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percent of the national standardized 
amount. For all IPPS hospitals whose 
wage indices are greater than 1.0000, we 
are applying the wage index to a labor- 
related share of 68.8 percent of the 
national standardized amount. 

For Puerto Rico hospitals, the national 
labor-related share will always be 62 
percent because the wage index for all 
Puerto Rico hospitals is less than 1.0. 
We are proposing to continue to use a 
labor-related share for the Puerto Rico- 
specific standardized amounts of 62.1 
percent for discharges occurring on or 
after October 1, 2010. This Puerto Rico 
labor-related share of 62.1 percent was 
also adopted in the FY 2010 IPPS/LTCH 
PPS final rule (74 FR 43857) at the time 
the FY 2006-based hospital market 
basket was established, effective 
October 1, 2009. Consistent with our 
methodology for determining the 
national labor-related share, we added 
the Puerto Rico-specific relative weights 
for wages and salaries, fringe benefits, 
contract labor, the labor-related portion 
of professional fees, administrative and 
business support services, and all other 
labor-related services (previously 
referred to in the FY 2002-based IPPS 
market basket as labor-intensive) to 
determine the labor-related share. 
Puerto Rico hospitals are paid based on 
75 percent of the national standardized 
amounts and 25 percent of the Puerto 
Rico-specific standardized amounts. 
The labor-related share of a hospital's 
Puerto Rico-specific rate will be either 
the Puerto Rico-specific labor-related 
share of 62.1 percent or 62 perecent, 
depending on which results in higher 
payments to the hospital. If the hospital 
has a Puerto Rico-specific wage index of 
greater than 1.0, we will set the 
hospital's rates using a labor-related 
share of 62.1 percent for the 25 percent 
portion of the hospital's payment 
determined by the Puerto Rico 
standardized amounts because this 
amount will result in higher payments. 
Conversely, a hospital with a Puerto 
Rico-specific wage index of less than 1.0 
will be paid using the Puerto Rico- 
specific labor-related share of 62 percent 
of the Puerto Rico-specific rates because 
the lower labor-related share will result 
in higher payments. The proposed 
Puerto Rico labor-related share of 62.1 
percent for FY 2011 is reflected in the 
Table 1C of the Addendum to this 
proposed rule. 

V. Other Decisions and Proposed 
Changes to the IPPS for Operating Costs 
and GME Costs 

A. Reporting of Hospital Quality Data 
for Annual Hospital Payment Update 

1. Background 

a. Overview 

CMS is seeking to promote higher 
quality and more efficient health care 
for Medicare beneficiaries. This effort is 
supported by the adoption of an 
increasing number of widely-agreed 
upon quality measures. CMS has 
worked with relevant stakeholders to 
define measures of quality in almost 
every setting and currently measures 
some aspect of care for almost all 
Medicare beneficiaries. These measures 
assess structural aspects of care, clinical 
processes, patient experiences with 
care, and, increasingly, outcomes. 

CMS has implemented quality 
measure reporting programs for multiple 
settings of care. To measure the quality 
of hospital inpatient services, CMS 
implemented the Reporting Hospital 
Quality Data for Annual Payment 
Update (RHQDAPU) program. In 
addition, CMS has implemented quality 
reporting programs for hospital 
outpatient services, the Hospital 
Outpatient Quality Data Reporting 
Program (HOP QDRP), and for 
physicians and other eligible 
professionals, the Physician Quality 
Reporting Initiative (PQRI). CMS has 
also implemented quality reporting 
programs for home health agencies and 
skilled nursing facilities that are based 
on conditions of participation, and an 
end-stage renal disease quality reporting 
program that is based on conditions for 
coverage. 

b. Hospital Quality Data Reporting 
Under Section 501(b) of Public Law 
108±173 

Section 501(b) of the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA), 
Public Law 108±173, added section 
1886(b)(3)(B)(vii) to the Act. This 
section established the authority for the 
RHQDAPU program and revised the 
mechanism used to update the 
standardized payment amount for 
inpatient hospital operating costs. 
Specifically, section 1886(b)(3)(B)(vii)(I) 
of the Act, before it was amended by 
section 5001(a) of Public Law 109±171, 
provided for a reduction of 0.4 
percentage points to the update 
percentage increase (also known as the 
market basket update) for FY 2005 
through FY 2007 for any subsection (d) 
hospital that did not submit data on a 
set of 10 quality indicators established 

by the Secretary as of November 1, 2003. 
It also provides that any reduction 
would apply only to the fiscal year 
involved, and would not be taken into 
account in computing the applicable 
percentage increase for a subsequent 
fiscal year. The statute thereby 
established an incentive for IPPS 
hospitals to submit data on the quality 
measures established by the Secretary, 
and also built upon the previously 
established Voluntary Hospital Quality 
Data Reporting Program that we 
described in the FY 2009 IPPS final rule 
(73 FR 48598). 

We implemented section 
1886(b)(3)(B)(vii) of the Act in the FY 
2005 IPPS final rule (69 FR 49078) and 
codified the applicable percentage 
change in § 412.64(d) of our regulations. 
We adopted additional requirements 
under the RHQDAPU program in the FY 
2006 IPPS final rule (70 FR 47420). 

c. Hospital Quality Data Reporting 
Under Section 5001(a) of Public Law 
109±171 

Section 5001(a) of the Deficit 
Reduction Act of 2005 (DRA), Public 
Law 109±171, further amended section 
1886(b)(3)(B) of the Act to revise the 
mechanism used to update the 
standardized payment amount for 
hospital inpatient operating costs, in 
particular, by adding new section 
1886(b)(3)(B)(viii) to the Act. 
Specifically, sections 
1886(b)(3)(B)(viii)(I) and (II) of the Act 
provide that the payment update for FY 
2007 and each subsequent fiscal year be 
reduced by 2.0 percentage points for any 
subsection (d) hospital that does not 
submit quality data in a form and 
manner, and at a time, specified by the 
Secretary. Section 1886(b)(3)(B)(viii)(I) 
of the Act also provides that any 
reduction in a hospital's payment 
update will apply only with respect to 
the fiscal year involved, and will not be 
taken into account for computing the 
applicable percentage increase for a 
subsequent fiscal year. In the FY 2007 
IPPS final rule (71 FR 48045), we 
amended our regulations at 
§ 412.64(d)(2) to reflect the 2.0 
percentage point reduction in the 
payment update for FY 2007 and 
subsequent fiscal years for subsection 
(d) hospitals that do not comply with 
requirements for reporting quality data, 
as provided for under section 
1886(b)(3)(B)(viii) of the Act. 

(1) Quality Measures 

Section 1886(b)(3)(B)(viii)(III) of the 
Act requires that the Secretary expand 
the `s̀tarter set'' of 10 quality measures 
that was established by the Secretary as 
of November 1, 2003, as the Secretary 
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5 Institute of Medicine, `P̀erformance 
Measurement: Accelerating Improvement, '' 
December 1, 2005, available at: http:// 
www.iom.edu/CMS/3809/19805/31310.aspx. IOM 
set forth these baseline measures in a November 
2005 report. However, the IOM report was not 
released until December 1, 2005 on the IOM Web 
site. 

determines to be appropriate for the 
measurement of the quality of care 
furnished by a hospital in inpatient 
settings. In expanding this set of 
measures, section 1886(b)(3)(B)(viii)(IV) 
of the Act requires that, effective for 
payments beginning with FY 2007, the 
Secretary begin to adopt the baseline set 
of performance measures as set forth in 
a report issued by the Institute of 
Medicine (IOM) of the National 
Academy of Sciences under section 
238(b) of Public Law 108±173. 5 

Section 1886(b)(3)(B)(viii)(V) of the 
Act requires that, effective for payments 
beginning with FY 2008, the Secretary 
add other quality measures that reflect 
consensus among affected parties, and 
to the extent feasible and practicable, 
have been set forth by one or more 
national consensus building entities. 
The NQF is a voluntary consensus 
standard-setting organization with a 
diverse representation of consumer, 
purchaser, provider, academic, clinical, 
and other health care stakeholder 
organizations. The NQF was established 
to standardize health care quality 
measurement and reporting through its 
consensus development process. We 
have generally adopted NQF-endorsed 
measures. However, we believe that 
consensus among affected parties also 
can be reflected by other means, 
including consensus achieved during 
the measure development process, 
consensus shown through broad 
acceptance and use of measures, and 
consensus through public comment. 

Section 1886(b)(3)(B)(viii)(VI) of the 
Act authorizes the Secretary to replace 
any quality measures or indicators in 
appropriate cases, such as where all 
hospitals are effectively in compliance 
with a measure, or the measures or 
indicators have been subsequently 
shown to not represent the best clinical 
practice. Thus, the Secretary is granted 
broad discretion to replace measures 
that are no longer appropriate for the 
RHQDAPU program. 

In the FY 2007 IPPS final rule, we 
began to expand the RHQDAPU 
program measures by adding 11 quality 
measures to the 10-measure starter set to 
establish an expanded set of 21 quality 
measures for the FY 2007 payment 
determination (71 FR 48033 through 
48037, 48045). 

In the CY 2007 OPPS/ASC final rule 
(71 FR 68201), we adopted six 

additional quality measures for the FY 
2008 payment determination, for a total 
of 27 measures. Two of these measures 
(30-Day Risk Standardized Mortality 
Rates for Heart Failure and 30-Day Risk 
Standardized Mortality Rates for AMI) 
were calculated using existing 
administrative Medicare claims data; 
thus, no additional data submission by 
hospitals was required for these two 
measures. The measures used for the FY 
2008 payment determination included, 
for the first time, the HCAHPS patient 
experience of care survey. 

In the FY 2008 IPPS final rule (72 FR 
47348 through 47358) and the CY 2008 
OPPS/ASC final rule with comment 
period (72 FR 66875 through 66877), we 
added three additional process 
measures to the RHQDAPU program 
measure set. (These three measures are 
SCIP-Infection-4: Cardiac Surgery 
Patients with Controlled 6AM 
Postoperative Serum Glucose, SCIP- 
Infection-6: Surgery Patients with 
Appropriate Hair Removal, and 
Pneumonia 30-day mortality (Medicare 
patients).) The addition of these 3 
measures brought the total number of 
RHQDAPU program measures to be 
used for the FY 2009 payment 
determination to 30 (72 FR 66876). The 
30 measures used for the FY 2009 
annual payment determination are 
listed in the FY 2009 IPPS final rule (73 
FR 48600 through 48601). 

For the FY 2010 payment 
determination, we added 15 new 
measures to the RHQDAPU program 
measure set and retired one measure 
from the program (PN±1: Oxygenation 
Assessment). Of the new measures, 13 
were adopted in the FY 2009 IPPS final 
rule (73 FR 48602 through 48611) and 
two additional measures were finalized 
in the CY 2009 OPPS/ASC final rule 
with comment period (73 FR 68780 
through 68781). This resulted in an 
expansion of the RHQDAPU program 
measures from 30 measures for the FY 
2009 payment determination to 44 
measures for the FY 2010 payment 
determination. The RHQDAPU program 
measures for the FY 2010 payment 
determination consist of: 26 chart- 
abstracted process measures, which 
measure quality of care provided for 
Acute Myocardial Infarction (AMI), 
Heart Failure (HF), Pneumonia (PN), 
and Surgical Care Improvement (SCIP); 
6 claims-based measures, which 
evaluate 30-day mortality and 30-day 
readmission rates for AMI, HF, or PN; 9 
claims-based AHRQ patient safety 
indicators and inpatient quality 
indicators; 1 claims-based nursing 
sensitive measure; 1 structural measure 
that assesses participation in a 
systematic database for cardiac surgery; 

and the HCAHPS patient experience of 
care survey. The measures are listed in 
the IPPS FY 2009 final rule at 73 FR 
46809 and in the CY 2009 OPPS/ASC 
final rule with comment period at 73 FR 
68781. 

On December 31, 2008, CMS advised 
hospitals that they would no longer be 
required to submit data for the 
RHQDAPU program measure AMI±6± 
Beta blocker at arrival, beginning with 
discharges occurring on April 1, 2009. 
This change was based on the evolving 
evidence regarding AMI patient care, as 
well as changes in the American College 
of Cardiology/American Heart 
Association (ACC/AHA) practice 
guidelines for ST-segment elevation 
myocardial infarction and non-ST 
segment elevation myocardial 
infarction, upon which AMI-6 is based. 
CMS took action to remove the measure 
from reporting initiatives based on the 
lack of support by the measure 
developer and the clinical and scientific 
considerations described in the FY 2010 
IPPS/RY 2010 LTCH PPS final rule at 74 
FR 43863. 

We had previously discussed 
considerations relating to retiring or 
replacing measures in the FY 2008 IPPS 
final rule with comment period and the 
FY 2009 IPPS final rule, including the 
`t̀opping out '' of hospitals' performance 
under a measure (72 FR 47358 through 
47359 and 73 FR 48603 through 48604, 
respectively). However, in this instance, 
the measure no longer `r̀epresent[s] the 
best clinical practice, '' an additional 
basis under section 
1886(b)(3)(B)(viii)(VI) of the Act for 
retiring a measure. In the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule, we 
formally retired the AMI±6 measure 
from the RHQDAPU program for the FY 
2011 payment determination and 
subsequent payment determinations. 

For the FY 2011 payment 
determination, we retained 41 of the FY 
2010 quality measures; harmonized two 
FY 2010 RHQDAPU program quality 
measures (combining PSI 04ÐDeath 
among surgical patients with treatable 
serious complications; and Nursing 
Sensitive-Failure to rescue into a single 
measure (Death among surgical 
inpatients with serious, treatable 
complications); added two chart- 
abstracted measures (SCIP-Infection-9: 
Postoperative Urinary Catheter Removal 
on Post Operative Day 1 or 2 and SCIP- 
Infection-10: Perioperative Temperature 
Management); and added two structural 
measures (1) Participation in a 
Systematic Clinical Database Registry 
for Stroke Care; and (2) Participation in 
a Systematic Clinical Database Registry 
for Nursing Sensitive Care) (74 FR 
43868 through 43873). The 46 measures 
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we adopted for the FY 2011 payment 
determination are: 
BILLING CODE 4120±01±P 
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BILLING CODE 4120±10±C 
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6 AHRQ. Guidance on Using the AHRQ QI for 
Hospital-Level Comparative Reporting. June 2009. 
http://www.qualityindicators.ahrq.gov/downloads/ 
publications/AHRQ%20QI%20Guide%
20to%20Comparative%20Reporting%20v10.pdf . 

(2) Maintenance of Technical 
Specifications for Quality Measures 

The technical specifications for the 
RHQDAPU program measures, or links 
to Web sites hosting technical 
specifications, are contained in the 
CMS/The Joint Commission 
Specifications Manual for National 
Hospital Inpatient Quality Measures 
(Specifications Manual). This 
Specifications Manual is posted on the 
CMS QualityNet Web site at https:// 
www.QualityNet.org/. We maintain the 
technical specifications by updating this 
Specifications Manual semiannually, or 
more frequently in unusual cases, and 
include detailed instructions and 
calculation algorithms for hospitals to 
use when collecting and submitting data 
on required measures. These 
semiannual updates are accompanied by 
notifications to users, providing 
sufficient time between the change and 
the effective date in order to allow users 
to incorporate changes and updates to 
the specifications into data collection 
systems. 

(3) Public Display of Quality Measures 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act requires that the Secretary establish 
procedures for making quality data 
available to the public after ensuring 
that a hospital has the opportunity to 
review its data before they are made 
public. To meet this requirement, data 
from the RHQDAPU program are 
typically displayed on CMS Web sites 
such as the Hospital Compare Web site, 
http://www.hospitalcompare.hhs.gov 
after a 30-day preview period. An 
interactive Web tool, this Web site 
assists beneficiaries by providing 
information on hospital quality of care 
to those who need to select a hospital. 
It further serves to encourage 
beneficiaries to work with their doctors 
and hospitals to discuss the quality of 
care hospitals provide to patients, 
thereby providing an additional 
incentive to hospitals to improve the 
quality of care that they furnish. The 
RHQDAPU program currently includes 
process of care measures, risk adjusted 
outcome measures, the HCAHPS patient 
experience of care survey, and structural 
measures, all of which are featured on 
the Hospital Compare Web site. 
However, information that may not be 
salient to or understood by beneficiaries 
and information for which there are 
unresolved display issues or design 
considerations for inclusion on Hospital 
Compare may be made available on 
other CMS Web sites that are not 
intended to be used as an interactive 
Web tool, such as http:// 
www.cms.hhs.gov/HospitalQualityInits/. 

