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KipDNEY CARE

PARTNERS

March 26, 2020

National Quality Forum
1099 14th Street NW
Suite 500

Washington DC 20005

RE: NQF Renal Project, Fall 2019 Cycle

Kidney Care Partners (KCP) appreciates the opportunity to comment on the single measure
under consideration for endorsement in the National Quality Forum’s (NQF) Renal Project Fall
2019 Cycle, NQF 2979: Standardized Transfusion Ratio for Dialysis Facilities (STrR) from the
Centers for Medicare and Medicaid (CMS). KCP is a coalition of more than 30 organizations
comprised of patient advocates, dialysis professionals, care providers, researchers, and
manufacturers, dedicated to working together to improve quality of care for individuals with
Chronic Kidney Disease (CKD) and End-Stage Renal Disease (ESRD). We commend NQF for
responding to KCP’s August 2018 request for an ad hoc review, due to concerns about the
measure’s validity arising from the ICD-9 to ICD-10 conversion, by advancing an early full
maintenance review of the STrR.

KCP supports and recognizes the importance and value of NQF’s endorsement process to
examine the importance, reliability, and validity of measures, and KCP appreciates the NQF
Renal Standing Committee for its thoughtful deliberations on this measure. Of note, KCP has
reviewed the specifications and measure submission for the three versions of the STrR
considered by NQF, which we provide in a side-by-side as attachment A; with only a few
exceptions that we discuss in a following section, the specifications of the original 2014/15
version are identical to the current measure. We also have compared the codes used to
denote a transfusion event in the 2014/15 version and the current 2019/20 version, and they
are identical (attachment B).

KCP has long recognized that proper anemia management is a critical component of high-
quality dialysis care. We have consistently expressed concerns, however, about the
implementation of the STrR in the ESRD Quality Improvement Program (QIP) due to technical
issues we note in a later section. Perhaps most significantly, and the stated rationale underlying
the Renal Standing Committee’s rejection of the original measure in 2015, the measure is a more
accurate reflection of transfusion practices and behaviors at the hospital level than the quality of
care at dialysis facilities. KCP did then and continues now to concur with this assessment. We
again note that because transfusions do not occur in dialysis facilities, it is difficult for facilities
to influence whether a patient receives a transfusion. More importantly, despite repeated
requests to CMS, dialysis facilities still do not have access to the hospital transfusion data that
would both allow them to know when a transfusion occurred and enable them to enact robust
quality improvement efforts to significantly improve clinical care and outcomes. Put simply,
we believe there are better, more meaningful measures (e.g., a low hemoglobin measure) that



would provide a more accurate picture of anemia management of patients on dialysis, and we
continue to encourage CMS to collaborate with KCP to engage the renal community in a more
meaningful process for measure development and selection in this important area. We urge the
Committee to reconsider its recommendation for endorsement.

STrR History

KCP believes it is important to document the “history” of the STtR because it has significant
relevance to our comments and the Committee’s (re)consideration of what is essentially the
original, 2014/15 version of the STrR. As we have stated earlier, that version essentially
matches the measure now under consideration.

In 2015, the Renal Standing Committee reviewed the STrR (then NQF 2699) and did not
recommend the measure, due primarily to concerns about the potential for differential
treatment of data from procedure and revenue codes and that the measure reflects transfusion
practices and behaviors at the hospital level instead of quality of care at dialysis facilities.

The subsequent iteration of the measure, renumbered NQF 2979, had revised specifications to
“more conservatively” (as stated by the developer) define transfusion events by removing the
revenue codes and relying on ICD-9 codes. While the Committee’s concerns about hospital-
and physician-related factors remained unaddressed, the measure was nevertheless endorsed in
December 2016. Due to the validity concerns raised by KCP with the subsequent ICD-9 to ICD-
10 conversion, CMS has returned to the 2014/15 construction in its specifications. Accordingly,
we submit that the Renal Committee’s original concerns about the potential for differential
treatment of data from procedure and revenue codes by different hospitals again (and still)
applies, thereby threatening validity.

The balance of this letter sets forth KCP’s additional concerns about the reliability of the
measure (currently used in the QIP), in particular for small facilities, as well as technical
concerns.

In its submission to NQF for the 2014 version, which is now the 2019/ 20 specifications, CMS’s
reliability testing only included facilities with at least 10 patient-years at risk. IURs (a measure
of reliability) for the 1-year STrR ranged from 0.49-0.55, indicating that 1/2 of variation in the 1-
year STrR could be attributed to between-facility differences (signal) and 1/2 to within-facility
variation (noise). This is traditionally interpreted as a low-to-moderate degree of reliability;:
however, when stratified by facility size, CMS’s own data yield IURs for small facilities ranged
from 0.36-0.44 —an “unacceptable” level of reliability.

1 Note: While standards for what is a “good” level of reliability can vary and depend on your theoretical knowledge of the scale
in question, many methodologists interpret [IURs and ICCs of <0.5 as “unacceptable” (with between 0.50-0.75 moderate, 0.75-
0.90 good, >0.90 excellent). See, for instance, Koo TK, Li MY, "A Guideline of Selecting and Reporting Intraclass Correlation
Coefficients for Reliability Research". Journal of Chiropractic Medicine. 2016;15(2):155-163.



