

calcimimetic claim because the Medicare EOBs do not separate out calcimimetic reimbursement.  

To remedy this, the professional association recommended that Medicare EOBs should reflect 

separately all procedures, pharmaceutical products, laboratory tests, etc. so that these items are 

able to receive separate reimbursement and able to be appropriately tracked and reported on 

CMS Provider Statistical & Reimbursement Reports and facility cost reports.  

Responses:  We appreciate the commenter’s suggestion for transparency of payment directly 

related to the TDAPA.  While this add-on payment adjustment is one component of the ESRD PPS 

payment amount as described in the newly revised § 413.230, in Change Request 10065,35 we 

included instruction for the contractors to capture the payment amount directly related to the 

TDAPA and make this information available in reports.  Therefore the CMS Provider Statistical & 

Reimbursement Report is capturing this value (emphasis added).”15 

7. TDAPA Reimbursement Conditioned on ASP Data Availability 

Rationale: Under the policy finalized in CY 2019, Medicare reimburses for TDAPA-eligible products at 

ASP+0 percent, but at Wholesale Acquisition Cost (WAC)+0 percent if ASP is not available, and the 

manufacturer’s invoice if WAC is not available.  WAC generally is considered the product’s list price and 

does not include any rebates, discounts, or other reductions and therefore is typically higher than a 

product’s ASP, which includes such pricing reductions.  CMS is concerned that incentives may exist for 

manufacturers to not submit ASP data have their products reimbursed at the higher WAC rates, noting 

that nothing in statute explicitly requires manufacturers to submit ASP data and that MedPAC has made 

an explicit recommendation to require manufacturers to submit such information and that Medicare 

spent $1.2 billion on calcimimetics in 2018.  The agency noted that Medicare spending on calcimimetics 

was based on WAC for two quarters and that there were delays in submission of ASP data for one of the 

products – although reimbursement for both is now based on ASP.   

Finalized policy to condition TDAPA on availability of ASP data: To address concerns about spending on 

calcimimetics, manufacturers not reporting ASP data, and the TDAPA policy incentivizing manufacturers 

to not submit ASP data, CMS finalizes its proposal to condition TDAPA reimbursement on receipt a full 

calendar quarter of ASP data within 30 days of the last calendar quarter.  CMS notes it is not finalizing 

any changes to the ASP reporting process as part of this finalized change.  The agency states: 

 
15 Ibid., page 228. 
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“As we explained in the CY 2020 ESRD PPS proposed rule (84 FR 38349), we are concerned about 

(1) increases to Medicare expenditures due to the TDAPA for calcimimetics; (2) drug 

manufacturers not reporting ASP data for products eligible for TDAPA; and (3) our TDAPA policy 

potentially incentivizing drug manufacturers to withhold ASP data from CMS. We believe 

conditioning the TDAPA on the availability of ASP data is appropriate and necessary to address 

these concerns and ensure that we are basing the amount of the TDAPA on the best data 

available to address these concerns, and not overpaying through WAC or invoice pricing 

(emphasis added).” 16   

CMS expects ESRD facilities will pressure drug manufacturers to submit ASP data: Commenters 

including NRAA stated that whether or not a drug manufacturer submits ASP data is entirely out of the 

control of an ESRD facility and, thus, Medicare should not remove TDAPA reimbursement for facilities 

providing these drugs to patients.  In response, CMS clarifies it believes ESRD facilities have the ability to 

influence drug makers to submit ASP data so that facilities do not lose TDAPA reimbursement: 

“In addition, we do not believe that this policy is unfair because we believe that ESRD facilities 

have the ability to influence drug manufacturers to submit ASP data due to the manufacturers’ 

desire to have market share.  With more choices available through the ESRD PPS functional 

categories, drug manufacturers may want to retain or capture more market share with their 

products as competition increases.  ESRD facilities are able to have discussions with drug 

manufacturers as to whether they reported the ASP into CMS and, if not, when they plan to do 

so” (emphasis added).17 

Clarification that the policy applies to individual products ONLY and that the policy takes effect 

January 1, 2020 for calcimimetics receiving TDAPA currently: CMS clarifies that the intent of the policy 

to condition TDAPA reimbursement on drug manufacturer data submission applies on an individual 

product by product basis 

“Comment:  A drug manufacturer and an LDO stated that we should only apply this policy on an 

individual basis, that is, if a drug is multi-source, meaning available from a brand-name drug 

manufacturer and also from other manufacturers, we should not penalize all manufacturers of 

the drug if one manufacturer fails to submit ASP data…. 

First, we would like to reassure the commenters that the intent of our proposal was to apply this 

policy on an individual product basis. That is, under the revisions to § 413.234(c), we would 

condition the TDAPA for an individual renal dialysis drug or biological product on the availability 

of ASP data for that product.  We would not condition the TDAPA for an individual drug or 

biological product on the availability of ASP data from all manufacturers of that drug or 

biological product.  For example, if drug X is manufactured by manufacturer A and manufacturer 

B and manufacturer A does not make ASP data available to CMS but manufacturer B does, we 

would not apply the ASP conditional policy to manufacturer B’s drug.  That is, the ESRD facility 

 
16 Ibid., page 121. 
17 Ibid., page 121. 
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would not receive the TDAPA when reporting on ESRD facility claims drug X from manufacturer A 

(emphasis added).”18  

Policy does not apply retroactively to calcimimetics already receiving TDAPA and takes effect January 

1, 2020: CMS explains that the policy applies to the current products that receive TDAPA – calcimimetics 

– but that that the policy will become effective January 1, 2020 and not apply retroactively.  Therefore, 

CMS will no longer apply TDAPA for products that it does not receive ASP data beginning no later than 2-

calendar quarters after CMS determines that the latest full calendar quarter of ASP data is not available. 

“With regard to whether the ASP conditional policy will apply to payments made on or after January 

1, 2020 or to ASP data reported in 2020, we note that this policy would become effective January 1, 

2020.  Therefore, for a renal dialysis drug or biological product for which we are currently paying the 

TDAPA and for which ASP data is currently being reported, beginning January 1, 2020, if CMS does 

not receive the latest full calendar quarter of ASP data for the product, CMS will no longer apply the 

TDAPA beginning no later than 2-calendar quarters after CMS determines that the latest full 

calendar quarter of ASP data is not available.” 19  

8. Establishment of the Transitional Add-on Payment Adjustment for New and Innovative 

Equipment and Supplies (TPNIES) 

Overview of finalized policy: CMS finalizes its proposal to establish a new pathway for separate 

reimbursement of innovative new renal dialysis equipment and supplies called the Transitional Add-on 

Payment Adjustment for New and Innovative Equipment and Supplies, or TPNIES, effective January 1, 

2020.  CMS finalizes the proposal to model the process for awarding the TPNIES after the Inpatient 

Hospital Prospective Payment System (IPPS) New-Technology Add-on Payment (NTAP) by applying the 

Substantial Clinical Improvement (SCI) criteria required for NTAP eligibility for TPNIES eligibility.  

