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To: Renal Standing Committee
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Re: Post-comment web meeting to discuss public comments received and NQF member expression of
support

COVID-19 Updates

Considering the recent COVID-19 global pandemic, many organizations needed to focus their attention on
the public health crisis. In order to provide greater flexibility for stakeholders and continue the important
work in quality measurement, the National Quality Forum (NQF) extended commenting periods and
adjusted measure endorsement timelines for the Fall 2019 cycle.

Commenting periods for all measures evaluated in the Fall 2019 cycle were extended from 30 days to 60
days. Based on the comments received during this 60-day extended commenting period, measures
entered one of two tracks:

Track 1: Measures Continuing in Fall 2019 Cycle
Measures that did not receive public comments or only received comments in support of the
Standing Committees’ recommendations will be reviewed by the CSAC on July 28 — 29.

o Exceptions
Exceptions were granted to measures if non-supportive comments received during the
extended post-comment period were similar to those received during the pre-evaluation
meeting period and have already been adjudicated by the respective Standing
Committees during the measure evaluation Fall 2019 meetings.

Track 2: Measures Deferred to Spring 2020 Cycle

Fall 2019 measures requiring further action or discussion from a Standing Committee were
deferred to the Spring 2020 cycle. This includes measures where consensus was not reached or
those that require a response to public comments received. Measures undergoing maintenance
review will retain endorsement during that time. Track 2 measures will be reviewed during the
CSAC’s meeting in November.

During the Renal post-comment web meeting on June 23, 2020, the Standing Committee will be reviewing
Fall 2019 measures assigned to Track 2. There were no measures that followed Track 1.

Purpose of the Call

The Renal Standing Committee will meet via web meeting on June 23, 2020 from 12:00 pm to 2:00 pm ET.
The purpose of this call is to:

e Review and discuss comments received during the post-evaluation public and member comment
period;
e Provide input on proposed responses to the post-evaluation comments;



e Review and discuss NQF members’ expression of support of the measures under consideration;
and
e Determine whether reconsideration of any measures or other courses of action are warranted.

Standing Committee Actions

1. Review this briefing memo and draft report.

2. Review and consider the full text of all comments received and the proposed responses to the
post-evaluation comments (see comment table and additional documents included with the call
materials).

3. Review the NQF members’ expressions of support of the submitted measures.

4. Be prepared to provide feedback and input on proposed post-evaluation comment responses.

Conference Call Information
Please use the following information to access the conference call line and webinar:

Speaker dial-in #: 800-768-2983 (Access Code: 7445915)
Web link: https://core.callinfo.com/callme/?ap=8007682983&ac=7445915&role=p&mode=ad

Background

Renal disease is a leading cause of morbidity and mortality in the United States. More than 20 million
adults in the United States (10 percent of the population) have chronic kidney disease (CKD), which is
associated with premature mortality, decreased quality of life, and increased healthcare costs. Risk factors
for CKD include cardiovascular disease, diabetes, hypertension, and obesity. Untreated CKD can result in
end-stage renal disease (ESRD). Currently, over half a million people in the United States have received a
diagnosis of ESRD.

This project sought to identify and endorse performance measures for accountability and quality
improvement that address conditions, treatments, interventions, or procedures relating to kidney disease.

On January 30, 2020, NQF convened a multistakeholder Standing Committee composed of 24 individuals
to evaluate one measure undergoing maintenance review. The Committee recommended the measure for
continued endorsement.

Comments Received

NQF solicits comments on measures undergoing review in various ways and at various times throughout
the evaluation process. First, NQF solicits comments on endorsed measures on an ongoing basis through
the Quality Positioning System (QPS). Second, NQF solicits member and public comments during a 16-
week comment period via an online tool on the project webpage.

Pre-evaluation Comments

NQF solicits comments prior to the evaluation of the measures via an online tool on the project webpage.
For this evaluation cycle, the pre-evaluation comment period was open from November 26, 2019 to
January 21, 2020 for the measures under review. No comments were received prior to the measure
evaluation meeting.

Post-evaluation Comments

The draft report was posted on the project webpage for public and NQF member comment on March 11,
2020 for 30 calendar days. The Standing Committee’s recommendations will be reviewed by the
Consensus Standards Approval Committee (CSAC) on November 11-12, 2020. The CSAC will determine
whether or not to uphold the Standing Committee’s recommendation for each measure submitted for
endorsement consideration. All committee members are encouraged to attend the CSAC meeting to listen
to the discussion. During this commenting period, NQF received one comment from one member
organization:


http://www.qualityforum.org/WorkArea/linkit.aspx?LinkIdentifier=id&ItemID=92394
https://core.callinfo.com/callme/?ap=8007682983&ac=7445915&role=p&mode=ad

# of Member
Member Council Organizations
Who Commented

QMRI 1

We have included all comments that we received (both pre- and post-evaluation) in the comment table
(excel spreadsheet) posted to the Committee SharePoint site. This comment table contains the
commenter’s name, comment, associated measure, topic (if applicable), and—for the post-evaluation
comments—draft responses (including measure steward/developer responses) for the Committee’s
consideration. Please review this table in advance of the meeting and consider the individual comments
received and the proposed responses to each.