2009 2010 2011 2012
Facility Size IUR N IUR N IUR N IUR N
(Number of patients)
All 0.49 4797 0.53 4985 0.55 5117 | 0.54 5278
Small (<=46) 0.36 1513 0.44 1576 | 038 1706 | 0.36 1743
Medium (47-78) 0.46 1637 0.49 1682 | 0.52 1687 | 0.54 1817
Large (>=79) 0.59 1647 0.6 1727 | 0.66 1724 | 0.65 1718

In its submission to NQF for the 2019 version, CMS updated testing, but reported only a single
overall IUR of 0.63 to 0.68 across all facilities, which traditionally corresponds to a moderate
degree of reliability. While this is an improvement of the overall reliability statistic when
compared to the 2014 /15 submission, it is impossible to discern whether improvement in this
aggregate statistic is a function of true reliability improvement or a greater number of large
facilities.

In response to a question from the NQF Committee, the developer remarked that when
stratifying by facility size, it found that, “as expected, larger facilities have greater IUR” (higher
reliability). When further pressed, the developer stated that NQF “does not require” reporting
of reliability by facility size.

We believe it's disingenuous, at best, not to provide reliability based on facility size, especially
because CMS’s own data from the same version of the measure demonstrated in 2014/15 that for
small facilities (<=46), the IUR was 0.36. That is, for approximately 1/3 of facilities, the score
that they receive on the 2014/15 STrR (which differs little from the 2019 STrR) could be
attributed to 64% noise and 36% quality signal. KCP submits that the STrR, as currently
specified, has unacceptable reliability for small facilities. We also strongly recommend that the
NQF Renal Standing Committee specifically request updated reliability data stratified by
facility size so it can determine whether small facilities should be excluded. Finally, we
recommend that the Renal Standing Committee vote “Insufficient” on the Reliability criterion at
this time due to these missing data.

Technical I ith the STIR
Since the 2019/20 measure specifications have returned to the 2014 /15 specifications, KCP
offers the following technical comments:

e There is no adjustment for hospital- or physician-related factors; the measure could be
improved by incorporating both into the risk model.

e The predictive model posits to reveal actual vs predicted rate, when the basis for the
ratio comes from claims and not EMR data; documentation fails to demonstrate it
accurately predicts and identifies those who have had a transfusion, only the ordering of
blood or blood products.

e Transfusions do not occur in dialysis facilities; it is difficult for facilities to influence
whether a patient receives a transfusion and they often do not know when a patient has
received a transfusion. CMS should provide transfusion data directly to facilities on a
quarterly basis using DFC calculations and the 6-month lagged data file.

e Transfusions are coded by hospitals and coding varies nationwide and even within
hospitals. Coding is inconsistent between type and screens (i.e., preparing for



transfusion) and actual transfusions. Some coding variations potentially overestimate
number of transfusions, which would inappropriately penalize facilities in those areas.
CMS should conduct an audit of transfusion data and adjust the measure accordingly.

Additionally, as previously noted, the 2019/20 specifications mirror the 2014/15 specifications
for the most part. We noted three differences, however, and offer the following comments:

Medicare Advantage patients are now excluded from the measure, which relies on
claims data. KCP believes this poses a threat to the STrR’s validity (and other measures
that rely on claims data) and, moreover, MA patients are anticipated to be an increasing
percentage of the population so the threat to validity is likely to become significant. Any
one facility may be advantaged or disadvantaged by having a significant percentage of
MA patients.

A number of exclusions are no longer listed as such in the “exclusions” column of the
specifications, but are included in the case identification algorithm submitted to NQF.
We recommend the NQF Committee request explicit articulation in the specifications as
exclusions per se, as has been done for other iterations of the measure and is commonly
done for measures in many care areas; doing so is a much more transparent
presentation.

The exclusion for patients not treated by any facility for >=1 year is not present in the
2019/ 20 specifications, but was in the earlier versions. It is unclear if this is an oversight
or if it was intentionally removed. KCP recommends the NQF Committee seek
clarification on this change and, if intentional, the justification.

KCP again thanks you for the opportunity to comment on this important work. If you have any
questions, please do not hesitate to contact Lisa McGonigal, MD, MPH (Imcgon@msn.com or
203.530.9524).

Sincerely,

Kidney Care Partners

Akebia

American Kidney Fund, Inc.

American Nephrology Nurses Association
American Renal Associates

American Society of Nephrology

American Society of Pediatric Nephrology
Amgen, Inc.

Ardelyx

AstraZeneca

Atlantic Dialysis Management Services, LLC
Baxter International, Inc.

Board of Nephrology Examiners Nursing Technology



B. Braun Medical, Inc.

Cara Therapeutics, Inc.

Centers for Dialysis Care

Corvidia Therapeutics, Inc.

DaVita, Inc.

Dialysis Patient Citizens, Inc.

DialyzeDirect

Fresenius Medical Care North America
Fresenius Medical Care Renal Therapies Group
Greenfield Health Systems

Kidney Care Council

Medtronic plc

National Kidney Foundation, Inc.

National Renal Administrators Association
Nephrology Nursing Certification Commission
Otsuka America Pharmaceutical, Inc.
Renal Physicians Association

Renal Support Network

Rockwell Medical

Rogosin Institute

Satellite Healthcare, Inc.

US Renal Care
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