Qualifying products will receive TPNIES reimbursement for 2 years and after that time will be eligible for 

outlier payments.  Medicare Administrative Contractors (MACs) will determine pricing amounts on 

behalf of CMS using an invoice-based pricing methodology and Medicare will reimburse facilities for 

TPNIES products at 65 percent of the MAC-determined price.  CMS will not add dollars to the ESRD PPS 

base rate for TPNIES equipment and supplies because the agency maintains that the base rate already 

includes the cost of equipment and supplies used to furnish dialysis treatment. 

Eligibility requirements: CMS finalizes its proposal that renal dialysis equipment and supplies eligible for 

the TPNIES must:  

1. Have marketing authorization by FDA on or after January 1, 2020; 

2. Be innovative, meaning that they meet the IPPS NTAP Substantial Clinical Improvement criteria; 

3. Be commercially available; 

4. Have a HCPCS application submitted in accordance with the official Level II HCPCS coding 

procedures;  

5. Have been designated by CMS as a renal dialysis service; and  

 
18 Ibid., page 122. 
19 Ibid., page 122. 
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6. Not be capital-related assets that a facility has an economic interest in through ownership 

(regardless of the manner in which they were acquired). 

Finalized policy to use IPPS NTAP Substantial Clinical Improvement criteria for TPNIES eligibility 

determinations: Under the IPPS, CMS awards the New Technology Add-on Payment as a temporary 

payment adjustment to help hospitals with the additional high costs associated with a new technology 

not reflected in the prospectively determined payments in the Medicare Severity Diagnosis Related 

Groups (MS-DRG). The NTAP is available for at least two, but no more than three, years and Medicare 

pays 65 percent of the costs of the technology in excess of the full MS-DRG payment.  A technology 

eligible for the NTAP must meet the Substantial Clinical Improvement criteria, or SCI.CMS finalizes its 

proposal to invoke the IPPS SCI criteria when making TPNIES eligibility determinations.  The agency 

clarifies how it intends to specifically apply the SCI criteria to renal dialysis equipment and supplies when 

making TPNIES determinations: 

“A new renal dialysis equipment or supply represents an advance that substantially 

improves, relative to renal dialysis services previously available, the diagnosis or treatment of 

Medicare beneficiaries.  First, and most importantly, the totality of the circumstances is considered 

when making a determination that a new renal dialysis equipment or supply represents an advance 

that substantially improves, relative to renal dialysis services previously available, the diagnosis or 

treatment of Medicare beneficiaries.   

Second, a determination that a new renal dialysis equipment or supply represents an advance 

that substantially improves, relative to renal dialysis services previously available, the diagnosis or 

treatment of Medicare beneficiaries means:   

• The new renal dialysis equipment or supply offers a treatment option for a patient population 

unresponsive to, or ineligible for, currently available treatments; or   

• The new renal dialysis equipment or supply offers the ability to diagnose a medical condition in 

a patient population where that medical condition is currently undetectable, or offers the ability 

to diagnose a medical condition earlier in a patient population than allowed by currently 

available methods, and there must also be evidence that use of the new renal dialysis service 

to make a diagnosis affects the management of the patient; or   

• The use of the new renal dialysis equipment or supply significantly improves clinical outcomes 

relative to renal dialysis services previously available as demonstrated by one or more of the 

following: A reduction in at least one clinically significant adverse event, including a reduction 

in mortality or a clinically significant complication; a decreased rate of at least one subsequent 

diagnostic or therapeutic intervention; a decreased number of future hospitalizations or 

physician visits; a more rapid beneficial resolution of the disease process treatment including, 

but not limited to, a reduced length of stay or recovery time; an improvement in one or more 

activities of daily living; an improved quality of life; or, a demonstrated greater medication 

adherence or compliance; or,   

• The totality of the circumstances otherwise demonstrates that the new renal dialysis equipment 

or supply substantially improves, relative to renal dialysis services previously available, the 

diagnosis or treatment of Medicare beneficiaries.   

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcuteInpatientPPS/newtech.html
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Third, evidence from the following published or unpublished information sources from within the 

U.S. or elsewhere may be sufficient to establish that a new renal dialysis equipment or supply 

represents an advance that substantially improves, relative to renal dialysis services previously 

available, the diagnosis or treatment of Medicare beneficiaries: Clinical trials, peer reviewed journal 

articles; study results; meta-analyses; consensus statements; white papers; patient surveys; case 

studies; reports; systematic literature reviews; letters from major healthcare associations; editorials 

and letters to the editor; and public comments.  Other appropriate information sources may be 

considered.   

Fourth, the medical condition diagnosed or treated by the new renal dialysis equipment or supply 

may have a low prevalence among Medicare beneficiaries.   

Fifth, the new renal dialysis equipment or supply may represent an advance that substantially 

improves, relative to services or technologies previously available, the diagnosis or treatment of a 

subpopulation of patients with the medical condition diagnosed or treated by the new renal dialysis 

equipment or supply (emphasis added).”20   

In the future, however, CMS intends to consider whether it should establish any ESRD-specific criteria 

for purposes of TPNIES determinations – including potentially criteria that incorporate patient 

preference: 

“since renal dialysis services are routinely furnished to hospital inpatients and outpatients, we 

believe the same SCI criteria should be used to assess whether a new renal dialysis equipment or 

supply warrants additional payment under the ESRD PPS.  We intend to study in the future how 

patient preference information could be used to inform SCI determinations under the ESRD PPS 

to determine if we should establish any criteria that are specific to the ESRD PPS.  In the interim, 

since TPNIES applications will be described in the annual ESRD PPS proposed rules, we urge ESRD 

patients and patient advocacy organizations to provide the patient perspective on the TPNIES 

applications in comments on the proposed rule (emphasis added).”21 

CMS process for TPNIES eligibility determinations: CMS outlined the process by which it will award 

TPNIES eligibility to renal dialysis equipment and supplies.  The agency will convene a workgroup 

comprised of CMS medical and other staff, a nephrologist, and other subject matter experts to review 

studies and public comments on the TPNIES applications: 

“We intend to establish a workgroup of CMS medical and other staff to review the studies and 

papers submitted as part of the TPNIES application, the public comments we receive, and the 

FDA marketing authorization and HCPCS application information and assess the extent to which 

the product provides SCI over current technologies.  Our intent is to obtain input from a 

 
20 Ibid., pages 160 – 162. 
21 Ibid., page 163. 
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nephrologist along with other subject matter experts throughout our decision making process for 

determining TPNIES eligibility.”22 

No TPNIES eligibility for capital-related assets: CMS finalizes its proposal to not apply the TPNIES to 

capital-related assets because the cost of these items is captured in cost reports, depreciates over time, 

and are generally used for multiple patients.”23 Examples of capital-related assets cited in the rule 

include dialysis machines, water purification systems and systems designed to clean dialysis filters for 

reuse.   

