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August 30, 2011 

 

 

Donald Berwick, M.D. 

Administrator 

Centers for Medicare & Medicaid Services 

Department of Health and Human Services 

Hubert H. Humphrey Building, Room 445–G 

200 Independence Avenue, SW 

Washington, DC 20201 

 

 

Ref:  CMS–1525–P:  Medicare and Medicaid Programs: Hospital Outpatient Prospective 

Payment; Ambulatory Surgical Center Payment; Hospital Value-Based Purchasing 

Program; Physician Self-Referral; and Provider Agreement Regulations on Patient 

Notification Requirements; Proposed Rule 

 

Dear Dr. Berwick: 

 

The National Association of Public Hospitals and Health Systems (NAPH) appreciates the 

opportunity to submit comments on the above-captioned Proposed Rule.  NAPH represents more 

than 140 metropolitan area safety net hospitals and health systems that all share the common 

mission of providing high quality health care to all patients regardless of the ability to pay.  Our 

members predominantly serve patients who are uninsured or covered by public programs—31 

percent of the outpatient services provided by NAPH members are to uninsured patients, another 

18 percent to Medicare beneficiaries, and 25 percent to Medicaid recipients.  About 21 percent of 

NAPH members‘ revenues are derived from treating Medicare patients, and another 50 percent 

from payments for treating uninsured and Medicaid patients.  NAPH members play a vital role in 

their respective communities, averaging almost 3.6 times as many outpatient visits and 2.1 times 

as many outpatient surgeries as the hospital industry average.  In 2009, NAPH members 

delivered over 37 million non-emergency outpatient visits, 42 percent of which were primary 

care visits.  NAPH members also train a disproportionately large share of our nation‘s next 

generation of physicians and other health care providers, averaging 12.7 times as many residents 

as the national average.  In 2009, NAPH members trained nearly 18,000 residents.  

 

Over the years, NAPH members have had to figure out the most efficient way to provide care to 

vulnerable patients with complex medical needs, with limited resources.  A key step in achieving 

this goal is a commitment to providing high quality care and eliminating health care disparities.  

According to a recent NAPH survey, all of our members have a primary committee that oversees 

quality improvement activities and have developed plans to improve specific quality measures, 

including targeted plans to reduce and eliminate racial and ethnic health care disparities.  
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Additionally, recognizing that physician alignment and leadership engagement are integral 

components of achieving real improvements in the quality of care provided, almost 90 percent of 

NAPH members share quality performance data with their physicians, and 80 percent engage 

their boards of directors in quality improvement activities.  Through these efforts, NAPH 

members have been able to effectively utilize their limited resources to improve the health of the 

most vulnerable patients in their communities.   

 

To further the commitment of its members to improve quality and eliminate health care 

disparities, NAPH is currently leading an Equity of Care collaborative with five other national 

hospital associations and has established its own Transformation Center to facilitate quality 

improvement and systems transformation.  In July, the newly formed Equity of Care 

collaborative issued A Call to Action to eliminate health care disparities.  In order to improve 

quality and eliminate disparities, we recognize the importance of getting the measures and 

incentives right.  This will allow real improvements in care to be identified and rewarded so that 

resources, which are often scarce, can be targeted to areas that will have the greatest impact on 

patients.  Toward that end, NAPH looks forward to partnering with the Center for Medicare & 

Medicaid Services (CMS) to accomplish this goal—NAPH‘s new Transformation Center is the 

ideal incubator for testing and developing  strategies to improve performance and disseminating 

these strategies to all hospitals. 

 

The following comments reflect issues of concern to safety net hospitals in the above-captioned 

Proposed Rule. 
 

 

1.   Proposed Weights for the VBP Program in FY 2014 

In the proposed rule, CMS has proposed changes to the Hospital Inpatient Value-Based 

Purchasing (VBP) Program for the second program year, fiscal year (FY) 2014.  CMS has 

proposed new weights to apply to the four quality domains for FY 2014:  a 20% weight for 

clinical process measures (down from 70% in FY 2013), a 30% weight for patient experience of 

care (the same as in FY 2013), a 30% weight for outcome measures (added to the VBP Program 

in FY 2014), and a 20% weight for the efficiency measure.  This represents a significant shift 

away from process measures and towards outcome and efficiency measures.   

 

NAPH believes CMS has exceeded its statutory authority in previous rule making by finalizing 

for inclusion in the VBP Program in FY 2014 hospital-acquired condition (HAC) measures, 

Agency for Healthcare Research and Quality (AHRQ) measures, and a Medicare spending per 

beneficiary efficiency measure.  We believe that adding these measures to the VBP Program in 

FY 2014 is inconsistent with the Affordable Care Act.  NAPH also believes that imposing 

payment penalties based on HAC, AHRQ, and efficiency measures without careful and 

transparent analysis of risk-adjustment methodologies will impede patient access to care.  