Publicly reporting the information in 
this manner, though not on the Hospital 
Compare Web site, allows CMS to meet 
the requirement under section 
1886(b)(3)(B)(viii)(VII) of the Act for 
establishing procedures to make quality 
data used for RHQDAPU payment 
determinations available to the public 
following a preview period. In such 
circumstances, affected parties are 
notified via CMS listservs, CMS e-mail 
blasts, national provider calls, and 
QualityNet announcements regarding 
the release of preview reports followed 
by the posting of data on a Web site 
other than Hospital Compare. 

2. Retirement of RHQDAPU Program 
Measures 

a. Considerations in Retiring Quality 
Measures From the RHQDAPU Program 

Unless stated otherwise, we generally 
retain measures from the current year's 
RHQDAPU program measure set for 
subsequent years' measure set. We have 
previously retired one measure, PN±1: 
Oxygenation Assessment for 
Pneumonia, from the RHQDAPU 
program on the basis of high unvarying 
performance among hospitals, as 
measures with very high performance 
among hospitals present little 
opportunity for improvement, and do 
not provide meaningful distinctions in 
performance for consumers. We also 
have retired one measure from the 
program because it no longer 
`r̀epresent[ed] the best clinical practice, '' 
as stated under section 
1886(b)(3)(B)(viii)(VI) of the Act. In this 
latter situation, we stated that when 
there is reason to believe that the 
continued collection of a measure as it 
is currently specified raises potential 
patient safety concerns that it is 
appropriate for CMS to take immediate 
action to remove a measure from the 
RHQDAPU program and not wait for the 
annual rulemaking cycle. Therefore, in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule, we stated that we would 
promptly retire such measures followed 
by subsequent confirmation of the 
retirement in the next IPPS rulemaking. 
When we do so, we will notify hospitals 
and the public through the usual 
hospital and QIO communication 
channels used for the RHQDAPU 
program, which include memo and 
email notification and QualityNet Web 
site articles and postings. 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule, we invited public 
comment regarding additional 
RHQDAPU program measures that 
should be considered for retirement 
along with criteria that should be used 
for retiring measures. In the FY 2010 

IPPS/RY 2010 LTCH PPS final rule, 
commenters recommended 11 
RHQDAPU program measures for 
retirement for various reasons (74 FR 
43865). Among the criteria suggested by 
commenters that CMS should consider 
when determining whether to retire 
RHQDAPU program measures were: (1) 
Measure performance among hospitals 
is so high and unvarying that 
meaningful distinctions and 
improvements in performance can no 
longer be made; (2) performance or 
improvement on a measure does not 
result in better patient outcomes; (3) a 
measure does not align with current 
clinical guidelines or practice; (4) the 
availability of a more broadly applicable 
(across settings, populations, or 
conditions) quality measure for the 
topic; (5) the availability of a measure 
that is more proximal in time to desired 
patient outcomes for the particular 
topic; (6) the availability of a measure 
that is more strongly associated with 
desired patient outcomes for the 
particular topic; (7) collection and/or 
public reporting of a measure leads to 
negative unintended consequences 
other than patient harm. We agreed with 
commenters that these criteria should be 
among those considered in evaluating 
current RHQDAPU program measures 
for retirement. We again invite 
commenters to submit suggestions for 
additional measure retirement criteria 
for CMS to consider. 

b. Proposed Retirement of Quality 
Measures Under the RHQDAPU 
Program for the FY 2011 Payment 
Determination and Subsequent Years 

In the FY 2009 IPPS final rule, for the 
FY 2010 payment determination we 
adopted nine measures that were 
developed by the Agency for Healthcare 
Research and Quality (AHRQ), and in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
we subsequently retained these 
measures for the FY 2011 payment 
determination. One of these measures 
was the AHRQ Mortality for Selected 
Surgical Procedures Composite, which 
is comprised of measures from the 
AHRQ Inpatient Quality Indicator (IQI) 
measure set. In late June of 2009, 
following an NQF steering committee 
evaluation of the AHRQ Mortality for 
Selected Surgical Procedures composite, 
the AHRQ issued guidance 6 that this 
composite is `ǹot recommended for 
comparative reporting '' as specified due 
to significant evidence gaps, and that 
these significant evidence gaps are 
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unlikely to be addressed with further 
development or validation work. This 
guidance is available at: http://
www.qualityindicators.ahrq.gov/
downloads/publications/ 
AHRQ%20QI%20Guide%
20to%20Comparative%20
Reporting%20v10.pdf . 

For this reason, we are proposing to 
retire the Mortality for Selected 
Procedures Composite from the 
RHQDAPU program measure set from 

the RHQDAPU program measure set for 
the FY 2011 payment determination and 
for subsequent payment determinations 
because the measure is not considered 
suitable for purposes of comparative 
reporting by the measure developer. We 
will neither calculate this measure for 
the FY 2011 payment determination, 
nor display results for this measure on 
Hospital Compare. We invite comment 
on our proposal to retire this measure 
from the RHQDAPU program for the FY 

2011 payment determination and for 
subsequent payment determinations. 
We also invite commenters to submit 
suggestions and rationales for retirement 
of other RHQDAPU program measures. 

Set out below are the RHQDAPU 
program quality measures for the FY 
2011 payment determination reflecting 
our proposed retirement of one measure: 
BILLING CODE 4120±01±P 
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BILLING CODE 4120±10±C 
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7 A registry is a collection of clinical data for 
purposes of assessing clinical performance, quality 
of care, and opportunities for quality improvement. 

3. Proposed Expansion Plan for Quality 
Measures for the FY 2012, FY 2013, and 
FY 2014 Payment Determinations 

a. Considerations in Expanding and 
Updating Quality Measures Under the 
RHQDAPU Program 

In the FY 2009 IPPS final rule (73 FR 
48613) and the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43866 
through 43869), we acknowledged the 
data collection burden for hospitals 
participating in the RHQDAPU program, 
and reiterated our desire to expand the 
RHQDAPU program measure set while 
minimizing burden and seeking to 
provide alternative mechanisms for data 
submission for the RHQDAPU program. 
In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule, we also stated that in future 
expansions and updates to the 
RHQDAPU program measure set, we 
would be taking into consideration 
several important goals. These goals 
include: (a) Expanding the types of 
measures beyond process of care 
measures to include an increased 
number of outcome measures, efficiency 
measures, and patients' experience-of- 
care measures; (b) expanding the scope 
of hospital services to which the 
measures apply; (c) considering the 
burden on hospitals in collecting chart- 
abstracted data; (d) harmonizing the 
measures used in the RHQDAPU 
program with other CMS quality 
programs to align incentives and 
promote coordinated efforts to improve 
quality; (e) seeking to use measures 
based on alternative sources of data that 
do not require chart abstraction or that 
utilize data already being reported by 
many hospitals, such as data that 
hospitals report to clinical data 
registries, or all-payer claims data bases; 
and (f) weighing the relevance and 
utility of the measures compared to the 
burden on hospitals in submitting data 
under the RHQDAPU program. 
Specifically, we give priority to quality 
measures that assess performance on: (a) 
Conditions that result in the greatest 
mortality and morbidity in the Medicare 
population; (b) conditions that are high 
volume and high cost for the Medicare 
program; and (c) conditions for which 
wide cost and treatment variations have 
been reported, despite established 
clinical guidelines. We have used and 
continue to use these criteria to guide 
our decisions regarding what measures 
to add to the RHQDAPU program 
measure set. 

RHQDAPU program measures were 
initially based solely on a hospital's 
submission of chart-abstracted quality 
measure data. However, in recent years 
we have adopted measures that do not 
require chart abstraction, including 

structural and claims-based quality 
measures which we can calculate using 
other data sources. This supports our 
goal of expanding the measures for the 
RHQDAPU program while minimizing 
the burden on hospitals and, in 
particular, without significantly 
increasing the chart abstraction burden. 

In addition to structural and claims- 
based measures, we previously noted 
that registries 7 and electronic health 
records (EHRs) are potential alternative 
sources of hospital data for the 
RHQDAPU program. We observed that 
many hospitals already submit data to 
and participate in existing registries, 
and that registries often capture 
outcome information and provide 
ongoing quality improvement feedback 
to registry participants. We envisioned 
that instead of requiring hospitals to 
submit the same data to CMS that many 
hospitals are already submitting to 
registries, that we would collect the data 
directly from the registries. This could 
enable the expansion of the RHQDAPU 
program measure set without increasing 
the burden of data collection for those 
hospitals participating in the registries. 
We cited as examples of registries 
actively used by hospitals the Society of 
Thoracic Surgeons (STS) Cardiac 
Surgery Registry (with approximately 90 
percent participation by cardiac surgery 
programs), the AHA Stroke Registry 
(with approximately 1200 hospitals 
participating), and the American 
Nursing Association (ANA) Nursing 
Sensitive Measures Registry (with 
approximately 1400 hospitals 
participating). In the FY 2009 IPPS final 
rule (73 FR 48608 through 48609), we 
adopted the first RHQDAPU program 
measure related to registries: 
Participation in a Systematic Database 
for Cardiac Surgery. Subsequently, in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43870 through 43872), 
we adopted two additional structural 
measures of registry participation for the 
topics of Stroke and Nursing Sensitive 
Care. We continue to evaluate the 
feasibility of leveraging registry-based 
data collection mechanisms for the 
RHQDAPU program and we are 
proposing to collect such data for the FY 
2013 payment determination. 

We also stated our intention to 
explore mechanisms for data 
submission using EHRs (73 FR 48614; 
74 FR 43866, 43892). Establishing such 
a system will require interoperability 
between EHRs and CMS data collection 
systems, additional infrastructure 
development on the part of hospitals 

and CMS, and the adoption of standards 
for the capturing, formatting, and 
transmission of data elements that make 
up the measures. However, once these 
activities are accomplished, the 
adoption of measures that rely on data 
obtained directly from EHRs will enable 
us to expand the RHQDAPU program 
measure set with less cost and burden 
to hospitals. 

In the FY 2009 IPPS final rule, we 
adopted nine AHRQ measures for the 
RHQDAPU program, one of which is 
now proposed for retirement for the FY 
2011 payment determination and 
subsequent payment determinations in 
this proposed rule. We stated that we 
would initially calculate the measures 
using Medicare claims data (73 FR 
48608). However, we also stated that we 
remained interested in using all-payer 
claims data to calculate them and that 
we might propose to collect such data 
in the future. In the FY 2010 IPPS/RY 
2010 LTCH PPS proposed rule (74 FR 
24169), we invited input and 
suggestions on how all-payer claims 
data can be collected and used by CMS 
to calculate these measures, as well as 
on additional AHRQ measures that we 
should consider adopting for future 
RHQDAPU program payment 
determinations. 

In summary, we will continue to 
pursue goals regarding the expansion 
and updating of quality measures under 
the RHQDAPU program while 
minimizing burden. We will take into 
account the public comments we 
receive on the possible uses of EHRs, 
registries, and all-payer claims data in 
the RHQDAPU program. We also will 
consider the measure selection criteria 
suggested by various commenters in 
prioritizing and selecting quality 
measures for the future. '' In particular, 
we are concerned about the lack of 
progress in reducing the rates of 
healthcare associated infections that 
was recently reported in the 2009 
National Healthcare Quality Report 
(http://www.ahrq.gov/qual/nhqr09/ 
nhqr09.pdf ). For example, the report 
found that rates of postoperative sepsis 
increased by 8 percent. It is evident that 
more attention needs to be paid to 
ensure health care does not result in 
avoidable harm and that patients are 
informed about hospitals' performance. 
We are soliciting comment on the 
option to include among our 
prioritization criteria quality measures 
that assess performance on healthcare 
associated infections. Also, while the 
current and proposed measures cover 
many aspects of healthcare associated 
infections, we are soliciting public 
comment on additional measures that 
could be added to those hospitals would 
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report and that CMS would make 
available to the public in order promote 
improvement in healthcare associated 
infection rates. 

In the past, we have proposed to add 
new RHQDAPU program measures for 
one year's payment determination in a 
given rulemaking cycle. Although in 
prior years we have identified various 
measures for future consideration, we 
have not proposed or finalized measures 
for the RHQDAPU program beyond 
those to be collected for the purpose of 
the next sequential payment 
determination. In this FY 2011 
rulemaking cycle, we are proposing an 
expansion to the RHQDAPU program 
that will take place over three payment 
years, and are proposing to add 
measures not only for the FY 2012 
payment determination, but also for the 
FY 2013 and FY 2014 payment 
determinations. To the extent we 
finalize some or all of these proposed 
measures this year, we believe that we 
will be providing greater certainty for 
hospitals to plan to meet future 
reporting requirements and implement 
related quality improvement efforts. We 
will also have more time to prepare, 
organize and implement the necessary 
infrastructure necessary to collect data 
on the measures and make payment 
determinations. 

Finally, in section V.A.5.(2) of this 
proposed rule, we discuss a proposal to 
make RHQDAPU payment 
determinations beginning with FY 2013 
using, in part, a consecutive calendar 
year of quality measure data. This 
proposed approach, of synchronizing 
the quarters for which data on these 
measures must be submitted during 
each year with the quarters we will use 
to make payment determinations, would 
apply beginning with January 1, 2011 
discharges although it would not affect 
our payment determinations until FY 
2013. We invite public comment on the 
measures and timeframe for their 
addition to the RHQDAPU program 
measure set. 

b. Proposed RHQDAPU Program Quality 
Measures for the FY 2012 Payment 
Determination 

(1) Proposed Retention of 45 Existing 
RHQDAPU Program Quality Measures 
for the FY 2012 Payment Determination 

As noted above, we are proposing to 
retire the AHRQ Mortality for Selected 
Surgical Procedures Composite for the 
FY 2011 payment determination. We are 
proposing that the remaining 45 of the 
46 quality measures for the FY 2011 
RHQDAPU program payment 
determination will be used for the FY 
2012 RHQDAPU program payment 

determination. Details regarding data 
submission requirements are discussed 
in section V.A.5. of this proposed rule. 
We invite comment on the proposal to 
include all FY 2011 measures except for 
the AHRQ Mortality for Selected 
Surgical Procedures Composite in the 
FY 2012 RHQDAPU measure set. 

In proposing to retain 45 of the 46 FY 
2011 measures, we recognize that we are 
not significantly reducing the burden for 
hospitals, since the one measure that we 
are proposing to remove is a measure 
that currently is calculated based on 
Medicare claims. At the same time, we 
are proposing to expand the measures 
for the FY 2012 and subsequent years' 
payment determinations, which may 
add additional reporting burdens and 
new focus areas for hospital quality 
improvement efforts. In view of our 
concern about the burden of reporting 
for hospitals, especially when it comes 
to reporting chart-abstracted measures, 
another option that we have considered 
to accommodate the expansion of the 
measure set is the retirement of 
additional measures. Specifically, we 
have considered retiring one or more of 
those measures suggested by various 
commenters that were listed in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43865). We noted in that final 
rule that 11 RHQDAPU program chart- 
abstracted measures were recommended 
for retirement by commenters. Seven of 
these 11 measures were recommended 
for retirement based on their 
performance being uniformly high 
nationwide, with little variability among 
hospitals. Information on the 
performance rates for hospitals 
reporting is available at: http:// 
www.cms.hhs.gov/HospitalQualityInits/ 
downloads/ 
HospitalNationalLevelPerformance.pdf . 
These measures are: 

· AMI±1 Aspirin at arrival 
· AMI±3 ACEI/ARB for left 

ventricular systolic dysfunction 
· AMI±4 Adult smoking cessation 

advice/counseling 
· AMI±5 Beta-blocker prescribed at 

discharge 
· HF±4 Adult smoking cessation 

advice/counseling 
· PN±4 Adult smoking cessation 

advice/counseling 
· SCIP-Infection-6: Surgery patients 

with appropriate hair removal 
In addition to these `t̀opped out '' 

measures, commenters recommended 
we retire four additional measures listed 
below for reasons unrelated to high 
unvarying performance. These measures 
are: 

· HF±1 Discharge instructions 

· PN±3b Blood culture performed 
before first antibiotic received in 
hospital 

· SCIP-Infection-2: Prophylactic 
antibiotic selection for surgical patients 

· SCIP-Infection-4: Cardiac Surgery 
Patients with Controlled 6AM 
Postoperative Serum Glucose 

Reasons given by commenters 
included the following: (1) Care process 
measured has weak or no relationship to 
better outcomes; (2) Collection burden 
of measure negates or outweighs the 
benefit of reporting the measure; and (3) 
Measure perceived to be discordant 
with current guidelines. 