In response to multiple commenters including NRAA that capital-related assets can represent 

meaningful improvements in patient quality of care and quality of life – particularly with respect to 

dialysis machines and peritoneal dialysis cyclers – CMS says that tit does not have enough information at 

this time on the current use of the various financial and leasing arrangements for these items to 

determine whether TPNIES eligibility would be appropriate.  However, it intends to assess these issues 

for future consideration of potential policy revisions in this area and discussion with the CMS Technical 

Expert Panel (TEP) it intends to convene in December 2019: 

“While we acknowledge that significant innovation and technology improvement is occurring 

with dialysis machines and peritoneal dialysis cyclers, as well as innovation in the efficiency and 

effectiveness of water systems, at this time we do not have enough information regarding 

current usage of the various financial and leasing arrangements, such as those involving capital-

leases for depreciable assets versus operating leases recorded as operating expenses.  In 

addition, methodological issues regarding depreciation need to be assessed in order to 

determine whether TPNIES eligibility for these items would be appropriate.  We need to further 

study the specifics of the various business arrangements for equipment related to renal dialysis 

services.  This would include items that are: (1) purchased in their entirety and owned as capital-

related assets; (2) assets that are acquired through a capital- lease arrangement; (3) equipment 

obtained through a finance lease and recorded as an asset per the Financial Accounting 

Standards Board (FASB) guidance on leases (Topic 842) effective for fiscal years beginning after 

December 15, 2018,31 or (4) equipment obtained through an operating lease and recorded as an 

operating expense.  In addition to the variety of business arrangements, there are unknown 

issues relating to ownership of the item and who retains title, which flows into the equipment’s 

maintenance expenses for capital-related assets.  Further, there is the question of the definition 

of single use versus multiple use for equipment used for renal dialysis services.  For example, 

capital-related assets used in-center and in the home may be used by multiple patients over their 

useful lifetime.  Specifically, equipment classified as capital-related assets may be refurbished 

and used by another patient.  At this time, we are unable to adequately assess the eligibility of 

these items for the TPNIES.  We intend to gather additional information about how ESRD 

facilities obtain their capital-related equipment in future meetings with the TEP. 

 
22 Ibid., page 162. 
23 Ibid., page 150. 
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With regard to capital-lease equipment for home dialysis, we note that historically we have 

always supported patient choice with regard to dialysis modality and we support the 

Administration’s initiatives for home dialysis.  However, we did not intend for capital-lease assets 

to be eligible for the TPNIES at this time.  We note that regulations at § 413.130(b)(1) 

“Introduction to capital-related costs,” specifies that leases and rentals are includable in capital 

related costs if they relate to the use of assets that would be depreciable if the provider owned 

them outright.  In the future, we will be closely examining the treatment of capital-related assets 

under Medicare, including our regulations at § 412.302 regarding capital costs in inpatient 

hospitals and § 413.130, as they relate to accounting for capital-related assets, including capital 

lease and the newly implemented guidance for finance lease arrangements, to determine if 

similar policies would be appropriate under the ESRD PPS (emphasis added).”24 

Invoice-based pricing established by Medicare Administrative Contractors (MACs) on behalf of CMS: 

CMS explains that it is not aware of any pricing compendia or specific methodology (such as WAC or ASP 

used for drug reimbursement) for dialysis supplies and equipment that potentially could be eligible for 

the TPNIES and therefore finalizes its proposal that Medicare Administrative Contractors, or MACs, 

establish prices on behalf of the agency for TPNIES-eligible products. The MACs will use an invoice-based 

pricing methodology reflecting facility charges for equipment and supplies, as well as other discounts.  

CMS will consider establishing a national price for individual items through notice-and-comment 

rulemaking in the future.  The agency explains: 

“With regard to the comments that we rely solely on the manufacturer’s estimated cost to the 

facility and public comments to establish a national payment amount for a TPNIES equipment or 

supply, we are requesting that manufacturers estimate the cost of the equipment or supply to 

the facility on a per treatment basis in the application.  However, while we believe this 

information from the manufacturer is one factor in the MAC price determination process, we do 

not believe it would be appropriate to set a national price based solely on that information.  As 

we explained in the CY 2020 ESRD PPS proposed rule (84 FR 38355), the MAC-determined price 

would be established using verifiable information from the following sources of information, if 

available: the invoice amount, facility charges for the item, discounts, allowances, and rebates; 

the price established for the item by other MACs and the sources of information used to establish 

that price; payment amounts determined by other payers and the information used to establish 

those payment amounts; and charges and payment amounts, required for other equipment and 

supplies that may be comparable or otherwise relevant.  We did not propose to establish a 

national price because we do not have historical cost data and we are only in the initial phases of 

developing a process to evaluate cost criteria.  However, we will consider this idea for future 

rulemaking (emphasis added).”25 

Medicare reimbursement equal to 65 percent of MAC-determined price: CMS finalizes its proposal that 

Medicare will pay facilities 65 percent of the MAC-determined price for TPNIES equipment and supplies.  

 
24 Ibid., pages 150 – 151.  
25 Ibid., page 184. 
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The amount aligns with the IPPS NTAP reimbursement amount of 65 percent of technology costs.  In 

response to a commenter stating that facilities may not be able to provide TPNIES-eligible equipment 

and supplies due to potentially inadequate reimbursement, CMS states it intends to collect monitoring 

data to assess behavior trend that can be used to inform future policymaking: 

“We are concerned about the comment stating that ESRD facilities will choose to not adopt new and 

innovative equipment and supplies.  We do not agree with these commenters because we believe 

that innovative products that are competitively priced and that add value will be able to be 

successfully marketed and that ESRD facilities will want to use them.  In addition, since we collect 

monitoring data, we will be aware of utilization and behavior trends and will be able to use this data 

to inform future policies.”26 

TPNIES eligibility for 2 years only and eligibility for outlier payments after that period: Like the TDAPA, 

CMS finalizes its proposal that dialysis supplies and equipment awarded the TPNIES will be eligible for 

add-on payments for 2 years only and, after such time, will be eligible for outlier payments.  The agency 

believes the 2-year timeframe is sufficient for provider and patient uptake:  

“We continue to believe providing the TPNIES for 2 years is appropriate for new and innovative 

products and that a longer timeframe to establish the product’s uptake is not necessary, 

particularly since the ESRD PPS base rate includes money for these products.  We are not 

expanding the duration of the TPNIES period because we believe that 2 years strikes the 

appropriate balance of supporting innovation while protecting the Medicare expenditures.  We 

note that the TPNIES period begins on January 1, the effective date of the annual ESRD PPS final 

rule in which we announce our determinations with regard to TPNIES applications, and ends on 

December 3l, that is, 2 years later (emphasis added).”27 

No added dollars to ESRD PPS base rate for TPNIES products: Similar to the TDAPA, CMS finalizes its 

proposal to not add new dollars to the ESRD PPS base rate for products that receive the TPNIES after 

completion of the TPNIES period.  The agency explains that the intent of the TPNIES is to allow for a 

transition period to enable uptake of innovative renal dialysis equipment and supplies.  Since the base 

rate includes the costs of such items already, CMS believes no additional dollars should be added to 

account for products that receive the TPNIES.  The agency explains: 

“As we explained in the CY 2020 ESRD PPS proposed rule, sections 1881(b)(14)(A)(i) and 

1881(b)(14)(B) of the Act specify the renal dialysis services that must be included in the ESRD PPS 

bundled payment, which includes items and services that were part of the composite rate for 

renal dialysis services as of December 31, 2010.  When implementing the ESRD PPS for CY 2011, 

we used the composite rate payments made under Part B in 2007 for dialysis in computing the 

ESRD PPS base rate (75 FR 49075).  Therefore, we believe the ESRD PPS base rate currently 

reflects the renal dialysis equipment and supplies that will be eligible for TPNIES. 