Therefore, we strongly encourage CMS to reconsider its decision to include the HAC 

measures, AHRQ measures, and the Medicare spending per beneficiary measure in the 

VBP Program for FY 2014.   
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If, however, CMS continues to move forward with these measures, NAPH proposes that 

CMS adopt a weight no higher than 5% for each of the outcome and efficiency domains in 

FY 2014 and gradually move towards the proposed weights of 30% and 20%, respectively, 

over a three- to five-year period.  Thus, for FY 2014, we encourage CMS to retain the 70% 

weight assigned to the clinical process domain and assign a weight of 20% to the HCAHPS 

domain, 5% to the outcome domain, and 5% to the efficiency domain.  This approach would give 

hospitals, CMS, and quality experts more time to gain experience with the HAC, AHRQ, and 

efficiency measures, as intended by Congress, before there is significant payment impact and 

would give CMS additional time to examine risk-adjustment methodologies to preserve patient 

access to care.  In addition, delaying the inclusion of the HAC measures, AHRQ measures, and 

the Medicare spending per beneficiary measure in the VBP Program would allow CMS to adopt 

a full-year performance period for these measures, improving the reliability and validity of the 

measures. 

 

CMS Has Exceeded Its Statutory Authority in Finalizing HAC, AHRQ, and Efficiency 

Measures for Inclusion in FY 2014 

 

The Affordable Care Act requires that the measures selected by CMS for inclusion in the VBP 

Program be ―specified under subsection (b)(3)(B)(viii) [the Inpatient Quality Reporting (IQR) 

Program] and included on the Hospital Compare Internet website for at least 1 year‖ prior to the 

beginning of the performance period.
1
  CMS has identified March 3, 2011 as the date on which 

the HAC and AHRQ measures appeared on Hospital Compare, and April 21, 2011 as the date on 

which the Medicare spending per beneficiary measure appeared on Hospital Compare.  It is 

unclear how CMS selected these dates.  Data on HACs were not accessible through the Hospital 

Compare website until April 21, 2011.  Public reporting of AHRQ measures on Hospital 

Compare is not anticipated to occur until October 2011.  And as of the date of this letter, the 

efficiency measure does not appear on the Hospital Compare website, except as one measure 

listed in a glossary of ―Potential Future Measures for [the] Hospital Value Based Purchasing 

Program.‖  The glossary on Hospital Compare only describes the efficiency measure generally as 

―Information about how much Medicare spends on each person with Medicare who is admitted 

to a hospital.‖ 

 

In imposing a one-year display requirement, Congress clearly intended that quality data for 

measures included in the VBP Program be publicly reported on the Hospital Compare website 

for at least one year prior to the performance period, just as process of care and HCAHPS 

measures are currently reported on the Hospital Compare website.  Congress would have had no 

reason to specifically identify the Hospital Compare website in the Affordable Care Act if public 

reporting were irrelevant, or if Congress had intended that CMS simply list the measure and a 

general description, with no specifications, on a website connected to Hospital Compare only 

through a link.  Instead, Congress would have referred to ―the Internet website of the Centers for 

Medicare & Medicaid Services‖ or another general website as it does in another section of the 

relevant statute.
2
   

 

                                                 
1
 42 U.S.C. § 1395ww(2)(c)(i).  

2
 42 U.S.C. § 1395ww(b)(3)(B). 
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Congress‘s intent also is apparent from other portions of section 3001 of the Affordable Care 

Act, including the requirement that CMS consider ―practical experience with the measures 

involved‖ and ―historical performance standards‖ in establishing performance standards for 

measures included in the VBP Program.
3
  This requirement reflects that quality measures from 

the IQR Program should not be included in the VBP Program until hospitals have had sufficient 

time to gain experience with the measures and their specifications, and CMS has had sufficient 

time to collect data and compare the performance of all reporting hospitals to determine 

appropriate performance standards.  The one-year display requirement in the Affordable Care 

Act facilitates this performance standard requirement.  Adopting a quality measure for inclusion 

in the IQR Program and the VBP Program in the same fiscal year, as CMS has done with the 

efficiency measure in particular, does not.  Under CMS‘ interpretation of the one-year display 

requirement, hospitals will have no practical experience collecting or analyzing data on the 

efficiency measure before the measure impacts payment, and CMS will have no historical period 

against which to judge hospital performance.   

 

While NAPH acknowledges that CMS‘ interpretation of the statutory requirements of the VBP 

program is entitled to deference, we do not believe that its proposal to adopt outcome and 

efficiency measures that have been displayed for less than a full year can be reasonably 

reconciled with the statutory language and would therefore not withstand scrutiny under the 

well-known principles of Chevron U.S.A. Inc. v. Natural Resources Defense Council, Inc.
4
  

Because the proposed 2014 implementation of these measures is not authorized by statute, CMS 

should postpone their adoption until data have been publicly reported for at least one year. 

 

CMS Has Compromised the Reliability of Outcome and Efficiency Measures by Selecting a 

Performance Period of Less than One Year 

CMS‘ rush to include measures in the VBP Program also has resulted in CMS‘ selection of a 

performance period of less than one year for the HAC measures, AHRQ measures, and 

efficiency measure.  These shorter performance periods compromise the reliability and validity 

of the measures and may result in financial penalties that do not accurately reflect hospitals‘ 

comparative performance.  CMS has not offered adequate justification for its selection of the 

shorter periods, and has itself identified as a goal the eventual adoption of a one-year 

performance period for all measures in the VBP Program.
5
  While NAPH recognizes that 

performance periods of less than one year are needed for clinical process and HCAHPS measures 

in FY 2013 because Congress mandated that CMS include these measures in FY 2013, there is 

                                                 
3
 42 U.S.C. § 1395ww(o)(3)(D). 

4
 467 U.S. 837 (1984). 