We’ve also included the one comment we received in Appendix A.

Please note measure stewards/developers were asked to respond where appropriate.

Comments and Their Disposition

Measure-Specific Comments

2979: Standard Transfusion Ratio for Dialysis Facilities

Commenter expressed several concerns related to attribution, noting that dialysis facilities do not have
adequate control over the circumstances that dictate when and if a transfusion occurs. Commenter notes
that while dialysis facilities have some ability to influence anemia, they suggest that other measures would
be more appropriate to capture this. Commenter suggests that this would be more appropriate to
attribute to hospitals

Measure Steward/Developer Response:
Response to Public Comment on Measure #2979

Submitted by the University of Michigan Kidney Epidemiology and Cost Center
June 1, 2020

Overview Statement from Developer in Response to Public Comment

The current Standardized Transfusion Ratio was presented to NQF for both Ad Hoc review and
Comprehensive Review in 2019/2020. The ad hoc review was motivated by a concern about
validity rooted in acute care hospitals’ shifting coding practices associated with conversion to
ICD10 billing in October 2015. The earlier STrR prompting the ad hoc review, endorsed by NQF in
2016, relied on submission of transfusion ICD procedure codes (or a value code) only for
identification of transfusion events. The coding shift artificially reduced the identification of
transfusion events in hospitals that only submitted revenue center codes for inpatient transfusion
events. To address the appropriate concern raised by the ad hoc review request, the measure that
was passed by the Scientific Methods Panel and the Renal Standing Committee in 2019/2020 uses
the original strategy for identification of transfusion events, first presented to NQF in 2015,
effectively eliminating the validity concern raised in the ad hoc review request and in the concerns
outlined in the public comment letter. Below we respond to these issues.

“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).”



Developer Response: We believe they must be referring to HCPCS codes used for outpatient
transfusion events. For inpatient transfusion events, the current measure uses ICD10 procedure
codes. The original measure used ICD9 procedure codes.

“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.”

Developer Response: This potential issue was raised in the original 2015 review of STrR.
Unfortunately, at the time, we had not completed additional analyses of the effect of hospital
billing practices on identification of inpatient transfusion events. Before submitting the current
2019 measure with our original, broader definition of transfusion events, we addressed a concern
raised by the Renal Standing Committee in 2015. The concern was about the possibility that
hospital billing practice, i.e. use of procedure codes or failure to use procedure codes could have
led to biased identification of inpatient transfusion events, undermining the scientific acceptability
of the measure. Those analyses were performed as part of the developer’s vetting of the STrR prior
to re-submission for maintenance in 2019; the results were referred to in our introductory
statement to the Renal Standing Committee in early 2020 when the measure was reviewed. We
investigated all inpatient transfusion events over the four-year period 2014-2017, identifying every
acute care hospital that provided an inpatient transfusion to one or more Medicare dialysis patient
in any given year. We also identified the number of transfusion events at each hospital and the
process(es) used by the hospital for claim submission of the transfusion event (i.e. with or without
procedure code use). We then calculated the average number of transfusions per dialysis patient
admission and summarized the results into three categories based on hospital “billing phenotype”.
In the unadjusted analysis, there was no difference in transfusion event per hospitalization for
patients across the three billing phenotype categories. These results were confirmed using
statistical modeling, predicting inpatient transfusion events with the three hospital “billing
phenotype” categories as key covariates, and also adjusting for year, CMS region and hospital size
(see table below).

Hospital-level Analysis for Inpatient Transfusions/Admissions in Relation to Hospital Transfusion
Billing Practice during 2014-2017.

Odd Ratio
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The results of the logistic model reveal no meaningful association between hospital billing
phenotype and transfusion frequency. On average, ESRD patients have nearly identical likelihood
of receiving a blood transfusion during admission to hospitals with a wide range of transfusion
billing phenotypes. Use of the original (2015) definition for transfusion events and reliance on
revenue center codes along with procedure and value codes is not altered by hospital billing
patterns associated with conversion to ICD10 and, unlike the restricted (“procedure code only”)
STrR version (endorsed in 2016), does not compromise transfusion event identification. Based on
these results, it turns out that the theoretical concern raised by the Renal Standing Committee in
2015 regarding hospital effects was not substantiated. We do not concur with the commenter’s
assessment. We do however, concur with the Renal Standing Committee’s assessment that led to
their recommendation to endorse the revised STrR in January 2020.

“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.”