 
26 Ibid., page 179. 
27 Ibid., page 181. 
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Moreover, as we have explained with respect to the TDAPA for drugs already reflected in 

the ESRD PPS functional categories, we believe adding dollars to the ESRD PPS base rate for 

items that are already reflected in the ESRD PPS base would be inappropriate and would be in 

conflict with the fundamental principles of a PPS.  Under a PPS, Medicare makes payments based 

on a predetermined, fixed amount that reflects the average patient, and the facility retains the 

profit or suffers a loss resulting from the difference between the payment rate and the facility’s 

cost, which creates an incentive for cost control.  It is not the intent of a PPS to add dollars to the 

base rate whenever something new is made available.  Additionally, the statute does not require 

that we add dollars to the ESRD PPS base rate when a new item is available (emphasis added).”28 

Process for manufacturer submission of TPNIES application: CMS finalizes its proposal that 

manufacturers use a process modeled after the IPPS NTAP process to request TPNIES, which will include 

notice-and-comment rulemaking.  To receive the TPNIES, the manufacturer must submit an application 

to CMS by no later than February 1 for the upcoming payment year, so, for example, CMS must receive 

an application by February 1, 2021 for eligibility beginning CY 2022.  CMS further clarifies in the final rule 

that manufacturers must have submitted an application to FDA for marketing authorization by February 

1, but FDA approval need not occur until September 1 of that same year for TPNIES eligibility on January 

1 of the following year.  CMS intends to develop an electronic TPNIES application over the coming year. 

9. Discontinuation of ESA Monitoring Policy (EMP) 

Background: CMS established the ESA Monitoring Policy in 2011 to protect again high dosing of ESAs 

following safety issues associated with doses above the FDA-approved labeling amounts.  

Discontinuation of EMP: CMS finalizes its proposal to discontinue the ESA monitoring policy, effective 

January 1, 2020.  The agency believes that the bundled payment has removed incentives for 

overutilization of ESAs.  As such, to reduce provider burden, CMS will no longer require facilities to 

report the EMP-related modifiers and MACs would no longer apply dosing limits or reduction edits.  The 

edits will no longer be applied to calculation of outlier eligibility or be reflected in outlier payments.   

Continued monitoring of ESA utilization – particularly for any future drugs eligible for the TDAPA: 

MedPAC opposed CMS’s proposal to discontinue the ESA monitoring policy, stating that the TDAPA 

“may promote excessive provision of renal dialysis products” to the extent clinically possible.  In 

response, CMS states it will continue to monitor ESRD facility behaviors and will take action as 

necessary:  

“MedPAC stated that the implementation of the ESRD PPS created incentives for ESRD facilities 

to furnish services more efficiently.  MedPAC stated that under the ESRD PPS, in which all renal 

dialysis drugs and biological products are included in the payment bundle, ESRD facilities have 

been more judicious in providing all drugs, including ESAs.  For example, MedPAC stated that 

between 2010 and 2017, use of all renal dialysis drugs and biological products paid under the 

 
28 Ibid., page 178. 
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ESRD PPS has declined by 12 percent per year.  MedPAC noted that the decline in the use of ESRD 

drugs under the PPS has occurred without any negative effect on clinical outcomes.   

MedPAC stated that by contrast, the TDAPA, which is an add-on payment adjustment for 

nearly all renal dialysis drugs and biological products that FDA approves on or after January 1, 

2020, may promote excess provision of renal dialysis drug products (to the extent clinically 

possible).  MedPAC explained that paying according to the number of units administered gives 

ESRD facilities greater profits from larger doses than smaller doses (as long as Medicare’s 

payment rate exceeds providers’ costs).  MedPAC expressed concern that in addition to increased 

and unnecessary spending for beneficiaries and taxpayers, overuse of drugs can have negative 

clinical consequences.  MedPAC stated that because of the incentive for potential overuse of 

drugs paid under the TDAPA policy, CMS should not discontinue the EMP.   

MedPAC urged CMS to establish a formal monitoring policy for all renal dialysis drugs 

and biological products that are paid under the TDAPA to address their potential for overuse.  

With regard to MedPAC’s concern that renal dialysis drugs and biological products eligible for 

the TDAPA may increase unnecessary spending for beneficiaries and taxpayers, in addition to 

potential negative clinical consequences, we will take these concerns into consideration for 

future monitoring policies.  We believe that with near-real-time claims monitoring we have the 

ability to closely track ESRD facility behaviors and can take action if we see something 

concerning (emphasis added).”29       

  

 
29 Ibid., page 197. 
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II. Acute Kidney Injury 

CMS finalizes the following policy updates for dialysis facilities treating AKI patients in CY 2020.   

1. Payment Rate 

CMS will increase payments for the AKI benefit to $239.33 for CY 2020 – an increase of $4.06 from the 

2019 payment rate of $235.27.  The rate is consistent with statute and current policy that the AKI 

payment rate be the same as the ESRD PPS base rate.  CMS projects an aggregate payment increase of 

1.7 percent to ESRD facilities for AKI patients in 2020 for total payments of approximately $40 million. 

CMS estimates different average payment increases by facility type from 2019 to 2020, including: 

• All facilities: 1.7 percent 

• Freestanding facilities: 1.7 percent 

• Hospital-based: 1.6 percent 

• Independent: 1.7 percent 

• Regional chain: 1.6 percent 

• Large dialysis organizations: 1.7 percent 

• Rural: 1.9 percent 

• Urban: 1.7 percent 

• Less than 4,000 treatments: 1.6 percent 

• 4,000 to 9,999 treatments: 1.7 percent 

• 10,000 or more treatments: 1.7 percent 

• More than 50 percent pediatric patients: -0.1 percent 

2. Geographic Adjustment Factor 

CMS finalizes its proposal to continue current policy of applying the same wage index factor used in the 

ESRD PPS for purposes of application of the geographic adjustment factor to the AKI payment rate. 

3. No Adjustments beyond Geographic Adjustment Factor to the Payment Rate, but CMS 

Continuing to Monitor Treatment Differences between ESRD and AKI Patients 

CMS did not propose and therefore did not adopt any adjustments to the AKI payment rate for CY 2020 

beyond the geographic adjustment factor.  That said, CMS recognizes that the care and treatment for 

patients with AKI is different and distinct from patients with ESRD and thus is in the process of assessing 

AKI patient resource use in concert with a data contractor for future potential payment adjustments – 

focusing especially on dialysis treatment duration, dialysis frequency, drug use, lab tests, treatment 

protocols, and practitioner time to evaluate medical status. 

“We are in the process of evaluating the methodology to be used for determining significant 

differences in resource use with AKI patients in contrast to ESRD patients.  We have met with 

dialysis center physicians affiliated with academic medical centers to discuss differences in care 

requirements for the AKI patient and the ESRD patient.  The stated that they separate their AKI 
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patients from their ESRD patients and monitor their treatment, recovery, or progression to ESRD.  