5
 In contrast to its decision to adopt a 12-month rather than an 18-month performance period for mortality measures, 

in support of which CMS ―conducted additional reliability analyses on . . . hospital-level risk standardized mortality 

rates . . . using 12 months, 18 months, and 24 months‖ and ―concluded that 12 months of data provides moderate to 

high reliability for the Heart Failure and Pneumonia 30-day mortality measures, and is sufficiently reliable for the 

AMI 30-day mortality measure,‖ CMS does not appear to have conducted a comparative analysis of performance 

periods for the HAC measures, AHRQ measures, or efficiency measure.  With respect to the HAC and AHRQ 

measure performance periods, CMS has stated only that ―analysis of existing data indicates that a 7-month 

performance period would provide sufficiently robust values.‖  76 Fed. Reg. 42358.  CMS did not offer any analysis 

of the reliability or validity of its selection of a 9-month performance period for the efficiency measure. 



   

  

5 
 

no statutory mandate that outcome and efficiency measures be added as early as FY 2014.  CMS 

has discretion to add the efficiency and other measures in years subsequent to FY 2014, and in 

fact, is required to delay implementation until the one-year display requirement can be satisfied.   

It is inaccurate for CMS to state, as it did in the final inpatient prospective payment system rule, 

that it had no choice but to adopt shorter performance periods for FY 2014 due to statutory 

constraints on display and notification timeframes.  As described above, the display requirement 

is not, as CMS suggests, intended to force CMS to adopt shorter performance periods that 

compromise the validity of data used to impose potential payment penalties.  Rather, the one-

year display requirement is intended to allow hospitals to become familiar with data 

specifications and to give CMS historical perspective when establishing performance standards.  

If anything, the display timeframes mandated by the Affordable Care Act warrant delayed 

implementation. 

Further Assessment of Risk-Adjustment Is Needed Before Outcome and Efficiency Measures 

Significantly Impact Payment 

If CMS continues to take the position that it has acted in a manner consistent with the Affordable 

Care Act‘s one-year display requirement, NAPH urges CMS to significantly lower weights to the 

outcome and efficiency domains in the early years of the VBP Program, to allow additional time 

to assess the adequacy of existing risk-adjustment methodologies for outcome and efficiency 

measures.   

 

The Affordable Care Act specifically contemplated that CMS would consider adjusting 

efficiency measures by sex and race.
6
  For the efficiency measure in particular, CMS cannot rely 

on National Quality Forum (NQF) principles alone to justify its decision not to risk-adjust for 

demographic or socioeconomic factors, as NQF has not yet endorsed any efficiency measure.  In 

fact, in a report establishing a framework for development of efficiency measures, NQF itself 

moved away from its aspirational principle of excluding race and socioeconomic status from 

risk-adjustment.  In its 2009 report Measurement Framework: Evaluating Efficiency Across 

Patient-Focused Episodes of Care, NQF acknowledged that there is a need to develop measures 

that not only accurately and reliably measure efficiency, but also ―address diverse populations.‖  

To measure resource use, NQF concluded that ―[r]isk adjustment should use a well-tested and 

validated statistical model to account for the key patient demographic and clinical factors that 

affect outcomes‖ (emphasis added). 
7
 CMS has not proposed any well-tested or validated 

statistical model that includes patient demographic factors for risk-adjustment of the Medicare 

spending per beneficiary measure. 

 

NAPH is especially concerned that outcome and efficiency measures may be assigned a total 

50% weight in the second year of the VBP Program without any further consideration of the 

consequences of failing to risk-adjust for demographic and socioeconomic factors.  If CMS‘ 

                                                 
6
 42 U.S.C. § 1395ww(o)(2)(B)(ii). 

7
 National Quality Forum (NQF), Measurement Framework: Evaluating Efficiency Across Patient-Focused 

Episodes of Care, Washington, DC: NQF; 2009, www.qualityforum.org/.../01/Episodes_of_Care_Full_Report... 
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purpose for excluding demographic and socioeconomic factors from risk-adjustment is to 

identify disparities, disparities can be identified through reporting under the IQR Program, which 

would not potentially punish safety net providers who serve low-income, minority, and 

Medicare-Medicaid dually-eligible patients.  A separate risk-adjustment methodology could be 

employed in the VBP Program to ensure that financial penalties do not disproportionately punish 

safety net providers serving patients for socioeconomic factors that providers cannot control.  

NAPH is concerned that if further examination of risk-adjustment does not occur before payment 

penalties are imposed for outcome and efficiency measures, our country‘s most vulnerable 

patient populations could experience reduced access to care because of payment penalties 

potentially associated with treating these populations under the VBP Program. 

 

2.   Outpatient Quality Reporting (OQR) Program   

NAPH appreciates CMS‘ recognition of the need to align measures across public reporting and 

payment programs and applauds CMS for taking into account national priorities, including the 

National Strategy for Quality Improvement in Healthcare, in selecting measures for inclusion in 

the OQR program.  NAPH also appreciates CMS‘ recognition of the need to minimize burdens 

on hospitals.  Finally, NAPH supports CMS in its efforts to prioritize quality measures that are 

most likely to promote higher-quality, safer, and more efficient care.  In furtherance of these 

goals, NAPH offers the following recommendations related to quality measures proposed for 

inclusion in the OQR program in calendar year (CY) 2014 and CY 2015. 