Developer Response: We addressed this in response to prior public comments. The argument raised
is not accurate in that the individual patient lists and transfusion event counts at the facility level
are available to facilities from UM-KECC’s DFC help desk. In addition, identification of transfusion
events from medical records summaries should be available to facilities if hospital and dialysis
providers are appropriately communicating during patient transitions from inpatient to outpatient
care settings after discharge. We note that these direct provider communications should be more
timely and informative than claims-based information CMS could provide that would also be
lagged by a period of time. In addition, the dialysis providers lead the anemia management efforts
for this patient population. As we have indicated in the Evidence Form submitted with the revised
measure and carefully reviewed and debated during the Renal Standing Committee, successful
anemia management contributes significantly to transfusion avoidance. Since the dialysis facility is
charged with anemia management for this population, most of the data required to enact “robust
quality improvement efforts” are already in their possession.

STrR History

“KCP believes it is important to document the "history" of the STrR 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.”

Developer Response: This is the same issue the commenter presented earlier in their letter. As
addressed above we explain the similarities and differences between the current version
(submitted in 2019) and the 2015 version. We also describe the in-depth 2019 analytic
investigation performed to invalidate the hospital billing effect argument. The concern with
hospital billing variation raised by the committee in 2015was not substantiated with empirical
data.

STrR is not Reliable in Small Facilities

“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. [URs (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;1 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. 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.”

Developer Response: All reliability testing was performed and submitted to NQF therefore no
results are missing, as mistakenly asserted by the commenter. The NQF instructions require tests
of signal to noise which were performed. NQF does not require submission of reliability testing
stratified by facility size or other characteristics. The current STrR was passed for reliability by both
the Scientific Methods Panel and the Renal Standing Committee, supporting the adequacy of our
submission.

Given the established effect of sample size on IUR calculations, it is expected that large facilities
will have higher IUR values and small facilities will have lower IUR values for any given measure.
Using the empirical null method, facilities are flagged if they have outcomes that are extreme
when compared to the variation in outcomes for other facilities of a similar size. That is, smaller
facilities have to have more extreme outcomes compared to other smaller facilities to be flagged.
This additional methodologic protection is not reflected in the IUR results for small facilities.

Technical Issues with the STrR



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

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

Developer Response: Addressed above. There is no evidence that a hospital level adjustment is
needed, based on our own analyses. Second, the physician-level adjustment is not necessary
because anemia management is included as a joint facility-nephrologist responsibility under the
CfC 494 Medicare Conditions for Coverage, with reimbursement for anemia management at the
facility level, not the practitioner level. The physician role in anemia management is as member of
the dialysis facility’s Interdisciplinary Care Team.

“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.”

Developer Response: Many NQF-endorsed quality measures utilize Medicare Claims data to define
a variety of events. Although EMR data sources are potentially a powerful source of event data,
there has been only limited validation of their use to identify transfusion events to date. According
to billing instructions, the revenue center codes used to bill for blood preparation and
administration are only used for blood that is actually administered to the patient. Unless the
commenter is proposing that there is a known practice of Medicare billing fraud in the submission
of claims for administration of blood products, then their argument has very little impact on
interpretation of the STrR results.

“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.”

Developer Response: There is peer-review literature evidence that dialysis facilities can and do
influence the transfusion-risk of their patients. Some of that literature is included in the Evidence
Form submitted with the STrR re-evaluation. This point was discussed at length by the Renal
Standing Committee in both 2016 and January 2020. We believe the results of their vote on
evidence should stand. Regarding the request for provision of transfusion data directly to providers
on a bi-annual timeline, that is a request that is not relevant to endorsement review of the STrR.
Rather that is best negotiated directly between the dialysis facilities and their organizational
affiliates and is not appropriate for brokerage through the NQF endorsement process.

“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.”

Developer Response: Addressed above.

“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:”

a. “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.”

Developer Response: This point was explicitly reviewed and debated by the Renal Standing
Committee during their January 2020 review. In preparing the 2019 submission for the
Comprehensive Maintenance Review we addressed a bias issue related to the systematic absence
of outpatient Medicare claims data for Medicare Advantage patients, a rapidly increasing subset
of Medicare dialysis patients. The proposed STrR excludes Medicare Advantage patients for three
reasons. First, we identified marked regional geographic variation in Medicare Advantage dialysis
patients. Second, we confirmed that we are unable to identify outpatient transfusion events for
these patients, noting that outpatient transfusions account for ~15% of all transfusions in the
chronic dialysis population. Finally, the source for most claims-based diagnoses used for exclusion
of patients from the STrR are derived from outpatient claims. Failure to exclude Medicare
Advantage patients from this measure would significantly bias results for facilities with very high
and very low fractions of MA patients. Exclusion of Medicare Advantage patients results in an
unbiased assessment of facility performance regardless of the fraction of Medicare Advantage
patients treated at the facility. The measure, as specified, is the most accurate and valid measure
available to assess risk-adjusted transfusion events at the dialysis facility level.

b. 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.

Developer Response: We believe that the specification details referred to by the commenter are
fundamentally unchanged from prior versions of the STrR. We chose to document these details in
the denominator detail rather than in the Exclusions to separate the concepts of exclusion from the
measure due to specific comorbidity conditions from admit/discharge administrative exclusions in
two separate areas for clarity and readability.

c. 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

Developer Response: The measure calculation algorithm continues to exclude patient time at risk if
not treated at any facility for > 1 year. If acceptable to NQF staff, we would be happy to clarify this
point in the measure information form.