We invite comments on the option to 
retire one or more of these 11 measures 
that were suggested for retirement by 
commenters to the FY 2010 IPPS 
proposed rule. We note that some of 
these measures were proposed for 
electronic reporting under the program 
for payment incentives for meaningful 
use of electronic health records (75 FR 
1896). 

In addition, we are considering an 
option under which if we propose and 
finalize measures that are specified to 
more broadly address a clinical topic, 
and thus would require hospitals to 
submit the same data that they are 
already submitting on more narrowly 
specified measures that we previously 
adopted for the RHQDAPU program, we 
would propose to retire the more 
narrowly specified measures from the 
RHQDAPU measure set. An example of 
this that we are considering would be to 
retire the current Influenza and 
Pneumoccocal vaccination measures 
that apply only to the Pneumonia 
admission inpatient population (PN±2 
Pneumococcal vaccination status; and 
PN±7 Influenza vaccination status) if we 
proposed and finalized measures of 
Influenza and Pneumoccocal 
vaccination that apply to all inpatients. 
We invite comments on this option to 
retire narrowly specified measures in 
order to accommodate more broadly 
specified measures on a given topic. 

(2) Proposed New Claims-Based 
Measures 

We are proposing to add 10 claims- 
based measures to the RHQDAPU 
program measure set for the FY 2012 
payment determination: 2 AHRQ Patient 
Safety Indicators and 8 Hospital 
Acquired Condition measures. These 
proposed measures would be calculated 
using up to three years' of Medicare 
claims for discharges prior to January 1, 
2011. These measures are discussed 
below. 
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8 http://www.qualityindicators.ahrq.gov/
downloads/publications/
AHRQ%20QI%20Guide%20to%20
Comparative%20Reporting%20v10.pdf . 

(A) Proposed AHRQ Patient Safety 
Indicators 

In the FY 2009 IPPS final rule we 
adopted a number of AHRQ Patient 
Safety Indicators and Inpatient Quality 
Indicators for the RHQDAPU program to 
be calculated using Medicare claims. 
The addition of these measures to the 
RHQDAPU program allowed us to 
expand the RHQDAPU program 
measure set to include measures of 
patient safety, in-hospital mortality, 
adverse events and complications 
without increasing the data submission 
burden on hospitals. In the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, we 
retained these measures for the FY 2011 
payment determination. In this 
proposed rule, we are proposing to 
retire one of those measures (Mortality 
for Selected Surgical Procedures 
Composite) from the RHQDAPU 
program measure set for the FY 2011 
payment determination. For the FY 
2012 payment determination, we are 
proposing to adopt 2 additional Patient 
Safety Indicators developed by the 
AHRQ. These are: PSI±11: Post- 
Operative Respiratory Failure and PSI± 
12: Post-Operative Pulmonary Embolism 
(PE) or Deep Vein Thrombosis (DVT). 
Both measures address post-operative 
complications, a topic that is currently 
not well represented in the RHQDAPU 
program measure set. Both measures are 
NQF-endorsed, and have a Tier 1 
evidence rating by AHRQ, the measure 
developer. Indicators given this level of 
evidentiary rating by AHRQ have the 
strongest evidence base, with 
established evidence in several or most 
evidentiary areas established by AHRQ, 
no substantial evidence suggesting that 
the indicators may not be useful for 
comparative reporting purposes, and in 
most cases the indicators have been 
NQF-endorsed.8 The specific measures 
that we are proposing to add are NQF- 
endorsed, thus reflecting consensus 
among affected parties, and are deemed 
appropriate for comparative public 
reporting by the measure developer. 
Like the current AHRQ measures in the 
RHQDAPU program, these indicators 
are risk-adjusted outcome measures that 
can be calculated based on existing 
Medicare claims, placing no additional 
reporting burden on hospitals while 
allowing us to expand outcomes 
measurement in the RHQDAPU 
program. The specifications for these 
measures can be found at http://
www.qualityindicators.ahrq.gov/
TechnicalSpecs41.htm#PSI41 . We 

invite comment on our proposal to 
adopt these two AHRQ Patient Safety 
Indicators for the FY 2012 payment 
determination. 

(B) Proposed Hospital Acquired 
Condition (HAC) Measures 

Section 1886(d)(4)(D) of the Act 
required the Secretary to select, in 
consultation with the Centers for 
Disease Control and Prevention (CDC), 
at least two conditions that: (a) Are high 
cost, high volume, or both; (b) are 
assigned to a higher paying MS±DRG 
when present as a secondary diagnosis 
(that is, conditions under the MS±DRG 
system that are CCs or MCCs); and (c) 
could reasonably have been prevented 
through the application of evidence 
based guidelines. We currently have 10 
categories of Hospital Acquired 
Conditions (HACs). We refer readers to: 
section II.F. of the FY 2008 IPPS final 
rule with comment period (72 FR 47202 
through 47218); section II.F. of the FY 
2009 IPPS final rule with comment 
period (73 FR 48474 through 48486); 
and section II.F. of the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule (74 FR 
43782 through 43785) for detailed 
discussions regarding the selection of 
the current 10 HAC categories. We refer 
readers to section II.F. of this proposed 
rule for additional discussion and our 
proposals for HAC policy for FY 2011. 

We have worked collaboratively with 
public health and infectious disease 
professionals from across HHS, 
including CDC, AHRQ, and the Office of 
Public Health and Science, to identify 
and select preventable HACs with input 
and comment from affected parties. 
CMS and CDC have also collaborated on 
the process for hospitals to submit a 
present on admission (POA) indicator 
for each diagnosis listed on IPPS 
hospital Medicare claims and on the 
payment implications for POA reporting 
(74 FR 43783). 

CMS, CDC and AHRQ held jointly 
sponsored HAC and POA Listening 
Sessions (December 17, 2007 and 
December 18, 2008) to receive input 
from affected parties, individuals, and 
organizations regarding the selection 
and definition of HACs. The adoption of 
HACs were informed and continue to be 
informed by feedback received during 
the listening sessions, as well as through 
public comment received during the 
IPPS rulemaking process. In addition to 
receiving comments regarding the 
selection of conditions and POA 
indicator reporting, in the FY 2010 
IPPS/LTCH PPS final rule (74 FR 
43785), commenters suggested that CMS 
consider making aggregate POA 
information publicly available, and 
providing comparative information as a 

means of facilitating improvements in 
preventing the incidence of HACs. 

We are proposing to adopt as 
RHQDAPU measures for the FY 2012 
payment determination eight (of 10) 
current HACs defined in section II.F. of 
this proposed rule, six of which have 
been identified by NQF as serious 
reportable events, and to publicly report 
these measures as we do other 
RHQDAPU program measures. These 
measures are: 

· Foreign Object Retained After 
Surgery 

· Air Embolism 
· Blood Incompatibility 
· Pressure Ulcer Stages III & IV 
· Falls and Trauma: (Includes: 

Fracture, Dislocation, Intracranial 
Injury, Crushing, Injury, Burn, Electric 
Shock) 

· Vascular Catheter-Associated 
Infection 

· Catheter-Associated Urinary Tract 
Infection (UTI) 

· Manifestations of Poor Glycemic 
Control 

We do not believe that it is necessary 
to propose to adopt the other two 
current HAC categories as RHQDAPU 
measures because the topics that they 
deal with would substantially overlap 
with other RHQDAPU program 
measures discussed below that we are 
proposing to adopt for future payment 
determinations as chart-abstracted 
measures (which allows us to collect 
data on all patients). By contrast, the 
eight proposed HAC measures are 
claims-based measures for which we 
can only (at this time) collect data only 
on Medicare beneficiaries. 

We are proposing to utilize Medicare 
claims data to calculate measure rates 
for these eight HACs using the ICD±9± 
CM codes in conjunction with POA 
coding of `Ǹ'' or `Ù,'' as defined in IPPS 
rulemaking. We refer readers to section 
II.F.6. of the FY 2008 IPPS final rule 
with comment period (72 FR 47202 
through 47218), section II.F.7. of the FY 
2009 IPPS final rule (73 FR 48474 
through 48486), section II.F.6. (74 FR 
43782 through 43785) of the FY 2010 
IPPS/RY 2010 LTCH PPS final rule, and 
section II.F. of this proposed rule for 
detailed discussions regarding the use of 
the POA indicator in conjunction with 
ICD±9±CM coding to determine the 
presence of HACs. We also refer readers 
to the current ICD±9±CM codes and 
proposed updates for these eight HAC 
categories in this proposed rule. We are 
proposing to use the ICD±9±CM codes 
in conjunction with the `Ǹ'' and `Ù'' 
POA indicators for the HAC categories 
that will be finalized in the FY 2011 
IPPS/RY 2011 LTCH PPS final rule to 
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calculate the eight HAC measures for 
the RHQDAPU program. 

We believe that these HAC measures 
reflect consensus among affected parties 
as required for RHQDAPU program 
measures by section 
1886(b)(3)(B)(viii)(V) of the Act. In 
addition to meeting the consensus 
requirement through rulemaking and 
public comment, Vascular Catheter- 
Associated Infection and Catheter- 
Associated UTI are the subject of a 
quality measure which gained NQF 
endorsement in August 2009. The 
remaining six HAC categories have been 
identified as serious reportable events 
through the NQF consensus process and 
have also been selected as HACs 
through rulemaking and public 
comment. Data reporting requirements 
for these measures are provided in 
section V.A.5. of this proposed rule. We 
invite comment on our proposal to 
adopt these eight HAC measures for the 
FY 2012 payment determination. 

(3) Proposed All-Patient Volume Data 
for Selected MS±DRGs 

CMS currently displays volume data 
for 70 MS±DRGs, 55 of which relate to 
RHQDAPU program measures on the 
Hospital Compare Web site. However, 
the volume data currently shown on 

Hospital Compare is based on Medicare 
claims only. Although we do not 
consider volume alone to be a quality 
measure unless volume has been 
determined to be an indicator of quality, 
we believe that to the extent all-patient 
volume data are related to the measures, 
as they provide context for the quality 
measures in the inpatient hospital 
setting, and may assist Hospital 
Compare users in understanding the 
measure calculations. In general, in 
implementing RHQDAPU program 
measures, we have sought where 
currently possible to measure the care 
rendered to all patients within a 
hospital, and not just Medicare patients. 
For this reason, the chart-abstracted 
process of care measures we collect and 
display on Hospital Compare are based 
on the entire inpatient population for 
the hospital. 

We are proposing that hospitals begin 
submitting as data on measures selected 
for the RHQDAPU program the all- 
patient data elements discussed in 
section V.A.5. of this proposed rule for 
55 MS±DRGs displayed on Hospital 
Compare that relate to adopted 
RHQDAPU program measures. The 
specific MS±DRGs are listed below. As 
stated above, we believe that the 
addition of this data will enable us and 

Medicare beneficiaries to better 
understand and evaluate the quality of 
care provided by hospitals with respect 
to both the chart-abstracted and claims- 
based measures. We intend to publicly 
display this volume data along with the 
corresponding measure results on 
Hospital Compare. Hospitals would 
begin reporting these data once annually 
beginning with January 1, 2011 
discharges by submitting the all-patient 
data elements needed to calculate MS± 
DRG volume to QualityNet so we can 
determine the volume of cases treated 
by a hospital for the 55 MS±DRGs 
currently displayed on Hospital 
Compare. Rather than require hospitals 
to group their all-patient claims data by 
MS±DRG category themselves, CMS 
would use the data to be submitted by 
hospitals to group the data.We invite 
comments on this proposal. 

We also invite comment on an 
alternative that hospitals submit all- 
patient volume data based upon specific 
ICD±9±CM codes related to the 
proposed MS±DRGs rather than all data 
necessary to calculate the MS±DRGs. 

The proposed RHQDAPU measure set 
for the FY 2012 payment determination 
is listed below: 
BILLING CODE 4120±01±P 
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BILLING CODE 4120±01±C 

We invite comment on these proposed 
measures for the FY 2012 payment 
determination. 

c. Proposed RHQDAPU Program Quality 
Measures for the FY 2013 Payment 
Determination 

(1) Proposed Retention of FY 2012 
Payment Determination Measures for 
the FY 2013 Payment Determination 

We generally propose to retain 
RHQDAPU program measures from one 
year to the next. Consistent with this 
approach, we are proposing to retain all 
of the proposed measures for the FY 
2012 RHQDAPU payment 
determination, if finalized, for the FY 
2013 payment determination. We invite 
public comment on this proposal. 

(2) Proposed New Chart-Abstracted 
Measure for the FY 2013 Payment 
Determination 

We are proposing to add one new 
chart-abstracted measure for the FY 
2013 payment determinationÐAMI- 
statin at discharge. This measure is 
similar to the NQF-endorsed stroke 
measure ̀ Ìschemic stroke patients with 
LDL >/= 100 mg/dL, or LDL not 
measured, or, who were on cholesterol 
reducing therapy prior to 
hospitalization are discharged on a 
statin medication '' (NQF #0439), only 
specified for the AMI population. 
Current scientific evidence supports the 
continuation of statins more strongly for 
AMI patients than for stroke patients. 
Several randomized clinical trials have 

proven the benefits of statin drugs (also 
known as HMG Co-A reductase 
inhibitors) in reducing the risk of death 
and recurrent cardiovascular events in a 
broad range of patients with established 
cardiovascular disease, including those 
with prior myocardial infarction. 
Current ACC/AHA guidelines place a 
strong emphasis on the initiation or 
maintenance of statin drugs for patients 
hospitalized with AMI, particularly 
those with LDL-cholesterol levels at or 
above 100 mg/dL. As a result of the 
strength of the evidence and guideline 
support, the ACC/AHA has developed a 
performance measure to assess this 
aspect of care for AMI patients. 

Because statins are generally well- 
tolerated, most AMI patients are 
appropriate candidates for this therapy. 
As a result of this clinical evidence, the 
NQF has been asked to review whether 
it should broaden the current endorsed 
measure specification to include the 
AMI population. This ad hoc review is 
occurring now and is expected to be 
completed prior to publication of the FY 
2011 IPPS/LTCH PPS final rule. 
Information on this project can be found 
at: http://www.qualityforum.org/
Projects/a-b/Ad _Hoc_Reviews/
Statin _Medication/Ad _Hoc_
Review__Discharged_on_Statin.aspx. 
We will decide whether to finalize this 
measure based on whether it achieves 
NQF endorsement and public 
comments. We believe that minimal 
additional burden would result from 
adoption of this measure into the 
RHQDAPU program because the AMI 

population that is the focus of this 
measure is already part of data 
collection efforts for RHQDAPU, and 
very few additional data elements 
would be needed to be abstracted for the 
proposed new measure on this existing 
measurement population. We proposed 
that hospitals would begin submission 
of data for the AMI-statin at discharge 
measure beginning with January 1, 2011 
dischares for the RHQDAPU 2013 
payment determination. 