 

A. Overall Measure Comments 

 

In the proposed rule, CMS proposes to add nine additional measures for CY 2014 and one 

additional measure for CY 2015.  NAPH recommends that CMS follow the criteria proposed by 

Joint Commission President Mark Chassin and coauthors in their August 2010 New England 

Journal of Medicine article for evaluating whether a measure is appropriate for provider 

accountability.
8
  Using these criteria will ensure that all measures are based on sound scientific 

evidence.  We believe that measures that do not meet all of the following criteria should not be 

included in the OQR program: 

 

1. The measure must be based on a strong foundation of research showing that the process 

leads to improved clinical outcomes. 

2. The measure must accurately capture whether evidenced-based care has been delivered. 

3. The measure should address a process quite proximate to the desired outcome, or in the 

case of ambulatory measures, be coupled with more downstream processes. 

4. The measure should have minimal or no unintended consequences.  

 

NAPH also recommends that CMS include only measures that have been endorsed by the 

National Quality Forum (NQF) and approved by the Hospital Quality Alliance (HQA).  In the 

future, NAPH recommends that CMS only include measures that have been endorsed by the 

                                                 
8
 M.R. Chassin, J.M. Loeb, S.P. Schmaltz, and R.M. Wachter, ―Accountability measures—using measurement to 

promote quality improvement,‖ N Engl J Med., Vol. 363: 683-688 (2010). 
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NQF and the Measures Application Partnership (MAP).  Following these criteria will ensure that 

all new measures have been approved by a national consensus group. Several proposed measures 

do not meet the first criterion: 

 

 For CY 2014, the Safe Surgery checklist and outpatient surgical-volume measures 

are not NQF-endorsed.  

 For CY 2014, four of the five proposed diabetes measures, the cardiac 

rehabilitation referral measure, and the influenza vaccination coverage measure 

are not HQA-approved.  

 For CY 2014, the surgical site infection measure is not HQA-approved for the 

outpatient setting.  

 

Below is a summary of our recommendations.  Table 1.1 summarizes our recommendations to 

CMS regarding the six proposed chart-abstracted measures.  Table 1.2 summarizes our 

recommendations to CMS regarding the diabetes measures, the cardiac rehabilitation referral 

measure, the surgical site infection measure, and the influenza vaccination measure.  

 

 

 

Table 1.1  

Outpatient 

Proposed 

Measure 

Number  

Measure Set NAPH Recommendations to CMS  

OP-25 to 

OP-30 

Six Chart-

Abstracted 

Measures 

Overall, CMS should delay adoption of any additional chart-

abstracted measures until: 

1. Most hospitals and other providers are able to 

electronically collect quality measures. 

2. CMS is able to electronically receive quality measures 

from providers.  

3. NQF has finished retooling its new Electronic Quality 

Measures (eMeasures). 

4. The new NQF eMeasures have been tested against 

manually-abstracted measures and found to be reliable.   

 

Reporting of these measures should not affect payment until at 

least CY 2016. 
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Table 1.2 

Outpatient 

Proposed 

Measure 

Number  

Measure or 

Measure Set 

NAPH Recommendations to CMS  

OP-25 to 

OP-29 

Diabetes 

Measures 
All of the diabetes measures should be limited to those patient 

populations that are seen on an ongoing basis by a hospital-

based provider. 

 

In addition, CMS should include more process rather than 

management measures for diabetes patients.  Before they are 

included in the OQR program, the three diabetes management 

measures should be risk-adjusted and/or carefully examined for 

unintended consequences. 

 

Finally, the diabetes eye exam process measure should not be 

finalized because it is not appropriate for the hospital outpatient 

setting.  In addition, because it is often currently outside the 

scope of the individual patient record, this measure will present 

a significant data collection burden for many safety net 

hospitals.   

 
OP-30 Cardiac 

Rehabilitation 

Patient Referral 

from an 

Outpatient 

Setting  

This measure should not be finalized.  It is only appropriate 

when paired with an inpatient cardiac-referral measure and 

when used in a closed health care system with a consistent 

patient population.  It is not appropriate for the disjointed 

outpatient environment and is not appropriate for most safety 

net hospitals.  It is also too far removed from the outcome to be 

meaningful.  

 
OP-24 Surgical Site 

Infection  
Before being finalized, this measure needs to be tested and 

specified for the outpatient environment.  In addition, the 

measure must be risk-adjusted for sociodemographic factors. 

Reporting measures that are not thoroughly risk-adjusted and 

using such measures for accountability or pay for performance 

could lead to the unintended consequences for safety net 

providers. 

 
OP-33 Influenza 

Vaccination 

Coverage among 

Healthcare 

Personnel  

CMS should delay adoption of this measure until a measure that 

collects aggregate vaccination data has been developed and 

endorsed.  In addition, this measure should at first be limited to 

employees and gradually expanded to contractors and 

students/volunteers. 
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B. Detailed Measure Set Comments 

 

Six Chart-Abstracted Measures (OP-25 – OP-30):  

 

In the proposed rule, CMS is proposing to add six chart-abstracted measures in CY 2014.  From 

our discussions with safety net hospital quality leaders, NAPH has determined that these chart-

abstracted measures would require many of our member hospitals to devote a total of 1 to 3 

fulltime equivalent employees (FTEs) for chart abstraction.  The average estimated costs from 

our members ranged from $80,000 to $125,000, including benefits, per clinical abstractor.  With 

pressures to bend the cost curve and the important role of safety net providers in health reform 

insurance expansions, NAPH is concerned that these new measures could potentially divert 

resources from hospital performance improvement activities and systems innovations.  