Action Item:
Committee to review comment and developer response and discuss appropriate action.

NQF Member Expression of Support

Throughout the 16-week continuous public commenting period, NQF members had the opportunity to
express their support (“support” or “do not support”) for each measure submitted for endorsement
consideration to inform the Committee’s recommendations. No NQF members provided their expressions
of support.



Appendix A:

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 STrR 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 endorsedin 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 astechnical concerns.

STrR is not Reliable in Small Facilities

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;1 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) 036 1513 | 044 1576 | 038 1706 | 036 1743
Medium (47-78) 046 1637 | 049 1682 | 052 1687 | 054 1817
Large (>=79) 059 1647 | 0.6 1727 | 066 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 Issues with the STrR

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 datafile.

e Transfusions are coded by hospitals and coding varies nationwide and evenwithin
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:

e 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.

e 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 specificationsas 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.

e 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, thejustification.

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
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AstraZeneca

Atlantic Dialysis Management Services, LLC Baxter
International, Inc.
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Health Systems
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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



STrR SPECIFICATIONS COMPARISON TABLE

Note: Revisions are tracked sequentially; redlines illustrate variations from the immediately preceding version. KCP notes in blue text.

2014 SPECIFICATIONS
(NQF 2966)

2016 ENDORSED SPECIFICATIONS
(NQF 2979)

2019 REVISED SPECIFICATIONS
(NQF 2979)

DESCRIPTION Ratio of the number of eligible RBC transfusion events Ratio of the number of eligible RBC transfusion events Ratio of the number of eligible RBC transfusion events
observed in patients dialyzing at a facility to the observed in patients dialyzing at a facility to the observed in patients dialyzing at a facility to the
number of eligible transfusion events that would be number of eligible transfusion events that would be number of eligible transfusion events that would be
expected under a national norm, after accounting for expected under a national norm, after accounting for expected under a national norm, after accounting for
the patient characteristics within each facility. the patient characteristics within each facility. the patient characteristics within each facility.

Eligible transfusions are those that do not have any Eligible transfusions are those that do not have any Eligible transfusions are those that do not have any
claims pertaining to the comorbidities identified for claims pertaining to the comorbidities identified for claims pertaining to the comorbidities identified for
exclusion, in the one year look back period prior to each | exclusion, in the one year look back period prior to each | exclusion, in the one year look back period prior to each
observation window. observation window. observation window.
The STrR is specified for all adult dialysis patients. The STrR is specified for all adult dialysis patients. The STrR is specified for all adult dialysis patients.
This measure is calculated as a ratio but can also be This measure is calculated as a ratio but can also be
expressed as a rate. expressed as a rate.
NUMERATOR Number of eligible observed RBC transfusion events* Number of eligible observed RBC transfusion events* Number of eligible observed RBC transfusion events*

among patients dialyzing at the facility during the
inclusion episodes** of the reporting period.

*Event: Transfer of >=1 unit(s) of blood or blood
products into recipient's blood stream.

**Inclusion episodes are those that do not have any
claims pertaining to comorbidities identified for
exclusion in the 1-year look back period prior to each
observation window.

among patients dialyzing at the facility during inclusion
episodes** of the reporting period.

*Event: Transfer of >=1 unit(s) of blood or blood
products into recipient's blood stream.

**Inclusion episodes: Episodes that do not have any
claims pertaining to comorbidities identified for
exclusion in the 1-year look-back period prior to each
observation window.

among patients dialyzing at the facility during inclusion
episodes** of the reporting period.

*Event: Transfer of >=1 unit(s) of blood or blood
products into recipient's blood stream.

**Inclusion episodes: Episodes that do not have any
claims pertaining to comorbidities identified for
exclusion in the 1-year look-back period prior to each
observation window.

DENOMINATOR

Number of eligible RBC transfusion events that would
be expected among patients at a facility during the
reporting period, given the patient mix at the facility.

Number of eligible RBC transfusion events that would
be expected among patients at a facility during the
reporting period, given the patient mix at the facility.

Number of eligible RBC transfusion events thatwould
be expected among patients at the facility during the
reporting period, given the patient mix at thefacility.