Along with our in-house medical officers, our data contractor employs 2 nephrologists with 

whom we are consulting on differences in treatment of AKI patients and ESRD patients in order 

to evaluate resource use and a potential AKI adjustment.  Such resource use would include time 

on dialysis machine, frequency of dialysis, drug requirements and lab tests, treatment protocols 

and additional practitioner time to evaluate medical status.  In addition, CMS has an ESRD 

monitoring and evaluation team in the Centers for Clinical Standards and Quality clinical 

monitoring, that regularly discusses the monitoring of ESRD beneficiaries.  We continue to be 

interested in feedback and data from the public regarding AKI patients and we intend to 

continue researching these issues and potentially addressing them through rulemaking and other 

mechanisms in the future” (emphasis added).30    

 
30 Ibid., pages 244 – 245. 
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III. ESRD Quality Incentive Program 

1.  PY 2022 ESRD QIP Measure Set 

Table 2 illustrates the PY 2022 ESRD QIP Measure Set. 

Table 2: PY 2022 ESRD QIP Measure Set 

NQF # Measure Title and Description 

0258 In-Center Hemodialysis Consumer Assessment of Healthcare Providers and Systems 
(ICH CAHPS) Survey Administration, a clinical measure: Measure assesses patients’ self-
reported experience of care through percentage of patient responses to multiple 
testing tools 

2496  Standardized Readmission Ratio (SRR), a clinical measure: Ratio of the number of 
observed unplanned 30-day hospital readmissions to the number of expected 
unplanned 30-day readmissions 

2979 Standardized Transfusion Ratio (STrR), a clinical measure: Risk-adjusted STrR for all 
adult Medicare dialysis patients.  Ratio of number of observed eligible red blood cell 
transfusion events occurring in patients dialyzing at a facility to the number of eligible 
transfusions that would be expected 

N/A (Kt/V) Dialysis Adequacy Comprehensive, a clinical measure: A measure of hemodialysis 
adequacy where K is dialyzer clearance, t is dialysis time, and V is total body water 
volume (Kt/V) Dialysis Adequacy Comprehensive, a clinical measure: Percentage of all 
patient months for patients whose delivered dose of dialysis (either hemodialysis or 
peritoneal dialysis) met the specified threshold during the reporting period 

2977 Hemodialysis Vascular Access: Standardized Fistula Rate clinical measure: Measures the 
use of an AV fistula as the sole means of vascular access as of the last hemodialysis 
treatment session of the month 

2978 Hemodialysis Vascular Access: Long-Term Catheter Rate clinical measure: Measures the 
use of a catheter continuously for 3 months or longer as of the last hemodialysis 
treatment session of the month 

1454 Hypercalcemia, a clinical measure: Proportion of patient-months with 3-month rolling 
average of total uncorrected serum or plasma calcium greater than 10.2 mg/dL 

1463 Standardized Hospitalization Ratio (SHR), a clinical measure: Risk-adjusted SHR of the 
number of observed hospitalizations to the number of expected hospitalizations 

Based on 
NQF 
#0418 

Clinical Depression Screening and Follow-Up, a reporting measure: Facility reports in 
CROWNWeb one of six conditions for each qualifying patient treated during 
performance period 

N/A Ultrafiltration Rate, a reporting measure: Number of months for which a facility reports 
elements required for ultrafiltration rates for each qualifying patient 

Based on 
NQF 
#1460 

NHSN Bloodstream Infection (BSI) in Hemodialysis Patients, a clinical measure: The 
Standardized Infection Ratio (SIR) of BSIs will be calculated among patients receiving 
hemodialysis at outpatient hemodialysis centers 

N/A NHSN Dialysis Event reporting measure: Number of months for which facility reports 
NHSN Dialysis Event data to CDC 

N/A Percentage of Prevalent Patients Waitlisted (PPPW), a clinical measure: Percentage of 
patients at each dialysis facility who were on the kidney or kidney-pancreas transplant 
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NQF # Measure Title and Description 

waitlist averaged across patients prevalent on the last day of each month during the 
performance period 

2988 Medication Reconciliation for Patients Receiving Care at Dialysis Facilities (MedRec), a 
reporting measure: Percentage of patient-months for which medication reconciliation 
was performance and documented by an eligible professional 

 

2. PY 2022 QIP Performance Standards, Achievement Thresholds, and Benchmarks 

CMS finalizes its proposal to continue existing policy of setting the performance standards, achievement 

thresholds, and benchmarks for clinical measures at the 50th, 15th, and 90th percentile, respectively, of 

national performance in CY 2017 for the PY 2021 QIP.  Table 3 shows the estimated values for these 

performance metrics based on the most recent data available. 

Table 3: Finalized Numerical Values for ESRD QIP Clinical Measures Performance Standards 

for the PY 2021 Using the Most Recently Available Data 

Measure 
Achievement 

Threshold 
Benchmark Performance Standard 

Vascular Access Type    

    Standardized Fistula Rate 52.52% 63.76% 76.16% 

    Catheter Rate 18.57% 11.22% 5.07% 

Kt/V Composite 93.10% 97.04% 99.15% 

Hypercalcemia 1.77% 0.58% (0.59%) 0.00% 

Standardized Readmission 
Ratio 

1.268 (1.269) 0.998 0.629 (0.641)* 

NHSN BSI 1.365 0.604 0 

SHR measure 1.248 0.967 (0.976) 0.670 (0.677) 

PPPW 8.12% 16.73% 33.90% 

ICH CAHPS: Nephrologists’ 
Communications and Caring 

54.16% (53.87%) 62.47% 72.11% 

ICH CAHPS: Quality of 
Dialysis Center Care and 
Operations 

54.16% (53.87%) 62.47% 72.11% 

ICH CAHPS: Providing 
Information to Patients 

74.09% 80.48% 87.14% 

ICH CAHPS: Overall Rating of 
Nephrologists 

49.33% (47.92%) 62.22% (60.59%) 76.57% (75.16%) 

ICH CAHPS: Overall Rating of 
Dialysis Center Staff 

49.12% (48.59%) 63.04% (62.99%) 77.49% 

ICH CAHPS: Overall Rating of 
the Dialysis Facility 

53.98% (53.46%)* 68.59% 83.03% 

*If the PY 2022 final numerical value is worse than the PY 2021 finalized value, CMS will substitute the PY 2022 

financial numerical value for the PY 2021 finalized value.  CMS provided the PY 2021 finalized value as a reference 

for clinical measures whose PY 2022 estimated value is worse than the PY 2021 finalized value. 
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Table 4 shows the finalized performance standards for the PY 2022 ESRD QIP Reporting Measures. 