 

In the long run, NAPH believes that electronic reporting of chart-abstracted measures has the 

potential to significantly reduce the reporting burden on safety net providers.  In this light, 

NAPH strongly supports CMS‘ goal to move to the electronic reporting of chart-abstracted 

measures.  We are also encouraged that there is alignment between some of the CMS electronic 

health record incentive program clinical quality measures (CQMs) and the OQR program 

measures.  For example, newly-proposed outpatient diabetes measures also are included as menu 

set Meaningful Use CQMs for eligible providers, and two previously finalized ED throughput 

measures also are included as core CQMs for eligible hospitals under Meaningful Use.  

 

However, NAPH believes that there is a need for better alignment among the timelines of 

CMS programs that require quality reporting.  Considering CMS‘ stated desire in this 

proposed rule to (1) move to electronic reporting of chart-abstracted measures to minimize the 

burden on providers and (2) further align incentives and reporting requirements across CMS 

programs, NAPH recommends that CMS not add any additional chart-abstracted measures 

until all of the following have occurred: 

 

1. Most hospitals and other providers are able to electronically collect quality measures. 

2. CMS is able to electronically receive quality measures from providers.  

3. NQF has finished retooling its new eMeasures. 

4. The new NQF eMeasures have been tested against manually-abstracted measures and 

found to be reliable.   

 

 Electronic Collection and Submission 

More specifically, NAPH urges CMS to consider the ability of safety net hospitals and outpatient 

providers to electronically transmit these data by synchronizing reporting requirements for the 

inpatient and outpatient quality reporting programs with the timelines for the CMS electronic 

health record (EHR) incentive programs.  Many safety net hospitals likely will not enter the 

Medicare and Medicaid EHR incentive programs until FY 2013, the last possible year for 

hospitals to enter and receive full payments from both programs. Therefore, at a minimum, the 

reporting period should be delayed until the beginning of the first full calendar year after the end 

of this fiscal year, or the beginning of CY 2014.  However, in order for electronic reporting to be 

a viable option, CMS must also be able to electronically receive quality measure reports from 

providers.  As CMS acknowledges in this proposed rule, this is not yet feasible for the 
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Meaningful Use CQMs.  In addition, CMS stated in the fiscal year (FY) 2012 final inpatient 

prospective payment system (IPPS) rule that it is not considering the electronic collection of 

chart-abstracted measures until CY 2015.  CY 2015 data will likely be used to determine CY 

2016 payment.  Therefore, NAPH strongly urges CMS to delay adoption of additional 

chart-abstracted measures in the OQR program until providers can electronically collect 

quality measures and CMS can electronically receive quality measures or CY 2016 at the 

earliest.  
 

 Retooling of and Evaluation of e-Measures  

In addition, NQF is currently retooling all of its measures as eMeasures, which should allow 

providers to more seamlessly collect and report structured quality measures electronically.  

Before CMS requires hospitals to submit quality measures electronically, it is important for CMS 

to conduct a formal evaluation of these new eMeasures to test their reliability.  We strongly urge 

CMS to work with an independent evaluator to understand any variance between electronically-

reported and manually-abstracted measures.  In general, NAPH urges CMS to not finalize any 

new chart-abstracted measures until NQF has finished retooling its new eMeasures AND 

these measures have been formally evaluated and determined to be reliable when 

compared to manually-abstracted measures.  
 

In summary, NAPH recommends that all six chart-abstracted measures be delayed until 

electronic collection and submission are possible and NQF‘s new eMeasures have been retooled 

and formally evaluated, or until at least CY 2016.  Adding additional chart-abstracted measures 

prior to this time will potentially put an undue burden on safety net hospitals and providers who 

may not enter the CMS electronic health record incentive programs until FYs 2013 or later.  This 

could indirectly lead to increasing disparities of care and resources being diverted from 

innovations needed to bend the health care cost curve.  

 

Diabetes Measures (OP-25 through OP-29): 

 

Five of the six newly proposed chart-abstracted measures for CY 2014 are diabetes measures.  

NAPH acknowledges the importance of well-tested measures in improving diabetes care.  We 

are pleased that CMS has focused on a condition-specific measure set.  This reduces the data 

collection burden and also provides more reliable measures when viewed collectively.  Single 

measure items of condition-specific performance are generally unreliable in isolation.  

Aggregation of disease-specific quality measures can yield more reliable quality of care scores.
9
  

However, we have some overall questions and concerns about the proposed diabetes measures.  

 

First, we have some general concerns about whether the hospital outpatient setting is the most 

appropriate place within the care continuum to manage diabetes care.  While many safety net 

hospitals have provider-based clinics that are paid under the OPPS and are a source of primary 

care, NAPH does not believe that these diabetes measures are appropriate for most 

specialty clinics.  We urge CMS to provide more clarity about the providers to which these 

measures apply.  