EXCLUSIONS

e Patients <18 yearsold.

e Patients on ESRD treatment for <90days.

e Patients treated at the facility for <60days.

e Patients are excluded beginning 60 days afterthey
recover renal functionor withdraw from dialysis.

e Patients who receive a transplant (exclusion begins
3 days prior to the date oftransplant).

e Alltransfusions associated with the transplant
hospitalization.

e Patients who have not been treated by anyfacility
for a year or longer.

e Patients with a Medicare claim for one of the
following conditions in the past year: Hemolytic and

e Patients <18 yearsold.

e Patients on ESRD treatment for <90days.

e Patients treated at the facility for <60days.

e Patients are excluded beginning 60 days afterthey
recover renal functionor withdraw from dialysis.

e Patients who receive a transplant (exclusion begins
3 days prior to the date oftransplant).

e Alltransfusions associated with the transplant
hospitalization.

e Patients who have not been treated by anyfacility
for a year or longer.

e Patients with a Medicare claim for one of the
following conditions in the past year: Hemolytic and

L]
e Alltransfusions associated with the transplant
hospitalization.

e Patients with Medicare claim for: Hemolytic and
aplastic anemia, solid organ cancer (breast,
prostate, lung, digestive tract and others),
lymphoma, carcinoma in situ, coagulationdisorders,
multiple myeloma, myelodysplastic syndrome and
myelofibrosis, leukemia, head and neck cancer,
other cancers (connective tissue, skin, and others),
metastatic cancer, and sickle cell anemia within 1

year of their patient time at risk. Sincethese




2014 SPECIFICATIONS
(NQF 2966)

2016 ENDORSED SPECIFICATIONS
(NQF 2979)

2019 REVISED SPECIFICATIONS
(NQF 2979)

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.

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.

comorbidities are associated with higher risk of
transfusion and require different anemia
management practices that the measure is not
intended to address, every patient's risk window is
modified to have at least 1 year free of claims that
contain these exclusion eligible diagnoses.

KCP NOTES:

Several 2014 and 2016 versions' exclusions (first 5
bullets above) are not listed as exclusions per se in
the 2019 specifications butare included in the case
identification algorithm submitted to NQF.

We were unable to identify the exclusion for
patients not treated at any dialysis facility for ayear
or longer; it is unclear if this was an oversight by
CMS or it was intentionally removed.

CODES!

Inpatient:

e |CD procedure code(s)
OR

e Value code

OR

e Revenue center code(s)

Outpatient:

e Revenue center code(s) PLUS procedure code(s)
OR

e Value Code

Inpatient:

e |CD procedure code(s)

OR

e Value code

Outpatient:

e Revenue center code(s) PLUS procedure code(s)
OR

e Value code

KCP NOTE: Revenue codes were removed and ICD-10
codes corresponding to previously specified ICD-9
codes were added. Per CMS, revenue codes were
removed to "tighten" transfusion definition.

Inpatient:

e |CD procedure code(s)
OR

e Value code

OR

e Revenue center code(s)

Outpatient:

e Revenue center code(s) PLUS procedure code(s)
OR

e Value Code

KCP NOTE: Revenue codes were reinserted, unchanged
from 2014 version; ICD codes unchanged from prior
versions.

RISK VARIABLES

e Patient age

o Diabetes mellitus as primary cause of ESRD

e Duration of ESRD

e Nursing home status in previous calendaryear

e BMI at incidence of ESRD

e Comorbidities at incidence of ESRD (ETOH
dependence, atherosclerotic heart disease,
cerebrovascular disease, COPD, CHF, diabetes
[currently on insulin, on oral meds, w/o meds, and
diabetic retinopathy], drug dependence, inability to

e Patient age

e Diabetes mellitus as primary cause of ESRD

e Duration of ESRD

e Nursing home status in previous calendaryear

e BMI at incidence of ESRD

e Comorbidities at incidence of ESRD (ETOH
dependence, atherosclerotic heart disease,
cerebrovascular disease, COPD, CHF, diabetes
[currently on insulin, on oral meds, w/o meds, and
diabetic retinopathy], drug dependence, inability to

e Patient age

o Diabetes mellitus as primary cause of ESRD

e Duration of ESRD

e Nursing home status in previous calendaryear

e BMI at incidence of ESRD

e Comorbidities at incidence of ESRD (ETOH
dependence, atherosclerotic heart disease,
cerebrovascular disease, COPD, CHF, diabetes
[currently on insulin, on oral meds, w/o meds, and
diabetic retinopathy], drug dependence, inability to

1See Excel document submitted by the developer for codes and descriptions.




2014 SPECIFICATIONS
(NQF 2966)

2016 ENDORSED SPECIFICATIONS
(NQF 2979)

2019 REVISED SPECIFICATIONS
(NQF 2979)

ambulate, inability to transfer, malignantneoplasm,
cancer, other cardiac disease, PVD, current smoker)
(each comorbidity included as a separate variable in
risk model)

Calendar year

Categorical indicators for missing values for cause of
ESRD, comorbidity index, and BMI and categorical
indicator for comorbidity index isO

2-way interaction terms:

o Diabetes as cause of ESRD * Duration of ESRD

o Age * Diabetes as cause of ESRD

ambulate, inability to transfer, malignantneoplasm,
cancer, other cardiac disease, PVD, current smoker)
(each comorbidity included as a separate variable in
risk model)

Calendar year

Categorical indicators for missing values for cause of
ESRD, comorbidity index, and BMI and categorical
indicator for comorbidity index is0

2-way interaction terms:

o Diabetes as cause of ESRD * Duration of ESRD

o Age * Diabetes as cause of ESRD

ambulate, inability to transfer, malignantneoplasm,
cancer, other cardiac disease, PVD, current smoker)
(each comorbidity included as a separate variable in
risk model)

Calendar year

Categorical indicators for missing values for cause of
ESRD, comorbidity index, and BMI and categorical
indicator for comorbidity index isO

2-way interactionterms:

o Diabetes as cause of ESRD * Duration of ESRD

o Age * Diabetes as cause of ESRD

ADDITIONAL
INFORMATION

Minimum data requirements = Facilities withat
least 10 patient-years at risk will be eligible to
receive a score on the measure.