(3) Proposed New Healthcare Associated 
Infection (HAI) Measures for the FY 
2013 Payment Determination 

In the FY 2009 and FY 2010 IPPS 
rulemakings, we listed several 
Healthcare Associated Infection (HAI) 
measures as being under consideration 
for future adoption. Commenters to the 
FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule supported the HAI 
measures that were listed as being under 
consideration for the future and 
encouraged CMS to consider others as 
well (74 FR 43876). For the measure set 
to be used for the FY 2013 payment 
determination, we are proposing to 
adopt two new measures of Healthcare 
Acquired Infections that are currently 
being collected by the CDC via the 
National Healthcare Safety Network 
(NHSN). These measures are: (1) Central 
Line Associated Blood Stream Infection 
(NQF #0139) and (2) Surgical Site 
Infection (NQF #0299). 

The NHSN is a secure, Internet-based 
surveillance system maintained and 
managed by the CDC, and can be 

VerDate Mar<15>2010 19:28 May 03, 2010 Jkt 220001 PO 00000 Frm 00120 Fmt 4701 Sfmt 4702 E:\FR\FM\04MYP2.SGM 04MYP2 E
P

04
M

Y
10

.0
33

<
/G

P
H

>

sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS



23971 Federal Register / Vol. 75, No. 85 / Tuesday, May 4, 2010 / Proposed Rules 
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and Implanting Physician Factors Associated With 
Mortality and Complications After Implantable 
Cardioverter-Defibrillator Implantation, 2002±2005. 
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utilized by all types of healthcare 
facilities in the United States, including 
acute care hospitals, long term acute 
care hospitals, psychiatric hospitals, 
rehabilitation hospitals, outpatient 
dialysis centers, ambulatory surgery 
centers, and long term care facilities. 
The NHSN enables healthcare facilities 
to collect and use data about HAIs, 
adherence to clinical practices known to 
prevent HAIs, the incidence or 
prevalence of multidrug-resistant 
organisms within their organizations, 
and other adverse events. Some States 
use NHSN as a means for healthcare 
facilities to submit data on HAIs 
mandated through their specific State 
legislation. Currently, 21 States require 
hospitals to report HAIs using NHSN, 
and CDC supports more than 2000 
hospitals that are using NHSN. 9 

Both the Central Line Associated 
Blood Stream Infection measure and the 
Surgical Site Infection measure are 
NQF-endorsed, and therefore meet the 
statutory requirement for measure 
selection of reflecting consensus among 
affected parties. The measures address 
HAIs, a topic area widely acknowledged 
by the HHS, IOM, the National Priorities 
Partnership and others as a high priority 
requiring measurement and 
improvement. HAIs are among the 
leading causes of death in the United 
States. CDC estimates that as many as 2 
million infections are acquired each 
year in hospitals and result in 
approximately 90,000 deaths per year. 10 
It is estimated that more Americans die 
each year from HAIs than from auto 
accidents and homicides combined. 
HAIs not only put the patient at risk, but 
also increase the days of hospitalization 
required for patients and add 
considerable health care costs. 

HAIs are largely preventable through 
interventions such as better hygiene and 
advanced scientifically tested 
techniques for surgical patients. 
Therefore, many health care consumers 
and organizations are calling for public 
disclosure of HAIs, arguing that public 
reporting of HAI rates provides the 
information health care consumers need 
to choose the safest hospitals, and gives 
hospitals an incentive to improve 
infection control efforts. Both of the 
measures we are proposing to add for 
the FY 2013 payment determination are 
NQF-endorsed, and are currently 
collected using the NHSN as part of 
State-mandated reporting and 
surveillance requirements for hospitals. 

NHSN data collection occurs via a Web- 
based tool hosted by CDC provided free 
of charge to hospitals. Additionally, 
data submission for these measures 
through EHRs may be possible in the 
near future. 

(A) Central Line Associated Blood 
Stream Infection 

This HAI measure assesses the rate of 
laboratory-confirmed cases of 
bloodstream infection or clinical sepsis 
among ICU patients. It was endorsed by 
the NQF in 2004 and was adopted by 
the HQA in 2007. The measure can be 
stratified by the type of ICU. 

(B) Surgical Site Infection 

This HAI measure assesses the 
number of NHSN-defined operative 
procedures with a surgical site infection 
(deep incisional or organ space) within 
30 days, or 1 year if an implant is in 
place. Infections are identified on 
original admission or upon readmission 
to the facility of original operative 
procedure within the relevant time 
frame (30 days for no implants; within 
1 year for implants). The measure can be 
stratified by procedure type or risk 
factors. This measure was NQF- 
endorsed in 2007 and was adopted by 
the HQA in 2008. 

We invite comment on our proposal 
to adopt these two HAI measures into 
the RHQDAPU program for the FY 2013 
payment determination. Collection of 
these measures would begin with 
January 1, 2011 discharges for the FY 
2013 payment determination. We are 
proposing that hospitals use the NHSN 
infrastructure to report the measures for 
RHQDAPU program purposes. The 
proposed reporting mechanism for these 
HAI measures is discussed in greater 
detail in section V.A.5. of this proposed 
rule. 

(4) Proposed New Registry-Based 
Measures 

For the FY 2013 payment 
determination, we are proposing that 
hospitals choose one of the following 
four proposed measure topics: (1) 
Implantable Cardioverter Defibrillator 
(ICD) Complications; (2) Cardiac 
Surgery; (3) Stroke; or (4) Nursing- 
Sensitive Care. With respect to the 
proposed measure topic selected by a 
hospital, we are proposing that the 
hospital report data on the proposed 
measure(s) applicable to the measure 
topic (discussed below) to a qualified 
registry for the specific topic, and direct 
the registry to both calculate the 
measure results for the hospital and 
release those results (along with the 
numerator/denominator information 
and exclusion information) to CMS for 

the RHQDAPU program. We are 
proposing that hospitals begin 
submitting data to the qualified registry 
of its choosing for discharges on or after 
January 1, 2011, and we intend to 
release a list of qualified registries 
before that date. In section V.A.13. of 
this proposed rule, we specify the self- 
nomination process we are proposing to 
use to qualify registries for each 
proposed registry-based measure topic. 
Proposed procedural and submission 
requirements for the proposed registry- 
based measures are discussed in section 
V.A.5. of this proposed rule. Below is a 
discussion of the proposed registry- 
based measure topics and specific 
registry-based measures that fall within 
each topic that we are proposing to add 
to the RHQDAPU program for the FY 
2013 payment determination. 

(A) Proposed Implantable Cardioverter 
Defibrillator (ICD) Complications 
Registry-Based Topic and Measure 

Implantable Cardioverter 
Defibrillators (ICDs) reduce the risk of 
sudden cardiac death for select high risk 
patients, and the number of patients 
undergoing ICD implantation increased 
from 5,600 in 1990 to 108,680 by 
2005.11 ICD implantation is an 
expensive procedure performed on 
patients with advanced cardiovascular 
disease and, often, significant 
comorbidities. Despite improvements in 
technology and increasing experience 
with device implantation, the procedure 
carries a significant risk of 
complications, 12 which in turn 
increases its cost, the patient's length of 
stay, and the patient's risk of 
mortality. 13 In the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 43873 
through 43875), our list of potential 
future quality measures under 
consideration included a measure of 
ICD complications. This measure is a 
risk-adjusted complication and 
mortality rate following implantation of 
ICDs in Medicare Fee for Service (FFS) 
patients at least 65 years of age, with 
complication specific outcome time 
frames. The measure (NQF #OT1±007± 
09) is currently undergoing NQF review 
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under Phase 1 of a call for Patient 
Outcome Measures initiated in Fall of 
2009. We are proposing to add the ICD 
complications topic and measure to the 
RHQDAPU measure set for collection 
beginning with January 1, 2011 
discharges for the FY 2013 RHQDAPU 
payment determination pending NQF 
endorsement. We anticipate that a final 
endorsement decision will occur in the 
fall of 2010, after publication of the FY 
2011 IPPS/LTCH PPS final rule. 
Therefore, the decision whether to 
finalize this measure for the FY 2013 
payment determination will be made in 
the CY 2011OPPS/ASC final rule with 
comment period. 

The proposed ICD complications 
measure was developed based upon 
data submitted to the American College 
of Cardiology-National Cardiovascular 
Data Registry's (ACC±NCDR) ICD 
registry, and data from that registry has 
been linked with CMS administrative 
claims data used to identify procedural 
complications. For this proposed 
measure, the measured outcome for 
each ICD index admission is one or 
more complications or mortality within 
30 or 90 days (depending on the 
complication) following ICD 
implantation. Complications are 
counted in the measure only if they 
occur during a hospital admission. 
Complications measured for 30 days 
include: (1) Pneumothorax or 
hemothorax plus a chest tube; (2) 
Hematoma plus a blood transfusion or 
evacuation; (3) Cardiac tamponade or 
pericardiocentesis; and (4) Death. 
Complications measured for 90 days 
include: (5) Mechanical complications 
requiring a system revision; (6) Device 
related infection; and (7) Additional ICD 
implantation. 

To comply with a January 2005 
National Coverage Determination for 
ICDs for primary prevention, all 
hospitals in which ICD procedures are 
performed are currently submitting to 
the ACC±NCDR ICD registry patient 
information needed for us to determine 
whether the procedure was reasonable 
and necessary. This requirement is 
documented in section 20.4 of the 
following Medicare National Coverage 
Determination Manual: http:// 
www.cms.hhs.gov/manuals/downloads/ 

ncd103c1_Part1.pdf . For purposes of the 
2005 National Coverage Determination, 
we require that hospitals submit data to 
the ACC±NCDR ICD registry for primary 
prevention patients only but do not 
require hospitals to submit data on 
patients undergoing ICD implantation 
for secondary prevention. However, the 
ICD complication measure as submitted 
to the NQF for endorsement is specified 
such that it includes all ICD patients, 
regardless of whether they receive an 
ICD for the primary or secondary 
prevention of sudden cardiac death. 

Therefore, hospitals that choose this 
registry-based measure topic for the 
RHQDAPU program would submit data 
on the ICD complications measure for 
both primary and secondary prevention 
patients to the qualified registry. For 
risk adjustment, data matching, and 
secondary prevention population 
identification purposes, we are 
proposing that hospitals also submit to 
the qualified ICD complications registry 
an additional 11 data elements not 
currently required under the NCD in 
order for the measure to be calculated 
for RHQDAPU program purposes. 

In sum, we are proposing to add the 
ICD complications measure topic as one 
of four proposed measure topics that 
hospitals can choose from to submit 
required data elements to a qualified 
registry for the FY 2013 RHQDAPU 
payment determination. The only 
measure that we are proposing to 
include in this proposed topic at this 
time would be the ICD complications 
measure. Because the ICD complications 
measure is a risk-adjusted outcome 
measure, it is necessary that all data for 
the measure be collected by a single 
qualified registry in order for that 
registry to be able to accurately calculate 
the risk adjustment model and 
subsequent measure results. Therefore, 
we are proposing to qualify one registry 
for this topic. Proposed registry 
qualification criteria are discussed in 
section V.A.13. of this proposed rule. 
We note that the ACC±NCDR ICD 
registry has already been qualified to 
receive and transmit data to CMS for a 
Medicare National Coverage 
Determination, and is currently the only 
registry to which hospitals submit data 
for this NCD. However, this would not 

preclude another registry from self- 
nominating to become a qualified 
registry for this proposed topic for the 
RHQDAPU program. Because the ICD 
complication measure is a risk adjusted 
measure, it requires that all data be 
collected at a single repository for 
calculation of the measure. Therefore, 
we anticipate qualifying a single registry 
to collect all of the data for the proposed 
ICD complications registry-based topic. 

(B) Proposed Stroke Registry-Based 
Topic and Measures 

We proposed to add five stroke 
measures to the RHQDAPU measure set 
in the FY 2009 IPPS proposed rule (73 
FR 23648). We indicated that we would 
again consider these measures once 
NQF reviewed and endorsed the 
measures. Since that time, eight stroke 
measures received NQF endorsement in 
July of 2008, and in the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule we 
included these measures in the list of 
potential future measures. We also 
included these measures in the preview 
section of the Specifications Manual, 
and have worked with the Office of the 
National Coordinator for Health 
Information Technology (ONC) and its 
partners to create a set of electronic 
specifications for these measures to 
facilitate collection through EHRs. 

We are also aware that a number of 
hospitals are already submitting these 
measures to registries, and in the FY 
2010 IPPS/RY 2010 LTCH PPS final 
rule, we finalized a structural measure 
of participation in a systematic clinical 
database registry for stroke care. Stroke 
is a topic of great relevance to the 
Medicare population due to its impact 
on morbidity and mortality, and is an 
area of great potential improvement for 
hospitals. Commenters on the FY 2010 
IPPS/RY 2010 LTCH PPS proposed rule 
expressed support for these measures, 
indicating that they accurately measure 
evidence-based care of the stroke patient 
to minimize secondary strokes and other 
complications, are widely recognized, 
and have great potential for quality 
improvement (74 FR 43875). 

Therefore, we are proposing to 
include the following eight measures in 
the Stroke registry-based topic: 

PROPOSED MEASURES FOR STROKE REGISTRY-BASED TOPIC 

STK±1: Venous Thromboembolism (VTE) Pro-
phylaxis for patients with ischemic or hemor-
rhagic stroke (NQF #0434).

Patients with an ischemic stroke or a hemorrhagic stroke and who are non-ambulatory should 
start receiving DVT prophylaxis by end of hospital day two. 

STK±2: Ischemic stroke patients discharged on 
antithrombotic therapy. (NQF #0435).

Patients with an ischemic stroke prescribed antithrombotic therapy at discharge. 

STK±3: Anticoagulation therapy for atrial fibrilla-
tion/flutter. (NQF #0436).

Patients with an ischemic stroke with atrial fibrillation discharged on anticoagulation therapy. 
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PROPOSED MEASURES FOR STROKE REGISTRY-BASED TOPICÐContinued 

STK±4: Thrombolytic Therapy for Acute 
ischemic stroke patients. (NQF #0437).

Acute ischemic stroke patients who arrive at the hospital within 120 minutes (2 hours) of time 
last known well and for whom IV t-PA was initiated at this hospital within 180 minutes (3 
hours) of time last known well. 

STK±5: Antithrombotic therapy by the end of 
hospital day two. (NQF #0438).

Patients with ischemic stroke who receive antithrombotic therapy by the end of hospital day 
two. 

STK±6: Discharged on statin medication. (NQF 
#0439).

Ischemic stroke patients with LDL >/= 100 mg/dL, or LDL not measured, or, who were on cho-
lesterol reducing therapy prior to hospitalization are discharged on a statin medication. 

STK±8: Stroke education. (NQF #0440) ............ Patients with ischemic or hemorrhagic stroke or their caregivers who were given education or 
educational materials during the hospital stay addressing all of the following: personal risk 
factors for stroke, warning signs for stroke, activation of emergency. 

STK±10: Assessed for rehabilitation services. 
(NQF #0441).

Patients with an ischemic stroke or hemorrhagic stroke who were assessed for rehabilitation 
services. 

We are proposing to add the stroke 
registry-based topic, which would 
include these eight registry-based stroke 
measures, to the RHQDAPU program 
measure set as one of the four proposed 
measure topics that hospitals can 
choose from to submit data to a 
qualified registry for the FY 2013 
payment determination beginning with 
January 1, 2011 discharges. We invite 
comment on the measures as well as the 
timing of their addition to the 
RHQDAPU measure set. 

(C) Proposed Nursing Sensitive Care 
Registry-Based Topic and Measures 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS final rule, we indicated that we 

were considering adopting a number of 
nursing-sensitive care measures for 
future RHQDAPU program payment 
determinations. Also in that rule, we 
adopted a structural measure of 
participation in a registry for nursing- 
sensitive care, under which hospitals 
submit data directly to the QIO Clinical 
Warehouse. 