Table 4: Finalized Performance Standards for the PY 2022 ESRD QIP Reporting Measures 

Measure Reporting Frequency Data Elements 

Ultrafiltration 4 data elements are reported 
for every HD Kt/V session 
during the week of the 
monthly Kt/V draw, an Kt/V 
date is reported monthly 

• In-Center Hemodialysis (ICHD) Kt/V Date 

• Post-Dialysis Weight 

• Pre-Dialysis Weight 

• Delivered Minutes of BUN Hemodialysis 

• Number of sessions of dialysis delivered by 
the dialysis unit to the patient in the reporting 
Month 

MedRec Monthly • Date of medication reconciliation 

• Type of eligible professional who completed 
the medication reconciliation – physician, 
nurse, ARNP, PA, pharmacist, or pharmacy 
technician personnel 

• Name of eligible professional 
Clinical 
Depression 
Screening and 
Follow-Up 

1 of 6 conditions reported 
annually 

• Screening for clinical depression is 
documented as being positive and a follow-
up plan is documented 

• Screening for clinical depression 
documented as positive, a follow-up plan is 
not documented, and the facility possesses 
documentation that the patient is not eligible 

• Screening for clinical depression 
documented as positive, the facility 
possesses no documentation of a follow-up 
plan, and no reason is given 

• Screening for clinical depression 
documented as negative and no follow-up 
plan required 

• Screening for clinical depression not 
documented, but the facility possesses 
documentation stating that the patient is not 
eligible 

• Clinical depression screening is not 
documented, and no reason given 

NHSN Dialysis 
Event  

Monthly data reported 
quarterly 

Three types of events reported: 

• IV antimicrobial start; 

• Positive blood culture; and 

• Pus, redness, or increased swelling at the 
vascular access site 

STrR  At least 10 patient-years at risk during the 
performance period 
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Update to the scoring methodology to the NHSN dialysis event reporting measure: Currently, facilities 

must report 12 months of data to NHSN on a quarterly basis to receive a score on the NHSN dialysis 

event reporting measure.  Certain facilities that otherwise would receive a score may be granted an 

Extraordinary Circumstances Exception (ECE), for example, due to hurricanes or flooding that would not 

allow them to report for a certain number of months.  For these cases, CMS finalizes its proposal to 

update the scoring methodology for the NHSN reporting measure to give facilities credit for scoring 

purposes based on the number of months they successfully report data out of the number of months 

they are eligible to report.  Table 5 shows the current methodology and Table 6 shows the new finalized 

methodology. 

Table 5: Current Scoring Distribution for the NHSN Dialysis Event Reporting Measure 

Number of Reporting Months Points Awarded to Facility 

12 months 10 points 

6 – 11 months 2 points 

0 – 5 months 0 points 

 

Table 6: Finalized Scoring Distribution for the NHSN Dialysis Event Report Measure 

Percentage of Eligible Months* Reported Points Awarded to Facility 

100% of eligible patients 10 points 

Less than 100% but no less than 50% of eligible 
months 

2 points 

Less than 50% of eligible patients 0 points 

*CMS defines the term “eligible months” to mean the months in which dialysis facilities are required 
to report dialysis event data at least 11 eligible in-center hemodialysis patients during the 
performance period. 

 

3. Conversion of the Standardized Transfusion Ratio (STr) Clinical Measure to Reporting 

Measure 

STrR measure will be a reporting – not clinical – measure in PY 2022: CMS finalizes its proposal to 

convert the STrR measure to a reporting measure from a clinical measure following concerns raised by 

commenters, including NRAA, about the measure’s validity. CMS describes commenters’ concerns with 

the measure’s validity: 

“Commenters to the CY 2019 ESRD PPS proposed rule raised concerns about the validity 

of the modified STrR measure (NQF #2979) finalized for adoption beginning with PY 2021.  

Commenters specifically stated that due to the new level of coding specificity required under the 

ICD-10-CM/PCS coding system, many hospitals are no longer accurately coding blood 

transfusions.  The commenters further stated that because the STrR measure is calculated using 
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hospital data, the rise of inaccurate blood transfusion coding by hospitals has negatively affected 

the validity of the STrR measure (83 FR 56993 through 56994).”31 

Specifications for STrR Reporting Measure: CMS clarifies the exact specifications for the STrR Reporting 

Measure for the PY 2022 ESRD QIP as follows: 

“for the STrR Reporting measure, facilities with at least 10 patient-years at risk will receive a score of 

10; facilities with fewer than 10 patient-years at risk will not be eligible to receive a score on the STrR 

reporting measure.  Specifically, the calculation of a patient-year at risk excludes the time periods 

when:  

1. Patients are less than 18 years old.   

2. Patients are on ESRD treatment for fewer than 90 days.   

3. Patients are on dialysis at the facility for fewer than 60 days   

4. Time during which patients have a functioning kidney transplant (exclusion begins 3 days prior 

to the date of transplant). 

5. Patients have not been treated by any facility for a year or longer.   

6. Patients with a Medicare claim (Part A inpatient, home health, hospice, and skilled nursing 

facility claims; Part B outpatient and physician supplier) for one of the following conditions in 

the past year:  hemolytic and aplastic anemia, solid-organ cancer (breast, prostate, lung, 

digestive tract and others), lymphoma, carcinoma in situ, coagulation disorders, multiple 

myeloma, myelodysplastic syndrome and myelofibrosis, leukemia, head and neck cancer, 

other cancers (connective tissue, skin, and others), metastatic cancer, or sickle cell anemia.   

7. Patient-months not within two months of a month in which a patient has $900 of Medicare-paid 

dialysis claims or at least one Medicare inpatient claim.   

8. Patients beginning 60 days after they recover renal function or withdraw from dialysis.”32  

Assessment of feasibility of including only Chronic Kidney Disease (CKD) anemia-related transfusions 

in the STrR measure: In response to NRAA’s comment that CMS only include CKD-related anemia 

transfusions in the STrR measure, CMS stated it will assess the feasibility of this recommendation in the 

future: 

“We also thank the commenter for its recommendation to include only patients who receive CKD 

anemia-related transfusions in the STrR clinical measure.  We will assess the feasibility of this 

recommendation during our review of the STrR clinical measure.”33 

CMS submitting STrR clinical measure to the National Quality Forum (NQF) for review and may 

reintroduce to the QIP as a clinical measure in the future: CMS has submitted the STrR measure to the 

NQF for review and states that “information gleaned from the review will be used to help support any 

future policies….If we conclude that the concerns about the STrR clinical measure raised by stakeholders 

 
31 Ibid., page 262. 
32 Ibid., pages 266 – 267.  
33 Ibid., page 267. 
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are not supported by the evidence, we will consider reintroducing the measure or an updated version of 

the measure into the program through the rulemaking process.”34    

No hemoglobin threshold measure as possible alternative to STrR clinical measure: Statute requires 

the ESRD QIP to include a measure on anemia management:  In response to a comment that CMS 

examine the feasibility of a hemoglobin threshold measure, CMS said this had been considered 

previously and not adopted for multiple reasons – in particular the potential clinical risks of 

overtreatment of ESAs: 

 “Several commenters recommended that CMS examine whether a hemoglobin threshold 

measure could be used as possible alternative to the STrR clinical measure in the ESRD QIP to 

satisfy its statutory anemia management measure requirement. Some commenters 

recommended replacing the STrR clinical measure with a measure of hemoglobin less than 10 

g/dL.  The commenters stated that a hemoglobin less than 10 g/dL measure is supported by 

considerable evidence, is most actionable for dialysis providers, and is operationally feasible.  