Eligible transfusion events are those that do not
have any claims pertaining to the comorbidities
identified for exclusion in the one year look back
period prior to each observation window.

When a patient transfers from one facility to
another, the patient continues to be attributedto
the original facility for 60 days, at which point the
patient is attributed to the destinationfacility.

A patient-month is considered eligible if it is within
two months of a month in which a patient has$900
of Medicare-paid dialysis claims or at least one
Medicare-paid inpatientclaim.

Data sources = Medicare claims, REMIS,
CROWNWeb, Form 2728 to obtain the date of ESRD,
and other CMS ESRD administrative data.

Minimum data requirements = Facilities withat
least 10 patient-years at risk will be eligible to
receive a score on the measure.

Eligible transfusion events are those that do not
have any claims pertaining to the comorbidities
identified for exclusion in the one year look back
period prior to each observation window.

When a patient transfers from one facility to
another, the patient continues to be attributedto
the original facility for 60 days, at which point the
patient is attributed to the destinationfacility.

A patient-month is considered eligible if it is within
two months of a month in which a patient has$900
of Medicare-paid dialysis claims or at least one
Medicare-paid inpatientclaim.

Data sources = Medicare claims, REMIS,
CROWNWeb, Form 2728 to obtain the date of ESRD,
and other CMS ESRD administrative data.

Minimum data requirements = Facilities withat
least 10 patient-years at risk will be eligible to
receive a score on the measure.

Eligible transfusion events are those that do not
have any claims pertaining to the comorbidities
identified for exclusion in the one year look back
period prior to each observation window.

When a patient transfers from one facility to
another, the patient continues to be attributedto
the original facility for 60 days, at which point the
patient is attributed to the destinationfacility.

A patient-month is considered eligible if it is within
two months of a month in which a patient has $900
of Medicare-paid dialysis claims or at least one
Medicare-paid inpatient claim. Excludes all
Medicare Advantage patients' time-at-risk from
both the numerator and denominator. This change
is to mitigate the potential bias associated with
inclusion of MA patients derived from the absence
of complete outpatient claims data for MApatients,
severely limiting the identification of outpatient
transfusion events for these individuals and
eliminating a key source for claims-based exclusion
comorbidities.

Data sources = Medicare claims, REMIS,
CROWNWeb, Form 2728 to obtain the date of ESRD,
and other CMS ESRD administrative data.

KCP NOTE: The potential new and escalating (as
enrollment grows) threat to measure validity resulting
from the exclusion of Medicare Advantage patients has
not been addressed by CMS.




2014 SPECIFICATIONS
(NQF 2966)

2016 ENDORSED SPECIFICATIONS
(NQF 2979)

2019 REVISED SPECIFICATIONS
(NQF 2979)

RELIABILITY

Data January 1, 2009 - December 31, 2012.

Because the STrR is not a simple average, CMS reports
that it estimates the IUR using a bootstrap approach
using a resampling scheme to estimate within facility
variation that cannot be directly estimated by ANOVA.
A small IUR (near 0) reveals that most of the variation
of the measures between facilities is driven by random
noise, indicating the measure would not be a good
characterization of the differences among facilities,
whereas a large IUR (near 1) indicates that most of the
variation between facilities is due to the real difference
between facilities.

The STrR calculation only included facilities with at least
10 patient-years at risk. IURs for the 1-year STrR
ranged from 0.49-0.55, indicating that 1/2 of variation
in the 1-year STrR can be attributed to between-facility
differences and 1/2 to within-facility variation. This is
traditionally interpreted as a low-to-moderate degree
of reliability.2

2009 | 2010 2011 2012
Facility Size IUR N | IR N IUR N IUR N
(Number of patients)
All 049 4797 | 053 4985 | 055 5117 | 0.54 5278
Small (<=46) 0.36 1513 0.44 1576 | 038 1706 | 036 1743
Medium (47-78) 0.46 1637 0.49 1682 | 052 1687 | 054 1817
Large (>=79) 0.59 1647 | 0.6 1727 | 066 1724 | 065 1718

KCP NOTE: We note that while overall reliability (across
all facilities) can be interpreted as "low-to-moderate"”,
when stratified by facility size, IURs for small facilities
ranged from 0.36-0.44—an "unacceptable" level of
reliability.

Data January 1, 2011 - December 31, 2014.