For the FY 2013 payment 
determination, we are proposing to add 
a nursing sensitive care registry-based 
topic to the RHQDAPU measure set, 
which would include the eight nursing- 
sensitive care measures listed below. All 
of the proposed nursing sensitive 
measures are NQF-endorsed. Hospitals 
selecting this topic would begin 

reporting data on the eight proposed 
nursing-sensitive care registry-based 
measures to a qualified nursing- 
sensitive care registry beginning with 
January 1, 2011 discharges. Hospitals 
would continue reporting the nursing- 
sensitive care structural measure 
previously adopted for the RHQDAPU 
program directly to the QIO Clinical 
Warehouse. 

We invite comment on the proposed 
addition of a nursing sensitive care 
registry-based topic, which would 
include 8 proposed nursing sensitive 
care measures, as well as the timing of 
this addition to the RHQDAPU program 
for the FY 2013 payment determination. 

PROPOSED MEASURES FOR NURSING SENSITIVE CARE REGISTRY-BASED TOPIC 

Patient Falls: All documented falls with or without injury, experienced by patients on an eligible unit in a calendar month. (NQF #0141). 
Falls with Injury: All documented patient falls with an injury level of minor or greater. (NQF #0202). 
Pressure Ulcer Prevalence (NQF #0201). 
Restraint Prevalence (vest and limb) (NQF #0203). 
Skill Mix: Percentage of hours worked by: RN, LPN/LVN, UAP, Contract/Agency (NQF #0204). 
Hours per patient day worked by RN, LPN, and UAP (NQF #0205). 
Practice Environment Scale-Nursing Work Index (NQF #0206). 
Voluntary turnover for RN, APN, LPN, UAP (NQF #0207). 

(D) Proposed Cardiac Surgery Registry- 
Based Topic and Measures 

We have previously proposed to add 
several measures on the topic of cardiac 
surgery to the RHQDAPU measure set 
(73 FR 48608), and have also listed a set 
of NQF-endorsed cardiac surgery 
measures in prior rules as being under 
consideration for future adoption (74 FR 
43874). We also adopted a structural 
measure of cardiac surgery participation 
in the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule. Cardiac surgery procedures 
carry a significant risk of morbidity and 
mortality. We believe that the 
nationwide public reporting of the 15 

proposed cardiac surgery registry-based 
measures would provide highly 
meaningful information for Medicare 
beneficiaries because they address 
procedures widely performed on 
Medicare beneficiaries. Analysis of the 
structural measure data we have 
received from hospitals indicates that 
nearly 90 percent of hospitals 
performing these procedures already 
report these data to clinical registries. 
Therefore, if we adopt this proposed 
registry-based topic, a hospital would 
not face any additional data submission 
burden if it chooses this registry-based 
topic for purposes of the FY 2013 
payment determination and the registry 

to which it already submits data is 
qualified for this proposed topic. 

For the FY 2013 payment 
determination, we are proposing to 
include 15 cardiac surgery registry- 
based measures in the cardiac surgery 
registry-based measure topic. These 
proposed registry-based measures are 
listed below, and hospitals would 
submit data on these measures to a 
qualified registry for the cardiac surgery 
registry-based topic. Hospitals would 
continue submitting data for the cardiac 
surgery structural measure previously 
adopted for the RHQDAPU program 
directly to the QIO Clinical Warehouse. 
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PROPOSED MEASURES FOR PROPOSED CARDIAC SURGERY REGISTRY-BASED TOPIC 

Post-operative Renal Failure (NQF# 0114). 
Surgical Re-exploration (NQF# 0115). 
Anti-Platelet Medication at Discharge (NQF# 0116). 
Beta Blockade at Discharge (NQF# 0117). 
Anti-Lipid Treatment Discharge (NQF# 0118). 
Risk-Adjusted Operative Mortality for Coronary Artery Bypass Graft CABG (NQF# 0119)*. 
Risk-Adjusted Operative Mortality for Aortic Valve Replacement (AVR) (NQF# 0120)*. 
Risk-Adjusted Operative Mortality for Mitral Valve Replacement/Repair (MVR) (NQF# 0121)*. 
Risk-Adjusted Operative Mortality MVR+CABG Surgery (NQF# 0122)*. 
Risk-Adjusted Operative Mortality for AVR+CABG (NQF# 0123)*. 
Pre-Operative Beta Blockade (NQF# 0127). 
Duration of Prophylaxis for Cardiac Surgery Patients (NQF# 0128). 
Prolonged Intubation (ventilation) (NQF# 0129). 
Deep Sternal Wound Infection Rate (NQF# 0130). 
Stroke/Cerebrovascular Accident (NQF# 0131). 

* Requires risk adjustment. 

Because these measures were 
endorsed by the NQF in May of 2007, 
they meet the statutory requirement of 
reflecting consensus among affected 
parties. Hospitals selecting this topic 
would begin submitting data on the 
proposed measures to a qualified 
cardiac surgery registry beginning with 
January 1, 2011 discharges. We note that 
five of these measures (indicated with 

an asterisk in the table above) must be 
risk-adjusted in order to be calculated 
properly. Therefore, the data needed to 
calculate these measures must be 
collected by a single registry. While the 
remaining measures do not require risk 
adjustment, we believe it may be overly 
burdensome for hospitals to submit data 
for this topic to more than one registry. 
For this reason, we anticipate qualifying 

a single registry to collect all of the data 
for the proposed cardiac surgery 
registry-based topic. We invite comment 
on this proposal. 

Set out below are the RHQDAPU 
program topics and quality measures we 
are proposing to adopt for the FY 2013 
payment determination: 
BILLING CODE 4120±01±P 
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BILLING CODE 4120±10±C 

d. Proposed RHQDAPU Program Quality 
Measures for the FY 2014 Payment 
Determination 

(1) Proposed Retention of FY 2013 
Payment Determination Measures for 
the FY 2014 Payment Determination 

We are proposing to retain all of the 
measures adopted for the FY 2013 
payment determination for the FY 2014 
payment determination. Collection of 
data for these measures would begin 
with January 1, 2012 discharges. We 
invite comment on this proposal. 

(2) Proposed New Chart-Abstracted 
Measures for the FY 2014 Payment 
Determination 

We also are proposing to add the 
following 4 new chart-abstracted 
measures to the RHQDAPU program 
measure set for the FY 2014 payment 
determination: (1) ED [Emergency 
Department]ThroughputÐAdmit 
Decision Time to ED Departure Time for 
Admitted Patients (NQF #0497); (2) ED 
ThroughputÐMedian time from 
emergency department arrival to ED 
departure for admitted patients (NQF 
#0495); (3) Global Flu Immunization; 
and (4) Global Pneumonia 
Immunization. In proposing to adopt 
these chart-abstracted measures, we 
recognize that we are proposing to 
increase the chart-abstraction burden on 
hospitals with respect to the RHQDAPU 
program. However, the burden 
associated with the proposed 
immunization measures for all 
inpatients could be counterbalanced by 
future retirement of the two current 
immunization measures that apply only 
to pneumonia inpatients. This measure 

retirement option is discussed earlier in 
section V.A.2. of this proposed rule. 
Furthermore, we note that the ED± 
Throughput measures have been 
specified for EHR-based collection, 
which may also serve to reduce burden 
associated with these measures in the 
future. 

(A) Emergency Department (ED)- 
Throughput Measures 

The two ED-Throughput measures we 
are proposing for the FY 2014 payment 
determination are: (1) Median time from 
admit decision time to time of departure 
from the emergency department for 
emergency department patients 
admitted to inpatient status; and (2) 
Median time from emergency 
department arrival to time of departure 
from the emergency room for patients 
admitted to the facility from the 
emergency department. 

The ED-Throughput measures reflect 
not only the processes of care that occur 
while the patient is in the emergency 
department, but also reflect the 
coordination of care, communication, 
and efficiency of service provision 
beyond the walls of the emergency 
department. These measures have been 
NQF-endorsed (NQF #0497 and #0495) 
and adopted by HQA. Specifications for 
these measures are available in the 
preview section of the current 
Specifications Manual available on 
QualityNet. 

These measures also address ED 
overcrowding, which the IOM identified 
as a major quality issue. Reducing the 
time patients remain in the ED can 
improve access to treatment and 
increase the quality of care, and 
capability of the hospital to provide 

adequate treatment to patients. ED 
overcrowding may result in delays in 
the administration of medication such 
as antibiotics for pneumonia and has 
been associated with perceptions of 
compromised emergency care. For 
patients with non-ST-segment-elevation 
myocardial infarction, long ED stays 
were associated with decreased use of 
guideline-recommended therapies and a 
higher risk of recurrent myocardial 
infarction. Overcrowding and heavy 
emergency resource demand have led to 
a number of problems, including 
ambulance refusals, prolonged patient 
waiting times, increased suffering for 
those who wait, rushed and unpleasant 
treatment environments, and potentially 
poor patient outcomes. Finally, when 
EDs are overwhelmed, their ability to 
respond to community emergencies and 
disasters may be compromised. 

(B) Global Immunization Measures 

For the FY 2014 payment 
determination, we are proposing to 
adopt two global immunization 
measures: (1) Pneumoccocal 
Immunization; and (2) Influenza 
Immunization. Increasing influenza (flu) 
and pneumonia vaccination could 
reduce unnecessary hospitalizations and 
secondary complications particularly 
among high risk populations such as the 
elderly. About 36,000 adults die 
annually and over 200,000 are 
hospitalized for flu-related causes. 
Older adults are more vulnerable, and 
adults over 65 comprise about 90 
percent of flu-related deaths. 
Vaccinations can significantly reduce 
the number of flu related illnesses and 
deaths. The measures we are proposing 
were endorsed by the NQF as part of a 
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consensus development project titled 
`Ǹational Voluntary Consensus 
Standards for Influenza and 
Pneumococcal Immunizations '' which 
concluded in 2008. This project resulted 
in the endorsement of immunization 
measures that reflect current consensus 
among affected parties that standard 
measure specifications for influenza and 
pneumonia immunization should be 
broadly applicable across conditions, 
populations, and care settings. The 
technical specifications for these global 

measures will be available for preview 
in the Specifications Manual published 
in April 2010. The difference between 
these proposed immunization measures, 
and the two immunization measures 
that are currently part of the RHQDAPU 
program is that the current measures 
only apply to inpatients admitted for 
pneumonia, whereas the proposed 
measures apply to all inpatients 
regardless of admission diagnosis. 

We are proposing to adopt these four 
chart-abstracted measures into the 

RHQDAPU program measure set for the 
FY 2014 payment determination. Data 
submission for these measures would 
begin with January 1, 2012 discharges. 
We invite comment on these proposed 
measures as well as the proposed timing 
of their addition to the RHQDAPU 
program for the FY 2014 payment 
determination. The complete list of 
proposed quality measures for the FY 
2014 payment determination is set out 
below. 
BILLING CODE 4120±01±P 
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4. Possible New Quality Measures for 
Future Years 

We are inviting public comment on 
the following quality measures and 

topics set out below that we are 
considering for the future. We also are 
seeking suggestions and rationales to 
support the adoption of measures and 

topics that are not included in this list 
for the RHQDAPU program. 
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BILLING CODE 4120±01±C 

5. Form, Manner, and Timing of Quality 
Data Submission 

Sections 1886(b)(3)(B)(viii)(I) and (II) 
of the Act provide that the payment 
update for FY 2007 and each subsequent 
fiscal year be reduced by 2.0 percentage 
points for any subsection (d) hospital 
that does not submit quality data in a 
form and manner, and at a time, 
specified by the Secretary. The data 
submission requirements, Specifications 
Manual, and submission deadlines are 
posted on the QualityNet Web site at: 
http://www.QualityNet.org/. CMS 
requires that hospitals submit data in 
accordance with the specifications for 
the appropriate discharge periods. 

Hospitals submit quality data through 
the secure portion of the QualityNet 
Web site (formerly known as QualityNet 
Exchange) (https://www.QualityNet.org ). 
This Web site meets or exceeds all 
current Health Insurance Portability and 
Accountability Act (HIPAA) 
requirements for security of protected 
health information. 

a. Proposed RHQDAPU Program 
Requirements for FY 2012, FY 2013, and 
FY 2014 

(1) Procedural Requirements for the FY 
2012, FY 2013, and FY 2014 Payment 
Determinations 

For the FY 2012, FY 2013, and FY 
2014 payment determination, we are 
proposing that the following procedures 
would apply to hospitals participating 

in the RHQDAPU program. These 
procedures are, for the most part, the 
same as the procedures that apply to the 
FY 2011 payment determination. We 
identify below where we are proposing 
to modify a procedure. 

· Register with QualityNet, before 
participating hospitals initially begin 
reporting data, regardless of the method 
used for submitting data. 

· Identify a QualityNet Administrator 
who follows the registration process 
located on the QualityNet Web site 
(http://www.QualityNet.org ). 

· Complete a Notice of Participation. 
New subsection (d) hospitals and 
existing hospitals that wish to 
participate in the RHQDAPU program 
for the first time must complete a 
revised `R̀eporting Hospital Quality 
Data for Annual Payment Update Notice 
of Participation '' form (Notice of 
Participation form) that includes the 
name and address of each hospital 
campus that shares the same CMS 
Certification Number (CCN). We will 
revise the Notice of Participation form 
as needed and will provide appropriate 
notification of any revisions to hospitals 
and QIOs through the routine 
RHQDAPU communication channels 
which include memo and e-mail 
notification and QualityNet Web site 
articles and postings. 

We are proposing that, consistent 
with our policy for the FY 2011 
payment determination, any hospital 
that receives a new CCN on or after 
October 15, 2009 (including new 

subsection (d) hospitals and hospitals 
that have merged) that wishes to 
participate in the RHQDAPU program 
and has not otherwise submitted a 
Notice of Participation form using the 
new CCN must submit a completed 
Notice of Participation form no later 
than 180 days from the date identified 
as the open date (that is, the Medicare 
acceptance date) on the approved CMS 
Online System Certification and 
Reporting (OSCAR) system to 
participate in the RHQDAPU program 
for FY 2012 and future years. We 
believe that this deadline will give these 
hospitals a sufficient amount of time to 
get their operations up and running 
while simultaneously providing CMS 
with clarity regarding whether they 
intend to participate in the RHQDAPU 
program for FY 2012. 

(2) Synchronization of RHQDAPU 
Program Data Submission and 
Validation Quarters With Quarters Used 
To Make Payment Determinations 

Currently we determine, in part, 
whether a hospital has met the 
RHQDAPU program requirements for a 
given fiscal year by looking at whether 
the hospital properly submitted data 
with respect to a number of quarterly 
discharge periods. However, the 
quarters that we look at for HCAHPS 
data, chart-abstracted RHQDAPU 
program measures, and structural 
measures may not be the same for a 
single payment determination. For 
example, for the FY 2011 payment 
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determination, we looked at discharge 
data submitted by hospitals from 4th 
quarter 2008 through 3rd quarter 2009 
for AMI, HF, and PN chart-abstracted 
RHQDAPU program measures, 1st 
quarter 2010 for the newly added SCIP 
Infection 9 and 10 measures, April 2008 
through March 2009 data for HCAHPS, 
and January 1, 2010 through June 30, 
2010 data for structural measures. 

This lack of synchronization has 
developed because we have generally 
made payment decisions using the four 
earliest occurring discharge quarters for 
each measure topic that we did not 
include in a previous year's payment 
determination, and we have not 
synchronized when hospitals must 
begin reporting data on new measures. 

Starting with the FY 2013 payment 
determination, we are proposing to 
determine whether the hospital meets 
the data submission requirement for 
quality measure data by looking at 
whether the hospital properly submitted 
data on the applicable measures during 
the same quarterly discharge periods. 
Specifically, the quarterly discharge 
periods that will apply to a particular 
payment determination will be the four 
quarters that occur within a calendar 
year. In other words, beginning with the 
FY 2013 payment determination, we 
will look at whether the hospital 
properly submitted data for quality 
measure data for the four calendar year 
quarters of CY 2011. 