                                                 
9
 S.H. Kaplan, J.L. Griffith, L.L. Price, L.G. Pawlson, and S. Greenfield, ―Improving the reliability of physician 

performance assessment: identifying the ‗physician effect‘ on quality and creating composite measures,‖ Med Care, 

Vol. 47, No. 4: 378-387 (2009). 
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Second, when applying a measure to the hospital outpatient setting, the appropriate patient 

population must be identified.  Without this specification, we are concerned that the proposed 

measures may not meet the Joint Commission accountability framework criteria #2 (the measure 

must accurately capture whether evidenced-based care has been delivered). The proposed 

measures are specified to track patients over a period of time, usually for 12 months.  Safety net 

hospitals face substantial challenges with the continuous enrollment of patients in their outpatient 

clinics because of the vulnerable populations that they serve.  Due to the populations served by 

safety net providers, diabetes patient care is often fragmented, episodic, and not at the same site 

of care.  In addition, many safety net hospitals see extremely high loads of diabetic patients in 

the outpatient environment compared to the average hospital, often exceeding 1,000 patients per 

month; therefore, reporting population and sample size counts can be particularly challenging.  

To address these concerns, NAPH recommends that the proposed diabetes measures be 

limited to those patient populations that are seen on an ongoing basis by a hospital-based 

provider.  Specifically, the patient population should be limited to those for whom the hospital 

serves as a medical home.   

 

Diabetes Outcome Measures (OP-25, OP-26, OP-27):  

 

Three of the five proposed diabetes measures are outcome measures.  These measures include a 

diabetes hemoglobin A1c management measure, a diabetes lipid management measure pair, and 

a diabetes blood pressure management measure.  While NAPH recognizes the need to move to 

outcome measures, as referenced in the accountability measure framework that we advocate 

CMS consider when adopting new measures, we believe that process measures that are close to 

the outcome of interest may be more effective at facilitating quality improvement for many 

diabetic patients.  Outcome measures can have scientific challenges around the need for case-mix 

adjustments.
10

  We are concerned that the majority of the proposed diabetes measures are 

outcome measures.  

 

Our concerns are shared by others.  The NQF Diabetes Technical Advisory Panel (TAP) 

expressed four general concerns about the inclusion of these diabetes outcome measures:  

 

1. Outcome measures need risk-adjustment to account for other factors besides the care 

received that can affect the outcome. 

2. While measures should be consistent with guidelines, guidelines do allow for 

individualization of specific goals/target values and exclude patients who have 

contraindications or adverse effects. 

3. In the absence of risk-adjustment, less aggressive targets should be used in measures for 

public accountability. 

4. Reporting unadjusted measures for accountability or pay for performance could lead to 

the unintended consequences of avoidance of more difficult cases, increased adverse 

effects related to aggressive treatment, and increased costs with additional or newer 

medicines.
11

  

                                                 
10

 M.R. Chassin, J.M. Loeb, S.P. Schmaltz, and R.M. Wachter, op. cit. 

11
 National Quality Forum (NQF), National Priorities for Healthcare Quality Measurement and Reporting: A 

Consensus Report, Washington, DC: NQF; 2004,  
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NAPH agrees with the NQF TAP‘s concerns with the diabetes outcome measures and believes 

that these issues are especially problematic for safety net hospitals.  In general, safety net 

hospitals treat more low-income Medicare patients, including patients dually eligible for 

Medicare and Medicaid.  National Committee for Quality Assurance (NCQA) data consistently 

show low-income Medicaid populations have worse outcomes on diabetes measures.
12

  Safety 

net hospitals often face more significant challenges with patient adherence and continuity of 

care.  Many of these low-income patients are homeless, have no phone, have transportation 

issues, leave the hospital against medical advice, and do not have a regular primary care provider 

outside of the hospital outpatient setting.  For example, at some NAPH member hospitals, 20 to 

40 percent of diabetic patients are no-shows for appointments.  It is difficult for providers to 

manage patient care if the patients are not there for regular care.  Those who do show up are not 

necessarily representative of the whole population, and therefore do not provide reliable data that 

reflect the broader population.  In addition, diabetes management is highly dependent on diet and 

exercise and other social factors that are hard for providers to control.  Variation in diabetes 

outcome measures often can be more reflective of patient behavior than of provider behavior and 

therefore unlikely to reveal reliable results.
13

  Based on these concerns, NAPH recommends 

that CMS include more process rather than management measures for diabetes patients. 
 

In addition, NAPH urges CMS to review literature suggesting that comorbidities should be 

considered when tailoring therapy to patients with Type 2 diabetes.  Specifically, comorbidity 

has been shown to affect the relationship between glycemic control and cardiovascular outcomes 

in diabetes.  In general, patients with higher levels of comorbidity may receive a diminishing 

level of benefit from intensive management that aims to meet more aggressive targets.
14

 On 

average, low-income patients seen by safety net hospitals have more comorbidities than patients 

seen at non-safety net hospitals.  For example, NCQA 2008 Healthcare Effectiveness Data and 

Information Set (HEDIS) shows that Medicaid health maintenance organization (HMO) Type II 

diabetic patients and Medicare HMO Type II diabetic patients have significantly more 

comorbidities compared to commercial HMO Type II diabetic patients.
15

  More aggressive 

targets like the LDL-C < 100 part of the lipid management measurement pair could potentially 

have unintended consequences for vulnerable patients who have many comorbidities.  With 

lower thresholds, many patients receive increased levels of treatment.  With more intensive 

treatment, the marginal benefit of the additional treatment diminishes, and the likelihood of 