Because the STrR is not a simple average, CMS reports
that it estimates the IUR using a bootstrap approach
using a resampling scheme to estimate within facility
variation that cannot be directly estimated by ANOVA.
A small IUR (near 0) reveals that most of the variation
of the measures between facilities is driven by random
noise, indicating the measure would not be a good
characterization of the differences among facilities,
whereas a large IUR (near 1) indicates that most of the
variation between facilities is due to the real difference
between facilities.

The STrR calculation only included facilities with at least
10 patient-years at risk. IURs for the 1-year STrR
ranged from 0.60-0.66, indicating that approximately
2/3 of variation in the 1-year STrR can be attributed to
between-facility differences and 1/3 to within-facility
variation. This is traditionally interpreted as a
moderate degree of reliability.

Table 11: IUR for One-year STrR, Overall and by Facility
Size, 2011-2014.

2011 2012 2013 2014

Facility Size IUR| N [IUR| N |IUR| N [IUR| N

All 0.64(5142|0.66|5319(0.65 [5442|0.60 5651

Small (<=46) 0.41(1714|0.41|1828(0.39(1840|0.30|1934

Medium (47-78) (0.55(1699(0.56 [1753|0.55|1823|0.50|1941

Large (>=79) 0.78(1729|0.79|1738|0.79 (1779|0.78 1776

KCP NOTE: We note that while overall reliability (across
all facilities) can be interpreted as "moderate", when
stratified by facility size, IURs for small facilities

Data January 1, 2014 - December 31, 2017.

Because the STrR is not a simple average, CMS reports
that it estimates the IUR using a bootstrap approach
using a resampling scheme to estimate within facility
variation that cannot be directly estimated by ANOVA.
A small IUR (near 0) reveals that most of the variation
of the measures between facilities is driven by random
noise, indicating the measure would not be a good
characterization of the differences among facilities,
whereas a large IUR (near 1) indicates that most of the
variation between facilities is due to the real difference
between facilities.

The STrR calculation only included facilities with at least
10 patient-years at risk. IURs for the 1-year STrR
ranged from 0.63-0.68, indicating that approximately
2/3 of variation in the 1-year STrR can be attributed to
between-facility differences and 1/3 to within-facility
variation. This is traditionally interpreted as a
moderate degree of reliability.

KCP NOTE: While CMS indicates in the 2019 submission
materials that, "as expected, larger facilities have a
greater IUR", IURs were not explicitly demonstrated by
facility size as in prior versions, making it impossible to
stakeholders to determine if reliability remains
"unacceptable" at small facilities (n <=46). CMS
presents no evidence to suggest this is no longer the
case, noting only that this information is not required
by NQF.

2Note: 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.
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ranged from 0.30-0.41—an "unacceptable" level of
reliability.

VALIDITY

SMR, SRR, and SHR Association: CMS asserts that STrR
validity is supported by its association with other
known quality measures, including both dialysis facility
outcomes and practices. Spearman's rho is reported
for all measures.

For year 2012, the measure was found to be positively
correlated with the 1-year SHR (rho = 0.40, p <.0001),
the 1-year SMR (rho = 0.23, p <.0001), and the 1-year
SRR (rho =0.17, p < .0001).

CMS interprets that these positive correlations indicate
that facilities with more transfusions than would be
expected based on national rates also have higher
mortality, hospitalization, and readmission rates than
would be expected.

B L

Hgb Association: A negative correlation with average
Hgb values of all ESA-treated dialysis patients was
found (rho =-0.16, p <.0001), indicating that lower
values of Hgb are associated with higher values of STrR,
as expected. Similarly, a positive correlation with
percent of patients with Hgb <10 (rho = 0.20, p <.0001)
indicates that a higher percentage of patients with Hgbh
values <10 is associated with a higher STrR, as
expected.

L B e

Vascular Access Association: The STrR was also found
to be positively correlated with catheter use (rho =0.22,
p <.0001) and negatively correlated with AVF use,
suggesting that higher STrR values are associated with

SMR and SHR Association: Validity was assessed using
Poisson regression models to measure the association
between the 2014 SMR (NQF 0369) and SHR (NQF
1463) and the following tertiles of STrR:

e T1:0-<0.66 (reference)

e T2:0.66-<1.15

e T3:1.15-<5.66

CMS reports results indicate the STrR was significantly
associated with risk of mortality and hospitalization.
For the 2014 SMR, RR of mortality increased as STrR
tertiles increased from the reference group (tertile 1).
For tertile 2, RR=1.06 (95% Cl: 1.04, 1.08; p<0.001), and
for tertile 3, RR=1.14 (95% Cl: 1.12, 1.16; p<0.001).

Similarly, for the 2014 SHR, RR of hospitalization
increased with STrR tertiles, with the lowest risk in
tertile 1. For tertile 2, RR=1.11 (95% Cl: 1.10, 1.11;
p<0.001), and for tertile 3, RR=1.29 (95% Cl: 1.29, 1.30;
p<0.001).