With respect to our requirement that 
hospital data be successfully validated 
in order for the hospital to earn the full 
payment update for a given fiscal year, 
we are also proposing, beginning with 
the FY 2013 payment determination, to 
validate four discharge quarters, but the 
quarters will be the 4th calendar quarter 
of the calendar year that occurs two 
years before the payment determination 
and the first 3 calendar quarters of the 
following calendar year. Thus, for the 
FY 2013 payment determination, we 
will validate data from the 4th calendar 
quarter of 2010 through the 3rd calendar 
quarter of 2011. We believe this is 
appropriate given the time required for 
the validation abstraction and appeal 
process. 

This proposed synchronization will 
give us a more complete picture of the 
quality of care provided by a hospital 
during a given time period, thus 
enabling us to link that quality of care 
to the applicable RHQDAPU payment 
determination. In addition, this 
proposal will provide clarity to 
hospitals regarding what data we will 
look at to make payment determinations 
for a given fiscal year. We believe that 
this synchronization will also assist us 
to more effectively implement the 

RHQDAPU program because we will be 
able to achieve operational consistency 
regarding what data applies to what 
payment determination. Further, we 
believe that this proposal may assist the 
agency in implementing Hospital Value- 
Based Purchasing as authorized by the 
Patient Protection and Affordable Care 
Act, Public Law 111±148, because it 
will improve the link between quality, 
as measured during a single period of 
time, and the payment amounts 
provided to hospitals. For example, 
under our proposal, the HCAHPS 
patient experience of care measure and 
chart-abstracted measures for a single 
set of discharge quarters will be used 
together for a single payment 
determination. Finally, we believe that 
this proposal will improve hospitals' 
ability to implement quality 
improvement strategies that affect 
RHQDAPU program measures and their 
quality of care. 

We will post a table outlining the 
discharge quarters that will be used to 
make each fiscal year payment 
determination no later than September 
15th annually on the QualityNet Web 
site (http://www.QualityNet.org ). We 
welcome comments on this proposal. 

(3) Proposed HCAHPS Requirements for 
the FY 2012, FY 2013 and FY 2014 
Payment Determinations 

We are proposing that, for the FY 
2012, FY 2013 and FY 2014 payment 
determinations, except as noted below, 
the RHQDAPU program HCAHPS 
requirements we adopted for FY 2011 
would continue to apply. Under these 
requirements, a hospital must 
continuously collect and submit 
HCAHPS data in accordance with the 
current HCAHPS Quality Assurance 
Guidelines and the quarterly data 
submission deadlines, both of which are 
posted at http://www.hcahpsonline.org. 
In order for a hospital to participate in 
the collection of HCAHPS data, a 
hospital must either: (1) Contract with 
an approved HCAHPS survey vendor 
that will conduct the survey and submit 
data on the hospital's behalf to the QIO 
Clinical Warehouse; or (2) self- 
administer the survey without using a 
survey vendor provided that the 
hospital attends HCAHPS training and 
meets Minimum Survey Requirements 
as specified on the Web site at: http:// 
www.hcahpsonline.org. A current list of 
approved HCAHPS survey vendors can 
be found on the HCAHPS Web site at: 
http://www.hcahpsonline.org. 

We are proposing that the FY 2012 
payment determination for the 
RHQDAPU program for HCAHPS will 
be based on discharges from April 1, 
2010 through December 31, 2010. 

We are proposing that the FY 2013 
payment determination for the 
RHQDAPU program for HCAHPS will 
be based on discharges from January 1, 
2011 through December 31, 2011. 

We are proposing that the FY 2014 
payment determination for the 
RHQDAPU program for HCAHPS will 
be based on discharges from January 1, 
2012 through December 31, 2012. 

Every hospital choosing to contract 
with a survey vendor should provide 
the sample frame of HCAHPS-eligible 
discharges to its survey vendor with 
sufficient time to allow the survey 
vendor to begin contacting each 
sampled patient within 6 weeks of 
discharge from the hospital. (We refer 
readers to the Quality Assurance 
Guidelines located at http:// 
www.hcahpsonline.org for details about 
HCAHPS eligibility and sample frame 
creation.) In addition, the hospital must 
authorize the survey vendor to submit 
data via My QualityNet, the secure part 
of the QualityNet Web site, on the 
hospital's behalf. 

After the survey vendor submits the 
data to the QIO Clinical Warehouse, we 
strongly recommend that hospitals 
employing a survey vendor promptly 
review the two HCAHPS Feedback 
Reports (the Provider Survey Status 
Summary Report and the Data 
Submission Detail Report) that are 
available. These reports enable a 
hospital to ensure that its survey vendor 
has submitted the data on time and the 
data has been accepted into the QIO 
Clinical Warehouse. 

Any hospital that has five or fewer 
HCAHPS-eligible discharges in any 
month is no longer required to submit 
HCAHPS surveys for that month, 
although the hospital may voluntarily 
choose to submit these data. However, 
the hospital still must submit its total 
number of HCAHPS-eligible cases for 
that month to the QIO Clinical 
Warehouse as part of its quarterly 
HCAHPS data submission. 

In order to ensure compliance with 
HCAHPS survey and administration 
protocols, hospitals and survey vendors 
must participate in all oversight 
activities. As part of the oversight 
process, during the onsite visits or 
conference calls, the HCAHPS Project 
Team will review the hospital's or 
survey vendor's survey systems and 
assess protocols based upon the most 
recent HCAHPS Quality Assurance 
Guidelines. All materials relevant to 
survey administration will be subject to 
review. The systems and program 
review includes, but is not limited to: 
(a) Survey management and data 
systems; (b) printing and mailing 
materials and facilities; (c) telephone 
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and IVR materials and facilities; (d) data 
receipt, entry and storage facilities; and 
(e) written documentation of survey 
processes. Organizations will be given a 
defined time period in which to correct 
any problems and provide follow-up 
documentation of corrections for 
review. As needed, hospitals and survey 
vendors will be subject to follow-up site 
visits or conference calls. If CMS 
determines that a hospital is not 
compliant with HCAHPS program 
requirements, CMS may determine that 
the hospital is not submitting HCAHPS 
data that meet the requirements of the 
RHQDAPU program. 

We continue to strongly recommend 
that each new hospital participate in an 
HCAHPS dry run, if feasible, prior to 
beginning to collect HCAHPS data on an 
ongoing basis to meet RHQDAPU 
program requirements. New hospitals 
can conduct a dry run in the last month 
of a calendar quarter. The dry run will 
give newly participating hospitals the 
opportunity to gain first-hand 
experience collecting and transmitting 
HCAHPS data without the public 
reporting of results. Using the official 
survey instrument and the approved 
modes of administration and data 
collection protocols, hospitals/survey 
vendors will collect HCAHPS dry-run 
data and submit the data to My 
QualityNet, the secure portion of 
QualityNet. 

We are again encouraging hospitals to 
regularly check the HCAHPS Web site at 
http://www.hcahpsonline.org for 
program updates and information. 

b. Additional Proposed RHQDAPU 
Program Procedural Requirements for 
the FY 2012, FY 2013 and FY 2014 
Payment Determinations 

(1) Chart-Abstracted Measures For 
Which Data Is Submitted Directly to 
CMS (via QualityNet) 

Hospitals must begin submitting 
RHQDAPU program data starting with 
the first day of the quarter following the 
date when the hospital registers to 
participate in the program. For purposes 
of meeting this requirement, we 
interpret the registration date to be the 
date that the hospital submits a 
completed Notice of Participation form. 
As proposed previously in this section, 
hospitals must also register with 
QualityNet and identify a QualityNet 
Administrator who follows the 
QualityNet registration process before 
submitting RHQDAPU program data. 

Hospitals must continuously collect 
and report data to CMS (via QualityNet) 
for each of the quality measures under 
the topic areas that require chart 
abstraction (and are not registry-based 

topic areas). For the FY 2012 and FY 
2013 payment determinations, the 
proposed topic areas are AMI, HF, PN, 
and SCIP. For the FY 2014 payment 
determination, the proposed topic areas 
are AMI, HF, PN, SCIP, Emergency 
Department Throughput (EDT), and 
Global Immunization (GIM). 

For FY 2012, we are proposing that 
hospitals must submit data for five 
calendar year discharge quarters as 
follows: 4Q CY 2009, 1Q CY 2010 (AMI, 
HF and PN only), 2Q CY 2010, 3Q CY 
2010 and 4Q CY 2010. For the FY 2013 
payment determination, we are 
proposing that hospitals must submit 
data for four consecutive calendar year 
discharge quarters as follows: 1Q CY 
2011, 2Q CY 2011, 3Q CY 2011 and 4Q 
CY 2011. For the FY 2014 payment 
determination, hospitals must submit 
data for four consecutive calendar year 
discharge quarters as follows: 1Q CY 
2012, 2Q CY 2012, 3Q CY 2012 and 4Q 
CY 2012. Hospitals must report these 
data by each quarterly deadline. 

Hospitals must submit the data to the 
QIO Clinical Warehouse using the CMS 
Abstraction & Reporting Tool (CART), 
The Joint Commission ORYX Ò Core 
Measures Performance Measurement 
System, or another third-party vendor 
tool that meets the measurement 
specification requirements for data 
transmission to QualityNet. All 
submissions will be executed through 
My QualityNet, the secure part of the 
QualityNet Web site. Because the 
information in the QIO Clinical 
Warehouse is considered QIO 
information, it is subject to the stringent 
QIO confidentiality regulations in 42 
CFR Part 480. The QIO Clinical 
Warehouse will submit the data to CMS 
on behalf of the hospitals. 

Hospitals must submit complete data 
for each quality measure that requires 
chart abstraction in accordance with the 
joint CMS/The Joint Commission 
sampling requirements located on the 
QualityNet Web site. These 
requirements specify that hospitals must 
submit a random sample or complete 
population of cases for each of the 
topics covered by the quality measures. 
Hospitals must meet the sampling 
requirements for these quality measures 
for discharges in each quarter. 

For the FY 2012 payment 
determination, we are proposing that 
hospitals must submit population and 
sampling data for three consecutive 
calendar year discharge quarters as 
follows: 2Q CY 2010, 3Q CY 2010 and 
4Q CY 2010. 

For the FY 2013 payment 
determination, we are proposing that 
hospitals must submit population and 
sampling data for four consecutive 

calendar year discharge quarters as 
follows: 1Q CY 2011, 2Q CY 2011, 3Q 
CY 2011 and 4Q CY 2011. 

For the FY 2014 payment 
determination, we are proposing that 
hospitals must submit population and 
sampling data for four consecutive 
calendar year discharge quarters as 
follows: 1Q CY 2012, 2Q CY 2012, 3Q 
CY 2012 and 4Q CY 2012. 

Hospitals must submit to CMS on a 
quarterly basis aggregate population and 
sample size counts for Medicare and 
non-Medicare discharges for the topic 
areas for which chart-abstracted data 
must be submitted (currently AMI, HF, 
PN, and SCIP). For clarification, we are 
proposing that hospitals are required to 
submit a numeric representation of their 
aggregate population and sample size 
count for each topic area even if the 
hospital has not treated patients in a 
specific topic area. For example, if a 
hospital has not treated AMI patients, 
the hospital is still required to submit a 
zero for its quarterly aggregate 
population and sample count for that 
topic in order to meet the requirement. 

In order to reduce the burden on 
hospitals that treat a low number of 
patients in a RHQDAPU program topic 
area, a hospital that has five or fewer 
discharges (Medicare and non-Medicare 
combined) in a topic area during a 
quarter in which data must be submitted 
is not required to submit patient-level 
data for that topic area for the quarter. 
The hospital must still submit its 
aggregate population and sample size 
counts for Medicare and non-Medicare 
discharges for the topic areas each 
quarter. We also note that hospitals 
meeting the five or fewer patient 
discharge exception may voluntarily 
submit these data. 

The quarterly data submission 
deadline for hospitals to submit patient 
level data for the proposed measures 
that require chart abstraction is 4 c 
months following the last discharge date 
in the calendar quarter. CMS will post 
the quarterly submission deadline 
schedule on the QualityNet Web site 
(http://www.QualityNet.org ). Chart- 
abstracted measures have not been 
added for the FY 2012 payment 
determination. The collection of new 
chart-abstracted measures proposed for 
the FY 2013 payment determination 
would begin with the 1st calendar 
quarter 2011 discharges, for which the 
submission deadline would be August 
15, 2011. The collection of new chart- 
abstracted measures proposed for the FY 
2014 payment determination would 
begin with the 1st calendar quarter 2012 
discharges, for which the submission 
deadline would be August 15, 2012. 
Hospitals must comply with the 
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discharge quarter submission deadlines 
in any fiscal year for each quarter for 
which data submission is required 
(Quarter 1ÐAugust 15th; Quarter 2Ð 
November 15th; Quarter 3ÐFebruary 
15th; Quarter 4ÐMay 15th). 

The data submission deadline for 
hospitals to submit aggregate population 
and sample size count data for the 
measures requiring chart abstraction is 
four months following the last discharge 
date in the calendar quarter. This 
requirement allows CMS to advise 
hospitals regarding their submission 
status in enough time for them to make 
appropriate revisions before the data 
submission deadline. We will post the 
aggregate population and sample size 
count data submission deadlines on the 
QualityNet Web site ( http:// 
www.QualityNet.org ). 

CMS strongly recommends that 
hospitals review the QIO Clinical 
Warehouse Feedback Reports and the 
RHQDAPU Program Provider 
Participation Reports that are available 
after patient level data are submitted to 

the QIO Clinical Warehouse. CMS 
generally updates these reports on a 
daily basis to provide accurate 
information to hospitals about their 
submissions. These reports enable 
hospitals to ensure that their data were 
submitted on time and accepted into the 
QIO Clinical Warehouse. 

(2) Data Submission Requirements for 
HCAHPS 

Hospitals must continuously collect 
and submit HCAHPS data in accordance 
with the current HCAHPS Quality 
Assurance Guidelines, which can be 
found on the HCAHPS Web site, 
http://www.hcahpsonline.org. The QIO 
Clinical Warehouse is able to accept 
submissions indicating zero HCAHPS- 
eligible discharges in a month. A 
hospital with zero HCAHPS-eligible 
discharges in a month must submit a 
zero as its total number of HCAHPS- 
eligible cases to the QIO Clinical 
Warehouse for that month as part of its 
quarterly HCAHPS data submission. 

In order to reduce the burden on 
hospitals that treat a low number of 

patients that would be otherwise 
covered by the HCAHPS submission 
requirements, a hospital that has five or 
fewer HCAHPS-eligible discharges 
during a month is not required to 
submit HCAHPS surveys for that month. 
However, hospitals that meet this 
exception may voluntarily submit this 
data. A hospital with five or fewer 
HCAHPS-eligible discharges must 
submit its number of HCAHPS-eligible 
cases to the QIO Clinical Warehouse for 
the month(s) in which it had five or 
fewer HCAHPS-eligible discharges as 
part of its quarterly HCAHPS data 
submission. 

(3) Procedures for Claims-Based 
Measures 

Hospitals are encouraged to regularly 
check the QualityNet Web site, http:// 
www.QualityNet.org, for program 
updates and information. 

· The following RHQDAPU program 
claims-based measures would be 
calculated using Medicare claims: 
BILLING CODE 4120±01±P 
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BILLING CODE 4120±01±C 

For the claims-based RHQDAPU 
program measures listed above, 
hospitals are not required to submit the 
data to the QIO Clinical Warehouse. 
CMS uses the existing Medicare fee-for- 
service claims to calculate the measures. 
For the FY 2012 payment 
determination, CMS would use up to 3 
years of discharges prior to January 1, 

2011 (as appropriate for the measure), to 
calculate the 30-day mortality and 30- 
day readmission measures AHRQ PSI, 
IQI and Composite measures (including 
the AHRQ PSI and Nursing Sensitive 
Care measure, Death among surgical 
inpatients with serious, treatable 
complications), and the proposed new 
HAC Measures. For the FY 2013 and FY 
2014 payment determinations, CMS 

would use up to 3 years of discharges 
(as appropriate for the measure) prior to 
January 1, 2012, and January 1, 2013 
respectively. Hospitals are required to 
appropriately report the POA indicator 
in conjunction with ICD±9±CM coding 
to determine the presence of HACs so 
that the proposed HAC measures can be 
calculated for the RHQDAPU program 
using Medicare claims. 