                                                                                                                                                             
http://www.qualityforum.org/Publications/2004/12/National_Priorities_for_Healthcare_Quality_Measurement_and_
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 S.H. Kaplan, J.L. Griffith, L.L. Price, L.G. Pawlson, and S. Greenfield, op. cit. 
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  Sheldon Greenfield, John Billimek, Fabio Pellegrini, Monica Franciosi, Giorgia De Berardis, Antonio Nicolucci, 

and Sherrie H. Kaplan, ―Comorbidity Affects the Relationship Between Glycemic Control and Cardiovascular 

Outcomes in Diabetes,‖ Ann Intern Med., Vol. 151: 854-860 (2009). 
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treatment-related side effects and costs increases, particularly for patients with multiple 

comorbidities.
16

   

In general, caution should be taken when using diabetes outcome measures.  Therefore, before 

they are included in the OQR program, NAPH strongly urges CMS to risk-adjust these 

diabetes measures and/or to carefully examine these measures for any potential unintended 

consequences.  Diabetes outcome measures need to reflect the reality that many diabetic patients 

have multiple comorbidities, receive care in multiple places, and may not have a primary care 

―home‖ at hospital-based outpatient clinics.  Ignoring these realities could lead to unintended 

consequences for our nation‘s most vulnerable patient populations. 

 

C. Detailed Measure-Specific Comments  

 

Diabetes: Eye Exam Measure (OP-28): 

 

NAPH has specific concerns about the proposed diabetes eye exam measure.  This chart-

abstracted measure would include adult patients 18-75 years old who have received a dilated eye 

exam or seven standard field stereoscopic photos with interpretation by an ophthalmologist or 

optometrist.  This measure is concerning because many diabetes patients often see eye doctors 

outside of the hospital or system.  Many safety net hospital outpatient providers do not have 

access to data from these outside visits, including many ophthalmologist and optometrist visit 

data needed for this measure.  In general, it is a lot more resource intensive for clinical 

abstractors to look for things that are not in the medical record, such as documentation of an eye 

exam, rather than for things that are in the medical record.  Therefore, this measure could be 

extremely expensive to collect.  Several NAPH members have estimated that this measure alone 

may require up to 1 additional FTE.  Since this measure relies on information collected from 

multiple data sources, advanced EHRs with the ability to electronically exchange information 

across sites will be needed to facilitate data collection.  Therefore, NAPH recommends that this 

diabetes eye exam measure not be finalized because it is not appropriate for the outpatient 

environment and will present a significant data collection burden for safety net hospitals.  

 

Cardiac Rehabilitation Patient Referral from an Outpatient Setting Measure (OP-30): 

 

NAPH has concerns that the cardiac rehabilitation referral measure would pose significant 

challenges for safety net hospitals.  This proposed chart-abstracted measure for CY 2014 would 

include patients evaluated in the outpatient setting who have undergone a cardiac procedure in 

the previous 12 months and have been referred to an outpatient cardiac rehabilitation/secondary 

prevention program.   First, this measure will require a lot of manual chart abstraction and access 

to outside data, which will be especially challenging for safety net hospitals that do not see all of 

their patients on a consistent basis.  While NAPH member hospitals are much more likely than 

all hospitals to perform cardiac surgeries, they are less likely to own, operate, or be affiliated 

with a cardiac rehabilitation center, increasing their reliance on other entities for access to data 

                                                 
16
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for this measure.
17

  For safety net hospitals that do not have cardiac rehabilitation facilities, this 

measure does not necessarily allow the abstractor to rely on codes.  Instead, abstractors will have 

to look for prior referral for patients presenting at a hospital outpatient clinic who had a previous 

heart procedure, which is challenging for the transient, low-income populations who seek care in 

many places outside of the hospital/system and may lack a cardiac rehabilitation facility to be 

referred to that is accessible via public transportation.  

 

NAPH also has concerns that this measure does not meet the Joint Commission accountability 

measure criteria #2 (the measure must accurately capture whether evidenced-based care has 

been delivered).  We remind CMS that the NQF TAP for this measure expressed concerns about 

the measure‘s definition of the outpatient setting and the variability of access to data needed for 

the measure, which will depend on the care setting.  In general, NAPH recommends that this 

measure not be finalized.  This measure is only appropriate when paired with an inpatient 

cardiac-referral measure and when used in a closed system with a consistent patient 

population (e.g., ACO).  It is not appropriate for use exclusively in the hospital outpatient 

environment and is not appropriate for most safety net hospitals.  Finally, we have concerns that 

this measure does not meet the Joint Commission accountability framework criteria #3 (the 

measure should address a process quite proximate to the desired outcome, or in the case of 

ambulatory measures, be coupled with more downstream processes).  NAPH believes that this 

measure in isolation is too far removed from the outcome to be an appropriate and 

meaningful measure. 
 

Surgical Site Infection Measure (OP-24): 

 

NAPH strongly supports appropriate measures to facilitate the reduction of surgical site 

infections.  However, we do not believe that this Centers for Disease Control and Prevention 

(CDC) National Healthcare Safety Network (NHSN) Surgical Site Infection (SSI) Hospital 

Associated Infection (HAI) measure is ready for use in the hospital outpatient setting because of 

significantly larger patient volumes than in the inpatient setting and a lack of a completely 

defined population.  This proposed measure for CY 2014 would include surgical site infections 

occurring within 30 days after an operative procedure if no implant is left in place or within one 

year if an implant is in place.  Larger outpatient volumes present a significant data collection 

burden for safety net hospitals compared to other hospitals.  NAPH members are more likely to 

perform outpatient surgeries, and, on average, perform more than twice as many outpatient 

surgeries per year compared to all hospitals nationally.
18

  Due to the large scope of procedures 

performed in the hospital outpatient environment, CMS needs to clearly define what NHSN 

outpatient procedures would be covered.  Before being finalized, NAPH recommends that this 

measure be tested and appropriately specified for the outpatient environment.  
 