CMS interprets that these positive correlations indicate
that facilities with more transfusions than would be
expected based on national rates also have higher
standardized mortality and hospitalization rates than
would be expected.

R o R R RAn e e

Hgb <10 Association: Validity was also assessed using a
Poisson regression model to measure the association
between facility level STrR and tertiles of % patients
with Hgb <10:

e T1:3.7-<17.5% (reference)

o T2:17.5-<22.3%

e T3:22.3-<55.4%

Percentage patients with Hgb <10 was found to be
significantly associated with risk of transfusion, with RR
of transfusion increasing with tertiles of % patients with
Hgb <10. For Hgb tertile 2, RR=1.15 (95% CI: 1.13, 1.18;
p<0.001), and for tertile 3, RR=1.31 (95% CI: 1.28, 1.33;
p<0.001).

SMR and SHR Association: Validity was assessed using
Poisson regression models to measure the association
between the 2017 SMR (NQF 0369) and SHR (NQF
1463) and the following tertiles of STrR:

e T1:0-<0.70 (reference)

e T2:0.70-<1.13

e T3:1.13<7.1

CMS reports results indicate the STrR was significantly
associated with risk of mortality and hospitalization.
For the 2017 SMR, RR of mortality increased as STrR
tertiles increased from the reference group (tertile 1).
For tertile 2, RR=1.09 (95% Cl: 1.07, 1.11; p<0.001), and
for tertile 3, RR=1.17 (95% Cl: 1.15, 1.19; p<0.001).

Similarly, for the 2017 SHR, RR of hospitalization
increased with STrR tertiles, with the lowest risk in
tertile 1. For tertile 2, RR=1.15 (95% Cl: 1.15, 1.16;
p<0.001), and for tertile 3, RR=1.32 (95% CI: 1.32, 1.32;
p<0.001).

CMS interprets that these positive correlations indicate
that facilities with more transfusions than would be
expected based on national rates also have higher
standardized mortality and hospitalization rates.

R B e B R R RAn e s e

Hgb <10 Association: Validity was also assessed using a
Poisson regression model to measure the association
between facility level STrR and tertiles of % patients
with Hgb <10:

e T1:3.7-<17.5% (reference)

o T2:17.5<22.3%

e T3:22.3-<55.4%

Percentage patients with Hgb <10 was found to be
significantly associated with risk of transfusion, with RR
of transfusion increasing with tertiles of % patients with
Hgb <10. For Hgb tertile 2, RR=1.17 (95% Cl: 1.15, 1.20;
p<0.001), and for tertile 3, RR=1.44 (95% Cl: 1.42, 1.47;
p<0.001).
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increased use of catheters and lower values with
increased AVF use, as would be expected.

B L

Dialysis Adequacy Association: The STrR was
negatively correlated with percentage of patients with
Kt/V >=1.2 (rho =-0.09, p <.0001), as would be
expected.

L

Face Validity: 6 out of 6 voting members of CMS' 2012
Technical Expert Panel voted to recommend
development of a facility-level Standardized
Transfusion Ratio measure. The consensus
recommendation of that clinical expert panel included
the recommendation to include risk adjustment for
conditions that are associated with an increased risk of
blood transfusion such as hereditary anemia, chronic
bone marrow failure conditions and active cancer.

CMS interprets these results demonstrate statistically
significant stepwise differences in STrR across facility-
level achieved Hgb tertiles, an intermediate outcome
reflecting facility anemia management processes,
suggesting "dose effect".

o E R mana

Face Validity (carried forward from previous NQF
submission): 6 out of 6voting members of CMS's 2012
Technical Expert Panel voted to recommend
development of a facility-level Standardized
Transfusion Ratio measure. The consensus
recommendation of that clinical expert panel included
the recommendation to include risk adjustment for
conditions that are associated with an increased risk of
blood transfusion and in some cases, increased risk of
ESA-associated adverse events, such as hereditary
anemia, chronic bone marrow failure conditions and
active cancer.

CMS interprets these results demonstrate statistically
significant stepwise differences in STrR across facility-
level achieved Hgb tertiles, an intermediate outcome
reflecting facility anemia management processes,
suggesting "dose effect".

R o BB R Rann e

Face Validity (carried forward from previous NQF
submission): 6 out of 6voting members of CMS's 2012
Technical Expert Panel voted to recommend
development of a facility-level Standardized
Transfusion Ratio measure. The consensus
recommendation of that clinical expert panel included
the recommendation to include risk adjustment for
conditions that are associated with an increased risk of
blood transfusion and in some cases, increased risk of
ESA-associated adverse events, such as hereditary
anemia, chronic bone marrow failure conditions and
active cancer.

NQF HISTORY

Never endorsed; reviewed and rejected by NQF in
December 2015 secondary to concerns about potential
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.

Endorsed by NQF December 2016.

Submitted to NQF November 2019; supported by both
MAP and Renal Standing Committee; currently out for
member comment (tentatively March 11-April 9).
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