VerDate Mar<15>2010 19:28 May 03, 2010 Jkt 220001 PO 00000 Frm 00139 Fmt 4701 Sfmt 4702 E:\FR\FM\04MYP2.SGM 04MYP2 E
P

04
M

Y
10

.0
44

<
/G

P
H

>

sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS



23990 Federal Register / Vol. 75, No. 85 / Tuesday, May 4, 2010 / Proposed Rules 

(4) Data Submission Requirements for 
Structural Measures 

· We are proposing that for the FY 
2012 payment determination, hospitals 

submit the required registry 
participation information once for the 
structural measures via a Web-based 
collection tool between July 1, 2011± 
August 15, 2011 with respect to the time 

period of July 1, 2010 through December 
31, 2010. 

Below is the list of structural 
measures we are proposing to adopt for 
the FY 2012 payment determination: 

Topic FY 2012 payment determination: Proposed structural measures 

Cardiac Surgery .................................................. · Participation in a Systematic Database for Cardiac Surgery. 
Stroke Care ......................................................... · Participation in a Systematic Clinical Database Registry for Stroke Care. 
Nursing Sensitive Care ....................................... · Participation in a Systematic Clinical Database Registry for Nursing Sensitive Care. 

(5) Data Submission of All-Patient 
Volume Data for Selected MS±DRGs 
Related to RHQDAPU Program 
Measures 

For submission of the all-patient 
volume data for selected MS±DRGs, we 
are proposing that hospitals submit 
patient level information needed for 
CMS to apply the MS±DRG grouper 
software to calculate the all-patient 
MS±DRG volumes, the data elements for 
which would be defined in the 
Specifications Manual. Hospitals would 
begin submitting this data quarterly via 
QualityNet beginning with January 1, 
2011 discharges. 

We invite comment on an alternative 
that hospitals submit hospital-level all- 
patient volume data based upon specific 
ICD±9±CM codes that are related to the 
selected MS±DRGs (rather than the 
patient-level data) necessary for CMS to 
calculate the MS±DRGs. Hospitals 
would begin submitting this data 
quarterly via QualityNet beginning with 
January 1, 2011 discharges. 

(6) Proposed Data Submission and 
Reporting Requirements for HAI 
Measures Reported via NHSN 

We are proposing that hospitals 
participating in RHQDAPU submit the 
data elements needed to calculate the 
Central Line Associated Blood Stream 
Infection and Surgical Site Infection 
measures to the NHSN using the 
standard procedures that have been set 
forth by CDC for NHSN participation in 
general and for submission of these two 
measures to NHSN in particular. This 
would include NHSN participation 
forms and indications to CDC allowing 
CMS to access data for these two 
measures for RHQDAPU program 
purposes, adherence to training 
requirements, use of standard CDC 
measure specifications, data element 
definitions, data collection requirements 
and instructions, and data reporting 
timeframes. Detailed requirements for 
NHSN participation, measure 
specifications, and data collection can 
be found at http://www.cdc.gov/nhsn/. 
Hospitals must use the current 
specifications and data collection tools 

available on the CDC Web site to submit 
data for the Central Line Associated 
Bloodstream Infection and Surgical Site 
Infection measures. We are proposing 
that hospitals would submit data for 
these two measures to CDC's NHSN on 
a monthly basis for discharges occurring 
on or after January 1, 2011. 

For the FY 2013 payment 
determination, we are proposing that 
hospitals must submit HAI data via the 
NHSN for four consecutive calendar 
year discharge quarters as follows: 1Q 
CY 2011, 2Q CY 2011, 3Q CY 2011 and 
4Q CY 2011. 

For the FY 2014 payment 
determination, hospitals must submit 
HAI data for four consecutive calendar 
year discharge quarters as follows: 1Q 
CY 2012, 2Q CY 2012, 3Q CY 2012 and 
4Q CY 2012. 

We are proposing that once quarterly 
each hospital would utilize an 
automated report function that will be 
made available to submitters in the 
NHSN, to generate a quarterly report 
containing hospital-level numerator, 
denominator, and exclusion counts for 
these two CDC measures specifically for 
the RHQDAPU program. The CDC will 
create this automated RHQDAPU report 
function and add it to NHSN's reporting 
functionalities in the next few months. 
While hospitals may be reporting other 
data elements to CDC for other reporting 
programs (that is: State mandated 
surveillance programs), the quarterly 
RHQDAPU report that would be 
generated within NHSN would only 
contain those data elements needed to 
calculate the two measures currently 
being proposed for the RHQDAPU 
program. CMS will access the reports in 
the NHSN and will compile the reports 
for RHQDAPU program and public 
reporting purposes. 

We invite comment on the proposed 
mechanism for submitting data for the 
Central Line Associated Blood Stream 
Infection measure and the Surgical Site 
Infection measure for the RHQDAPU 
program beginning with the FY 2012 
payment determination. 

(7) Data Submission Requirements for 
Registry-Based Measures 

We are proposing that hospitals 
participating in RHQDAPU would be 
required to choose at least one of four 
registry based measure topics (ICD 
Complications, Stroke, Nursing 
Sensitive Care, or Cardiac Surgery), and 
would submit the data needed to 
calculate the measures included in the 
chosen registry-based topic to a 
qualified registry in order to meet the 
requirements to receive the full FY 2013 
annual payment update. 

We are proposing that hospitals then 
would arrange to have the qualified 
registry calculate the measures and 
submit to the QIO Clinical Warehouse 
the results, as well as the numerator, 
denominator, and exclusions. Any 
arrangement reached between the 
hospital and the qualified registry must 
comply with HIPAA. The qualified 
registry would also submit registry- 
derived hospital-level measure 
calculations to the QIO Clinical 
Warehouse using a CMS-specified 
record layout and file format that we 
will make available. 

Our program and its data system must 
maintain compliance with HIPAA 
requirements for requesting, processing, 
storing, and transmitting data. For the 
FY 2013 RHQDAPU payment 
determination, hospitals would need to 
submit data for the proposed registry- 
based measures to the qualified registry 
in the form and manner and by the 
deadline(s) specified by the registry. 

CMS will begin qualifying registries 
for the four proposed registry-based 
topics so that hospitals may begin 
submitting data for discharges beginning 
January 1, 2011. Proposed registry 
qualification criteria are discussed in a 
section V.A.13. of this proposed rule. 
We are proposing to post on the 
RHQDAPU program section of the 
QualityNet Web site http:// 
www.qualitynet.org a list of qualified 
registries for the FY 2013 RHQDAPU 
payment determination, including the 
registry name, contact information, and 
the measure(s) that the registry has been 

VerDate Mar<15>2010 19:28 May 03, 2010 Jkt 220001 PO 00000 Frm 00140 Fmt 4701 Sfmt 4702 E:\FR\FM\04MYP2.SGM 04MYP2sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS



23991 Federal Register / Vol. 75, No. 85 / Tuesday, May 4, 2010 / Proposed Rules 

qualified to collect and report for the 
RHQDAPU program. 

We anticipate posting the list of 
qualified FY 2011 registries as soon as 
we have completed vetting the registries 
interested in participating in the FY 
2013 RHQDAPU program payment 
determination and identified the 
qualified registries for the FY 2013 
RHQDAPU program payment 
determination, which we anticipate will 
be completed by December 31, 2010. 
Specific data submission requirements 
for the registry-based measures are 
discussed below: 

(A) Hospitals That Choose To Report the 
ICD Complications Measure 

If the hospital chooses the ICD 
Complications measure, it would submit 
specified data elements for specified 
populations to the qualified ICD 
registry. We intend to establish criteria 
and begin qualifying registries for this 
topic so that hospitals can begin 
submitting data for discharges beginning 
January 1, 2011. The hospital would 
follow the standard participation and 
reporting procedures set by the registry 
regarding the submission of data 
elements for the particular measures we 
have specified for the topic. These data 
elements and population definitions 
will be listed in the Specifications 
Manual. 

Hospitals must allow the qualified 
registry it is using to report the patient- 
level data to CMS in order to calculate 
the ICD complications measure. 

(B) Hospitals That Choose To Report 
Either the Stroke, Nursing Sensitive 
Care, or Cardiac Surgery Measures 

If a hospital chooses the Stroke, 
Nursing Sensitive Care, or Cardiac 
Surgery measure topics, it would submit 
data on the measures listed for these 
topics to a qualified registry for the 
topic. CMS intends to establish criteria 
and begin qualifying registries for these 
topics so that hospitals can begin 
submitting data for discharges beginning 
January 1, 2011. The hospital would 
follow the standard participation and 
reporting procedures set by the registry 
regarding the submission of data 
elements for the particular measures 
CMS has specified for the topic. 
Additionally, the hospital would agree 
to allow the registry to send calculations 
of the measures, numerator, 
denominator and exclusion counts to 
CMS for the RHQDAPU program. 

6. RHQDAPU Program Disaster 
Extensions and Waivers 

In the FY 2010 IPPS/RY 2010 LTCH 
PPS proposed rule (74 FR 24176), we 
solicited public comment about rules 

we could adopt that would enable 
hospitals to request either an extension 
or a waiver of various RHQDAPU 
program requirements in the event of a 
disaster (such as a hurricane that 
damages or destroys the hospital). 

Specifically, we welcomed public 
comment on the following issues: 

· Recommendations for rules that we 
could follow when considering whether 
to grant an extension or waiver of 
RHQDAPU program requirements in the 
event of a disaster, including suggested 
criteria that we should take into account 
(for example, specific hospital 
infrastructure damage, hospital closure 
time period, degree of destruction of 
medical records, impact on data 
vendors, and long-term evacuation of 
discharged patients impacting HCAHPS 
survey participation). 

· The role that QIOs and QIO support 
contractors should play in the event of 
a disaster, including communicating 
with affected hospitals, communicating 
with State hospital associations, and 
collecting information directly from 
hospitals. 

· How CMS extension or waiver 
decisions should be communicated to 
affected hospitals. 

· Any other issues commenters deem 
relevant to a hospital's request for an 
extension or waiver of RHQDAPU 
program requirements in the event of a 
disaster. 

We responded to public comments in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43881). We recognize 
that there are times when hospitals are 
unable to submit quality data due to 
extraordinary circumstances that are not 
within their control. It is our goal to not 
penalize hospitals for such 
circumstances and we do not want to 
unduly increase their burden during 
these times. 

Therefore, we are proposing a process 
for hospitals to request and for CMS to 
grant extensions or waivers with respect 
to the reporting of required quality data 
when there are extraordinary 
circumstances beyond the control of the 
hospital. Under the proposed process, in 
the event of extraordinary 
circumstances not within the control of 
the hospital, for the hospital to receive 
consideration for an extension or waiver 
of the requirement to submit quality 
data for one or more quarters, a hospital 
must submit to the QIO in the hospital's 
State a request form that will be made 
available on the QualityNet Web site. 
The following information should be 
noted on the form: 

· Hospital CCN; 
· Hospital Name; 
· CEO and any other designated 

personnel contact information, 

including name, e-mail address, 
telephone number, and mailing address 
(must include a physical address, a post 
office box address is not acceptable); 

· Hospital's reason for requesting an 
extension or waiver; 

· Evidence of the impact of the 
extraordinary circumstances, including 
but not limited to photographs, 
newspaper and other media articles; and 

· A date when the hospital will again 
be able to submit RHQDAPU data, and 
a justification for the proposed date. 

The request form must be signed by 
the hospital's CEO. A request form must 
be submitted within 45 days of the date 
that the extraordinary circumstance 
occurred. The QIO in the hospital's state 
will forward the request form to CMS. 
Following receipt of the request form, 
CMS will: (1) Provide a written 
acknowledgement using the contact 
information provided in the request, to 
the CEO and any additional designated 
hospital personnel, notifying them that 
the hospital's request has been received; 
and (2) provide a formal response to the 
CEO and any additional designated 
hospital personnel using the contact 
information provided in the request 
notifying them of our decision. 

This proposal does not preclude CMS 
from granting waivers or extensions to 
hospitals that have not requested them 
when we determine that an 
extraordinary circumstance, such as an 
act of nature (for example, hurricane), 
affects an entire region or locale. If CMS 
makes the determination to grant a 
waiver or extension to hospitals in a 
region or locale, CMS will communicate 
this decision through routine 
communication channels to hospitals, 
vendors and QIOs, including but not 
limited to issuing memos, e-mails and 
notices on the QualityNet Web site. We 
invite comment on this proposal. 

7. Proposed Chart Validation 
Requirements for Chart-Abstracted 
Measures 

a. Chart Validation Requirements and 
Methods for the FY 2012 Payment 
Determination 

For the FY 2012 payment 
determination, we will use the chart 
validation requirements and methods 
that we adopted for FY 2012 in the FY 
2010 IPPS/RY 2010 LTCH PPS final rule 
(74 FR 43884 through 43889). These 
requirements, as well as additional 
information on these requirements, will 
be posted on the QualityNet Web site 
after we issue the FY 2011 IPPS/RY 
2011 LTCH PPS final rule. 

Specifically, we will: 
· Randomly select on an annual basis 

800 participating hospitals that 
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submitted chart-abstracted data for at 
least 100 discharges combined in the 
measure topics to be validated. To 
determine whether a hospital meets this 
`1̀00-case threshold, '' we will look to the 
discharge data submitted by the hospital 
during the calendar year three years 
prior to the fiscal year of the relevant 
payment determination. For example, if 
the 100-case threshold applied for the 
FY 2011 payment determination (which 
it will not), the applicable measure 
topics would be AMI, HF, PN, and SCIP, 
and we would choose 800 hospitals that 
submitted discharge data for at least 100 
cases combined in these topics during 
calendar year 2008. If a hospital did not 
submit discharge data for at least 100 
cases in these topics during CY 2008, 
we would not select the hospital for 
validation. We will announce the topic 
areas that apply for the FY 2012 
payment determination at a later date, 
and we plan to select the first 800 
hospitals in July 2010. We will select 
hospitals for the FY 2012 validation if 
they meet the 100-case threshold during 
CY 2009. We adopted this 100-case 
threshold because we believe that it 
strikes the appropriate balance between 
ensuring that the selected hospitals have 
a large enough patient population to be 
able to submit sufficient data to allow us 
to complete an accurate validation, 
while not requiring validation for 
hospitals with a low number of 
submitted quarterly cases and relatively 
unreliable measure estimates. Based on 
previously submitted data, we estimate 
that 98 percent of participating 
RHQDAPU program hospitals will meet 
this threshold and, thus, be eligible for 
validation. As noted below, we solicited 
comments and suggestions on how we 
might be able to target the remaining 2 
percent of hospitals for validation. 

· Validate for each of the 800 
hospitals a randomly selected stratified 
sample for each quarter of the validation 
period. Each quarterly sample will 
include 12 cases, with at least one but 
no more than three cases per topic for 
which chart-abstracted data was 
submitted by the hospital. However, we 
recognize that some selected hospitals 
might not have enough cases in all of 
the applicable topics to submit data (for 
example, if they have 5 or fewer 
discharges in a topic area in a quarter). 
For those hospitals, we will validate 
measures in only those topic areas for 
which they have submitted data. For the 
FY 2012 payment determination, we 
will validate 1st calendar quarter 2010 
through 3rd calendar quarter 2010 
discharge data. We will validate 3 
quarters of data for FY 2012 in order to 
provide hospitals with enough time to 

assess their medical record 
documentation and abstraction 
practices, and to take necessary 
corrective actions to improve these 
practices, before documenting their 1st 
calendar quarter 2010 discharges into 
medical records that may be sampled as 
part of this proposed validation process. 

The CDAC contractor will, each 
quarter that applies to the validation, 
ask each of the 800 selected hospitals to 
submit 12 randomly selected medical 
charts from which data was abstracted 
and submitted by the hospital to the 
QIO Clinical Warehouse. We note that, 
under our current requirements, 
hospitals must begin submitting 
RHQDAPU program data starting with 
the first day of the quarter following the 
date when the hospital registers to 
participate in the program. For purposes 
of meeting this requirement, we 
interpret the registration date to be the 
date that the hospital submits a 
completed Notice of Participation form. 
As proposed previously in this section, 
hospitals must also register with 
QualityNet and identify a QualityNet 
Administrator who follows the 
QualityNet registration process before 
submitting RHQDAPU program data. 