One commenter stated that hemoglobin is routinely measured, and its elevation is the most 

proximate effect of ESA administration.  

Use of a hemoglobin threshold measure has been previously considered and was not 

implemented based on several concerns….Given the significant concerns about potential clinical 

risks of overtreatment with ESAs, implementation of a hemoglobin threshold could result in 

increased risk of ESA-related complication for the subset of patients above the threshold.  One 

major consequence of under treatment is increased transfusion risk.”35 

4. Update to the Eligibility Requirements for the PY 2022 ESRD QIP 

CMS finalizes its proposal to slightly update the PY 2022 ESRD QIP minimum eligibility requirements for 

scoring to accommodate the finalized modifications to the NSHN dialysis event reporting measure 

described above.  Table 7 below shows the slight update. 

Table 7: Finalized Eligibility Requirements for Scoring on ESRD QIP Measures 

Measure Minimum Data 
Requirements 

CCN open date Small facility adjuster 

Kt/V Comprehensive 
(Clinical) 

11 qualifying patients N/A  11 – 25 qualifying 
patients 

Vascular Access Type: 
Long-term Catheter 
Rate (Clinical) 

11 qualifying patients N/A 11 – 25 qualifying 
patients 

Vascular Access Type: 
Standardized Fistula 
Rate (Clinical) 

11 qualifying patients N/A 11 – 25 qualifying 
patients 

 
34 Ibid., page2 265 – 266 and 271. 
35 Ibid., page 268. 
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Measure Minimum Data 
Requirements 

CCN open date Small facility adjuster 

Hypercalcemia (Clinical 11 qualifying patients N/A 11 – 25 qualifying 
patients 

NHSN BSI (Clinical) 11 qualifying patients Before October 1 prior 
to the performance 
period that applies to 
the program year 

11 – 25 qualifying 
patients 

NHSN Dialysis Event 
(Reporting) 

11 qualifying patients N/A as proposed 11 – 25 qualifying 
patients 

SRR (Clinical) 11 index charges N/A 11 – 41 index charges 

STrR (Clinical) 10 patient-years at risk N/A 10 -21 patient-years at 
risk 

SHR (Clinical)  5 patient-years at risk N/A 5 – 14 patient-years at 
risk 

ICH CAHPS (Clinical)  Facilities with 30 or 
more survey-eligible 
patients during the 
calendar year 
preceding the 
performance period 
must submit survey 
results.  Facilities will 
not receive a score if 
they do not obtain a 
total of at least 30 
completed surveys 
during the 
performance period 

Before October 1 prior 
to the performance 
period that applies to 
the program year 

 

Depression Screening 
and Follow-Up 
(Reporting) 

11 qualifying patients Before April 1 of the 
performance period 
that applies to the 
program year 

N/A 

Ultrafiltration 
(Reporting) 

11 qualifying patients Before April 1 of the 
performance period 
that applies to the 
program year 

N/A 

MedRec (Reporting) 11 qualifying patients Before October 1 prior 
to the performance 
period that applies to 
the program year 

N/A 

PPPW (Clinical) 11 qualifying patients  N/A 11 – 25 qualifying 
patients 

 

5. PY 2022 QIP Finalized Payment Reduction  
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CMS estimates that the ESRD QIP will produce approximately $18 million in Medicare savings in PY 2022 

and that facilities will bear an estimated $229 million in QIP reporting requirements (based on 

previously finalized policies) in PY 2022. Table 8 shows the finalized payment reductions for the PY 2022 

QIP.  Table 9 illustrates the estimated distribution of the payment reductions.  Table 10 shows the 

projected impact of the PY 2022 on various facility types. 

Table 8: Finalized Payment Reduction Scale for PY 2022 Based on the Most Recently Available 

Data 

Total Performance Score Reduction 

100 – 54 0.0% 

53 – 44 0.5% 

43 – 34  1.0% 

33 – 24  1.5% 

23 – 0  2.0% 

 

Table 9: Estimated Distribution of PY 2022 ESRD QIP Payment Reductions 

Payment Reduction Number of Facilities Percent of Facilities 

0.0% 5,293 73.88% 

0.5% 1,339 18.69% 

1.0% 432 6.03% 

1.5% 81 1.13% 

2.0% 19 0.27% 
*223 facilities not scored due to insufficient data 

Table 10: Impact of Proposed ESRD QIP Payment Reductions to ESRD Facilities for PY 2022 

Facility Type 
Payment Reduction (Percent Change in Total 

ESRD Payments) 

All Facilities -0.17% 

Freestanding -0.17% 

Hospital-based -0.23% 

LDO -0.15% 

Small -0.32% 

Rural -0.08% 

Non-Rural Status -0.19% 

Less than 4,000 treatments -0.15% 

4,000 – 9,999 treatments -0.12% 

Over 10,000 treatments -0.20% 

 

6. CROWNWeb and NHSN Data Validation Studies Beginning with the PY 2022 QIP and 

Subsequent Years 
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CROWNWeb data validation: CMS will use the existing methodology for the CROWNWeb data 

validation study for PY 2022 and subsequent years.  Under the methodology, CMS will sample no more 

than 10 records from 300 randomly selected facilities each year and will deduct 10 points from a 

facility’s TPS if the facility was selected for validation but did not submit the requested records. 

NHSN data validation: CMS finalizes its proposal to continue the NHSN data validation study in PY 2022 

and subsequent years and make it a permanent feature of the ESRD QIP.   CMS will sample 300 facilities 

and each facility must submit 20 patient records per quarter for each of the first two quarters of the 

calendar year within 60 days of receiving the request.  Facilities that do not submit records in response 

to the request will receive a 10-point deduction to their TPS.   

7. PY 2023 ESRD QIP 

CMS finalizes its proposal to continue all measures from the PY 2022 QIP in PY 2023 and does not adopt 

any new measures for the PY 2023 QIP.  CMS finalizes its proposal to establish CY 2021 as the 

performance period for the PY 2023 for all measures used to set the achievement thresholds, 

benchmarks, improvement thresholds and performance standards for all measures.  CMS makes no 

changes to its scoring methodology for clinical measures in PY 2023 and finalizes its proposal to continue 

the PY 2022 measure weights and weighting of the measure domains in PY 2023. 

CMS estimates the impact of the PY 2022 ESRD QIP on specific dialysis facility types, including: 

• All facilities: -0.40 percent 

• Freestanding: -0.40 percent 

• Hospital-based: -0.39 percent 

• Independent: -0.69 percent 

• Regional Chain: -0.36 percent 

• Large Dialysis: -0.37 percent 

• Rural: -0.25 percent 

• Urban: -0.43 percent 

• Less than 4,000 treatments: -0.33 percent 

• 4,000 to 9,999 treatments: -0.35 percent 

• Over 10,000 treatments: -0.45 percent  
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IV. RFI on Technical Expert Panel on Improving the Reporting of 

Composite Rate Costs under the ESRD PPS 

CMS contracted with a provider to convene a Technical Expert Panel (TEP) on December 6, 2018 to 

discuss options for improving data collection to identify per treatment composite rate costs and refine 

the ESRD PPS case-mix adjustment model. The agency solicited broad comment on all options proposed 

during the TEP in a Request for Information (RFI) included in the 2020 ESRD PPS proposed rule. 