We also have concerns that this measure may not meet the Joint Commission accountability 

framework criteria #4 (the measure should have minimal or no unintended consequences).  As 

mentioned earlier in our diabetes outcome measure comments, while we recognize the need to 
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move to outcome measures, outcome measures must be thoroughly risk-adjusted to reflect 

difference in hospitals‘ case mix.  We are concerned that reporting measures that are not 

thoroughly risk-adjusted and using such measures for accountability or pay for performance 

could lead to the unintended consequences for safety net providers.
19

  Specifically, we are 

concerned that the CDC SSI risk index does not adjust for patient sociodemographic 

factors.   

 

Influenza Vaccination Coverage among Healthcare Personnel (OP-33): 

 

This proposed vaccination coverage measure for CY 2015 would include the number of health 

care personnel working in a health care facility during flu season who received a vaccination, 

were offered but declined a vaccination, or were determined to have a medical 

contraindication/condition of severe allergic reaction.  NAPH strongly supports the principle of 

full vaccination coverage among health care personnel.  Full vaccination coverage is an essential 

component of fulfilling the public health missions of safety net hospitals, many of whom are the 

first responders at ground zero in the case of national, state, or local public health emergencies.  

However, NAPH also is concerned that reporting for this HAI measure through the NHSN will 

be overly burdensome, as it requires hospitals to undertake a labor-intensive review of individual 

employee, contractor, and volunteers/students records.  Collecting this information on an 

individual basis will be extremely resource intensive for safety net hospitals.  We are therefore 

encouraged that there has been progress in developing a mechanism for aggregate reporting.  

NAPH recommends that CMS delay adoption of this measure until a measure that collects 

aggregate vaccination data has been developed and endorsed.  
 

In addition, NAPH urges CMS to be aware of the data collection challenges for non-employees 

at safety net hospitals with limited resources.  While aggregate reporting of employee 

vaccination data will be feasible for most hospitals, these data will be challenging to collect for 

contractors and volunteers/students.  In particular, the collection of student vaccination data 

will present a significant challenge for many safety net teaching hospitals.  Some of our 

member teaching hospitals have thousands of students who rotate in and out of the hospital over 

the measurement period, often for as little as two weeks.  These students come from all around 

the country and even elsewhere in the world, and hospitals are highly reliant on medical and 

other health professions schools for vaccination information.  While we support the goal of 

universal vaccination of all health care workers, we are concerned that there are significant 

challenges to collecting these data given the rotation of students through safety net institutions.   

Before adoption, CMS must clarify the populations covered under this measure.  Therefore, 

NAPH also recommends that this measure at first be limited to employees and gradually 

expanded to others.  
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3.   Electronic Health Record (EHR) Incentive Program 

CMS has determined that it is not yet feasible to receive data electronically on Clinical Quality 

Measures (CQMs) for the Medicare EHR Incentive Program.  Thus, for FY 2012 and subsequent 

payment years, as was done in FY 2011, CMS proposes that hospitals may continue to report 

CQMs by attestation.  Alternatively, for FY 2012, hospitals may also meet this core Stage 1 

Meaningful Use requirement by voluntarily participating in a proposed Electronic Reporting 

Pilot.  This pilot would require eligible hospitals to submit information on the same 15 CQMs 

that were listed in the Medicare and Medicaid EHR Incentive Programs Stage 1 final rule.  

NAPH would like to thank CMS for changing the CQMs reporting requirement to allow 

hospitals to continue to report CQMs by attestation.  We also are pleased to hear about the 

proposed new Electronic Reporting Pilot.  As mentioned previously in this letter, we strongly 

support any efforts by CMS to further the alignment between CMS programs that require the 

reporting of quality measures.  Therefore, we encourage CMS also to delay the inclusion of more 

chart-abstracted measures in the OQR program until electronic reporting of quality measures is a 

feasible option for hospitals.  

Also mentioned earlier, NAPH believes that before CMS requires hospitals to submit quality 

measures electronically, it is important for there to be a head-to-head comparison between 

electronically-reported and manually-abstracted data to test the reliability of electronically-

reported data.  CMS‘ new pilot could be an ideal testing ground for this reliability question.  We 

strongly recommend that CMS work with an independent evaluator to understand any 

variance that is created with electronic reporting.  In addition, NAPH urges CMS to make 

this new pilot a viable option for all hospitals, including safety net hospitals.  Without the 

inclusion of a diverse group of hospitals, CMS will be unable to accurately gauge the unique 

challenges to electronically reporting CQMs that are faced by different types of hospitals with 

varying levels of capital and human resources.  

 

 

* * * * * * * 

 

 

NAPH appreciates the opportunity to submit these comments.  If you have any questions, please 

contact Xiaoyi Huang or Kevin Van Dyke at (202) 585-0100.     

 

Sincerely, 

 

 
   

 Bruce Siegel, MD, MPH 

      President and Chief Executive Officer 

 