Comments received from NRAA and other stakeholders will help inform an upcoming December 2019 

TEP CMS will convene with members of the renal community, including some NRAA members, on 

potential future refinement to the ESRD PPS.  Below are excerpts from comments submitted to CMS on 

the RFI.  Additional information on the TEP can be found here. 

1. Refinements to the Components of Composite Rate Costs 

Among other major issues, CMS asked whether the six cost components in the ESRD PPS Composite 

Rate (CR) (capital, administrative, labor, drug, laboratory, and supply) include all aspects of dialysis 

treatment costs covered by Medicare.  In response: 

• Some commenters stated that the CR was an outmoded and unnecessary concept. 

• There was general support including from NRAA for improved reporting of patient-level costs on 

claims and facility-level costs on cost reports. 

• Several commenters objected to the continued use of the two-equation, which uses “different 

bases” and therefore diminishes the accuracy of the model. 

• Commenters including NRAA stated that charges for individual treatments were difficult, if not 

impossible, to capture and doing so would present an undue burden on facilities. 

• Commenters including NRAA explained that charges for items and services are inconsistent and 

vary by treatment, including NRAA’s expression of the difficulty in separating out nurse training 

hours from other hours worked. 

 
2. Patient-Level Factors Contributing to Cost of Care Generally Supported 

CMS solicited comment on how much patient-level factors contribute to costs of care.  The comments 

generally aligned with NRAA’s comments, including: 

• Commenters stated that patient-level adjusters should be based on sound, empirical evidence of 

their contribution to cost of care. 

• General agreement existed that adjusters are appropriate for use of isolation rooms for patients 

with active HBV infection and for patients in their initial months of dialysis treatment. 

• Commenters said cost reports were an inappropriate source from which to derive accurate patient-

level adjusters from aggregated facility-level data. 

• Commenters recommended eliminating or significantly revising the current case-mix adjusters.  In 

particular, commenters challenged the use of age, BMI, and BSA and expressed concern about 

obtaining accurate comorbidity data.  

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/ESRDpayment/Educational_Resources.html
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3. Dialysis Treatment Duration as Proxy for Cost of Care Opposed 

During the December 2018 TEP, the data contractor proposed a paradigm by which to consider select 

changes to cost reporting that would reveal patient-level variation in costs, differentiating costs by those 

which can be attributed to dialysis treatment duration and those unrelated to treatment duration.  

Commenters including NRAA opposed this approach in response to the RFI: 

• Some commenters thought this method would be used inappropriately as a substitute to account 

for factors unrelated to treatment duration that make some patients more expensive to treat. 

• Commenters said this approach would not differentiate costs of care amongst patients because 

there is substantial homogeneity in treatment times across patients. 

• Commenters said many subgroups of patients are challenged to stay on dialysis for long periods of 

time due to physical status or other limitation, leading to more frequent treatment and/or higher 

costs. 

 
4. Refinement to Facility-Level Adjusters 

CMS solicited comment on facility-level drivers of cost, which meet two criteria: (i) they are independent 

of patient-level factors, and (ii) they affect the cost of dialysis treatment.  In response: 

• Commenters including the NRAA agreed that the low-volume and rural adjusters need refinement.  

Some commenters said they were overlapping and others like NRAA said they should be targeted 

to isolated facilities most in need. 

• Commenters including the NRAA agreed that cost reports omit several key cost components and 

that cost reports would benefit from clarification in cost report instructions in a number of areas. 

• Almost all commenters urged inclusion of the ESRD network fee as a revenue reduction in 

Worksheet D of the cost report. 

• Commenters including the NRAA strongly believed that bed debt should be included in the cost 

report. 

• Commenters including the NRAA stated that home dialysis costs have risen significantly in recent 

years, with emphasis that there is limited competition amongst vendors, limited reimbursement for 

training, and costs for highly skilled home dialysis nurses. 

• Some commenters said revenue reductions should be allowed on costs reports from ESRD QIP 

losses and budget sequestration losses. 

 
5. Reporting of Composite Rate Items on the Consolidated Billing List 

CMS solicited comment on challenges in reporting items on claims.  The comments generally aligned 

with NRAA’s responses, including: 

• Commenters including NRAA said that lack of availability of HCPCS codes for oral drugs prevent 

facilities from reporting these claims. 

• Commenters including NRAA also said that if claims are submitted to Medicare Advantage plans 

for these items, the entire claim can be rejected. 
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6. Medicare Advantage and Secondary Payer Billing Problems 

CMS solicited comment on challenges in receiving reimbursement from Medicare Advantage (MA) plans.  

The comments appeared to generally align with NRAA’s comments on this issue, including:   

• Commenters said MA plans and secondary payers will not make separate payment for the 

provision of TDAPA-eligible drugs. 

• Commenters said MA plans reject claims that include more than 13 treatments per month even 

when medically justified for both in-center and home dialysis treatment. 

• Commenters said that MA plans reject claims for dialysis treatments for beneficiaries traveling 

outside of a plan’s network with the unintentional result limiting beneficiaries’ ability to travel. 

• Commenters said MA plans do not make all applicable ESRD PPS payment adjustments such as 

case-mix and dialysis initiation to facilities who care for patients who otherwise would be eligible for 

subject adjustments. 

 
7. Pediatric Dialysis Facilities 

CMS solicited comment on special cost considerations for pediatric dialysis facilities and whether a 

pediatric case mix adjuster is warranted.  Commenter responses generally align with NRAA’s responses, 

including:  

• Commenters cited exceptional costs incurred by pediatric facilities, including the need for 

specialized staff such as behavioral specialists, school liaisons, and child life specialists. 

• Commenters explained that pediatric facilities incur additional expenses from the need to stock a 

broad range of supplies to meet a range of patient sizes. 

• Commenters said that pediatric facilities have additional labor and capital costs. 

• Commenters suggested alternative billing practices for pediatric facilities. 
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V. RFI on the ESRD PPS Wage Index 

CMS solicited comment on potential changes to the ESRD PPS wage index.  In response, commenters 

said: 

• Data lag issues undermine the accuracy of the ESRD PPS wage indices. 

• CMS should equalize wage index rates between hospitals and ESRD providers that utilize the 

hospital wage index by using the post floor, post-reclassification wage index for each CBSA. 

• CMS should not apply any wage index changes associated with the IPPS final rule without 

undergoing notice-and-comment rulemaking in the ESRD PPS proposed rule. 

• Any wage index changes should be considered in connection with any broad potential refinements 

to the ERD PPS (NRAA comment). 

• Small and independent facilities typically have higher labor costs than LDOs (NRAA comment). 

• Rural regions tend to have higher labor costs than non-rural areas due to difficulty in attracting 

labor (NRAA comment). 

• CMS should assess how it has calculated the labor-related share over time using two different 

approaches and the cost implications of both approaches (NRAA comment). 

 