In addition, we will continue the 
following timeline with respect to 
CDAC contractor requests for paper 
medical records for the purpose of 
validating RHQDAPU program data. 
Beginning with CDAC contractor 
requests for second calendar quarter 
2009 paper medical records, the CDAC 
contractor will request paper copies of 
the randomly selected medical charts 
from each hospital via certified mail (or 
other trackable method that requires a 
hospital representative to sign for the 
letter), and the hospital will have 45 
days from the date of the request (as 
documented on the request letter) to 
submit the requested records to the 
CDAC contractor. If the hospital does 
not comply within 30 days, the CDAC 
contractor will send a second certified 
letter to the hospital, reminding the 
hospital that it must return paper copies 
of the requested medical records within 
45 calendar days following the date of 
the initial CDAC contractor medical 
record request. If the hospital still does 
not comply, then the CDAC contractor 
will assign a `z̀ero'' score to each 
measure in each missing record. The 
letter from the CDAC contractor is 
addressed to the hospital's medical 
record staff identified by the hospital to 
their state Quality Improvement 
Organization (QIO). CMS recommends 
that hospitals routinely check with their 
State QIO to ensure the correct person 
is listed to receive the record request. If 
CMS has evidence from the CDAC 

contractor that the hospital received 
both letters requesting medical records 
(as determined by the tracking system 
used by the CDAC contractor), the 
hospital is responsible for not returning 
their charts and will not be able to 
submit charts as part of their 
reconsideration request. 

Under the validation methodology, 
once the CDAC contractor receives the 
charts, it will re-abstract the same data 
submitted by the hospitals and calculate 
the percentage of matching RHQDAPU 
program measure numerators and 
denominators for each measure within 
each chart submitted by the hospital. 
Specifically, we will estimate the 
accuracy by calculating a match rate 
percent agreement for all of the 
variables submitted in all of the charts. 
For any selected record, a measure's 
numerator and denominator can have 
two possible states, included or 
excluded, depending on whether the 
hospital accurately included the cases 
in the measure numerator(s) and 
denominator(s). We will count each 
measure in a selected record as a match 
if the hospital-submitted measure 
numerator and denominator sets match 
the measure numerator and 
denominator states independently 
abstracted by our contractor. For 
example, one heart failure case from 
which data has been abstracted for four 
RHQDAPU program chart-abstracted 
measures (that is, HF±1, HF±2, HF±3, 
and HF±4) would receive a 75-percent 
match if three out of four of the 
hospital-reported heart failure measure 
numerator and denominator states 
matched the re-abstracted numerator 
and denominator states. This proposed 
scoring approach is the same as 
recommended in the CMS Hospital 
Value-Based Purchasing Report to 
Congress, and is illustrated in further 
detail using an example in pages 83±84 
of the report which can be found on our 
Web site at: http://www.cms.hhs.gov/
AcuteInpatientPPS/downloads/
HospitalVBPPlanRTCFINAL
SUBMITTED2007.pdf. We believe that 
this approach is appropriate, and it was 
supported by many commenters when 
we requested comment in the FY 2009 
and FY 2010 IPPS final rules for input 
about the RHQDAPU program 
validation process (73 FR 48622 and 
48623, 74 FR 43886 and 43887). 

Under the validation methodology, 
we will: 

· Use, as we currently do, each 
selected case as a cluster comprising 
one or multiple measures utilized in a 
validation score estimate. Each selected 
case will have multiple measures 
included in the validation score (for 
example, for the FY 2011 payment 
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determination, a heart failure record 
will include 4 heart failure measures). 
Specifically, we will continue using the 
design-specific estimate of the variance 
for the confidence interval calculation, 
which, in this case, is a stratified single 
stage cluster sample, with unequal 
cluster sizes. (For reference, see 
Cochran, William G.: Sampling 
Techniques, John Wiley & Sons, New 
York, chapter 3, section 3.12 (1977); and 
Kish, Leslie: Survey Sampling, John 
Wiley & Sons, New York, chapter 3, 
section 3.3 (1964).) Each quarter and 
clinical topic is treated as a stratum for 
variance estimation purposes. 

We believe that the clustering 
approach is a statistically appropriate 
technique for calculating the annual 
validation confidence interval. Because 
we will not be validating all hospital 
records, we need to calculate a 
confidence interval that incorporates a 
potential sampling error. Our clustering 
approach incorporates the degree of 
correlation at the individual data record 
level, because our previous validation 
experience indicates that hospital data 
mismatch errors tend to be clustered in 
individual data records. We have used 
this clustering since the inception of the 
RHQDAPU program validation 
requirement to calculate variability 
estimates needed for calculating 
confidence intervals (70 FR 47423). 

· Use the upper bound of a one-tailed 
95 percent confidence interval to 
estimate the validation score; and 

· Require all RHQDAPU program 
participating hospitals selected for 
validation to attain at least a 75 percent 
validation score per quarter to pass the 
validation requirement. 

We believe that this modified 
validation methodology incorporates 
many of the principles supported by the 
vast majority of commenters in response 
to our solicitation for public comments 
in the FY 2009 and FY 2010 IPPS 
proposed rule (73 FR 23658 through 
23659, 74 FR 43886 and 43887). 
Specifically, we believe that the 
increased annual sample size per 
hospital will provide more reliable 
estimates of validation accuracy. The 
sample size of 12 records per quarter 
would provide a total of 36 records 
across the three sampled quarters for the 
FY 2012 payment determination, and 48 
records in subsequent years. This 
estimate would improve the reliability 
of our validation estimate, as compared 
to the current RHQDAPU program 
annual validation sample of 20 cases per 
year. We also believe that modifying the 
validation score to reflect measure 
numerator and denominator accuracy 
will ensure that accurate data are posted 
on the Hospital Compare Web site. 

In addition, we believe that stratified 
quarterly samples by topic will improve 
the feedback provided to hospitals. CMS 
will provide validation feedback to 
hospitals about all sampled topics 
submitted by the hospitals each quarter. 
Because all relevant data elements 
submitted by the hospital must match 
the independently re-abstracted data 
elements to count as a match, we 
reduced the passing threshold from 80 
percent to 75 percent. We will use a 
one-tail confidence interval to calculate 
the validation score because we strongly 
believe that a one-tail test most 
appropriately reflects the pass or fail 
dichotomous nature of the statistical test 
regarding whether the confidence 
interval includes or is completely above 
the 75 percent passing validation score. 

We also will continue to allow 
hospitals that fail to meet the passing 
threshold for the quarterly validation an 
opportunity to appeal the validation 
results to their State QIO. QIOs are 
currently tasked by CMS to provide 
education and technical assistance 
about RHQDAPU program data 
abstraction and measures to hospitals, 
and the quarterly validation appeals 
process will provide hospitals with an 
opportunity to both appeal their 
quarterly results and receive education 
free of charge from their State QIO. This 
State QIO quarterly validation appeals 
process is independent of the proposed 
RHQDAPU program reconsideration 
procedures for hospital reconsideration 
requests involving validation for the FY 
2010 payment update proposed in this 
proposed rule. 

b. Proposed Supplements to the Chart 
Validation Process for the FY 2013 
Payment Determination and Subsequent 
Years 

For FY 2013 and future years, we are 
also proposing to adopt the same 
validation requirements that we adopted 
for the FY 2012 payment determination, 
except as set forth below. 

For FY 2013 and future years, we are 
proposing to modify our FY 2012 
criteria by adding a targeting criterion, 
refining our random sample approach, 
and changing our data discharge 
quarters validated as part of our 
proposed synchronization of RHQDAPU 
timelines. Specifically, we are 
proposing the following changes for FY 
2013: 

We are proposing to validate the data 
submitted by a hospital if the hospital 
failed the previous year's RHQDAPU 
program validation. We are proposing 
this targeting criterion to improve data 
accuracy for all hospitals failing our 
validation requirement in a previous 
year. We believe that this proposal is an 

appropriate method to ensure data 
accuracy, since it targets our resources 
on the hospitals with the least accurate 
data based on FY 2012 validation 
results. We also believe that these 
hospitals must correct the data 
inaccuracies identified in RHQDAPU 
validation for their internal quality 
improvement and RHQDAPU measures 
publicly reported on Hospital Compare. 
Our proposal allows CMS to assess the 
accuracy of these hospitals' data and 
provide feedback to hospitals until they 
comply with our RHQDAPU validation 
requirement. 

Specifically, we are proposing that all 
hospitals selected for validation for the 
FY 2012 payment determination and 
that fail the validation will be selected 
for validation for the FY 2013 payment 
determination. Based on data analysis of 
past validation results, we estimate that 
targeting these hospitals would add 
about 20 to 40 hospitals to our list of 
validated hospitals to be selected in the 
FY 2013 validation sample. 

For FY 2013, we also are proposing 
the following changes to the FY 2012 
RHQDAPU validation random sample 
approach: 

Starting in FY 2013, we are proposing 
to discontinue the 100 case minimum 
threshold for selection in the RHQDAPU 
800 hospital random sample. We believe 
that discontinuing this requirement 
would improve the robustness of the 
RHQDAPU program validation sample 
by including the smallest hospitals 
participating in the RHQDAPU program 
in the sample. All hospitals successfully 
submitting at least one RHQDAPU case 
for the third calendar quarter of the year 
two years prior to the year to which the 
validation applies would be eligible to 
be selected for validation. For example, 
for the FY 2013 payment determination, 
we would select the sample in early 
2011, and all hospitals that submitted at 
least one RHQDAPU case for third 
quarter 2010 discharges would be 
eligible to be selected. Starting in FY 
2013, we are proposing this change to 
the RHQDAPU random validation 
sample, rather than including these 
hospitals in a targeted sample, to ensure 
that all RHQDAPU participating 
hospitals are equally likely to be 
selected in the random validation 
sample. 

For the FY 2013 payment 
determination, we are proposing to 
modify the quarterly stratified sample 
selection by reallocating sample cases 
when a hospital has submitted fewer 
than three cases in a topic within a 
quarter. In these rare cases, we are 
proposing to randomly reallocate the 
extra sample cases to other topics with 
more than 3 submitted quarterly cases. 
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This proposed modification is designed 
to ensure that CMS selects 12 cases for 
all hospitals in a quarter, including 
those hospitals specializing in only one 
topic. For example, an orthopedic 
specialty surgery hospital submitting 
only SCIP measure cases in a given 
quarter would have only SCIP measure 
cases randomly selected in the 
validation sample for that quarter. This 
would provide a more reliable estimate 
of abstraction and measure accuracy by 
maintaining the same 12 case total 
quarterly validation sample. 

For the FY 2013 payment 
determination, we also are proposing to 
validate data from the 4th calendar 
quarter of 2010 through the 3rd calendar 
quarter of 2011 in accordance with our 
proposed synchronization of RHQDAPU 
data as outlined in section V.A.5.a.(2) of 
this proposed rule. This lag between the 
time a hospital submits data and the 
time we can validate that data is 
necessary because data is not due to the 
QIO Clinical Warehouse until 4 1¤2 
months after the end of each quarter, 
and we need additional time to select 
hospitals and complete the validation 
process. 

We are also considering additional 
changes to our validation approach for 
future years. Beginning with the FY 
2014 payment determination, we are 
considering adding two strata to the 
current RHQDAPU program validation 
sample of SCIP, AMI, HF, and PN cases. 
We are considering selecting 2 
additional validation samples of 3 cases 
per selected hospital per quarter. One 
additional quarterly sample would 
enable us to validate the Central Line 
Associated Bloodstream Infection 
(CLABSI) and Surgical Site Infection 
(SSI) measures that we are proposing to 
add to the RHQDAPU measure set for 
the FY 2013 payment determination, 
and the second additional quarterly 
sample would enable us to validate the 
ED-Throughput and the Immunization 
for Influenza and Immunization for 
Pneumonia global measures that we are 
proposing to add to the RHQDAPU 
measure set for the FY 2014 payment 
determination. Thus, we would be 
validating a total of 18 records per 
quarter per validated hospital in six 
strata (1) SCIP, (2) AMI, (3) HF, (4) PN, 
(5) CLABSI/SSI, and (6) ED± 
Throughput/Immunization measures. 
We are also considering requiring 
hospitals to sign a written form 
explicitly granting CMS access to their 
patient level data submitted for the 
proposed Central Line Associated Blood 
Stream Infection measure and the 
Surgical Site Infection measure. We 
believe that the CLABSI/SSI stratum is 
necessary to validate the data in the 

reports that we will access from NHSN 
for the RHQDAPU program. We invite 
comment on our validation proposals 
and considerations. 

We note that we are considering 
proposing, beginning with the FY 2015 
payment determination, to add hospitals 
to our validation sample if they were 
open under their current CCNs in FY 
2012 but not selected for validation in 
the three previous annual RHQDAPU 
validation samples. We are considering 
this addition to supplement our 
validation approach to ensure that all 
eligible RHQDAPU program hospitals 
are selected for validation at least once 
every 4 years. We are considering this 
addition beginning with the FY 2015 
payment determination because FY 
2015 would be the fourth year that we 
will be using the random validation 
approach. 

8. Data Accuracy and Completeness 
Acknowledgement Requirements for the 
FY 2011 Payment Determination and 
Subsequent Years 

For the FY 2011 payment 
determination and subsequent years, in 
the FY 2010 IPPS/RY 2010 LTCH PPS 
proposed rule (74 FR 24180), we 
proposed to require hospitals to 
electronically acknowledge on an 
annual basis the completeness and 
accuracy of the data submitted for the 
RHQDAPU program payment 
determination. Hospitals will be able to 
submit this acknowledgement on the 
same Web page that they use to submit 
data necessary to calculate the structural 
measures, and we believe that this Web 
page will provide a secure vehicle for 
hospitals to directly acknowledge that 
their information is complete and 
accurate to the best of their knowledge. 
A single annual electronic 
acknowledgement will provide us with 
explicit documentation acknowledging 
that the hospital's data is accurate and 
complete, but will not unduly burden 
hospitals. We noted that commenters 
generally supported the idea of 
electronic attestation in the FY 2009 
IPPS final rule (73 FR 48625) at the 
point of data submission to the QIO 
Clinical Warehouse. 

In addition, the Government 
Accountability Office (GAO) 
recommended in a 2006 report (GAO± 
06±54) that hospitals self-report that 
their data are complete and accurate. 
Therefore, in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43890) for 
the FY 2010 payment determination, we 
required hospitals to electronically 
acknowledge their data accuracy and 
completeness once between July 1, 
2009, and August 15, 2009. Hospitals 
will acknowledge that all information 

that is, or will be, submitted as required 
by the RHQDAPU program for the FY 
2010 payment determination is 
complete and accurate to the best of 
their knowledge. 

We are proposing to require hospitals 
to electronically acknowledge their data 
accuracy and completeness once 
between July 1, 2010 and August 15, 
2010 for data to be used for the FY 2012 
RHQDAPU program payment 
determination. 

9. Proposed Public Display 
Requirements for the FY 2012 Payment 
Determination and Subsequent Years 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act provides that the Secretary shall 
establish procedures for making data 
submitted under the RHQDAPU 
program available to the public. As we 
noted in section V.A.1.c.(3) of this 
proposed rule, the RHQDAPU program 
quality measures are typically reported 
on the Hospital Compare Web site 
(http://www.hospitalcompare.hhs.gov ), 
but on occasion are reported on other 
CMS Web sites. We require that 
hospitals sign a Notice of Participation 
form when they first register to 
participate in the RHQDAPU program. 
Once a hospital has submitted a form, 
the hospital is considered to be an 
active RHQDAPU program participant 
until such time as the hospital submits 
a withdrawal form to CMS (72 FR 
47360). Hospitals signing this form 
agree that they will allow CMS to 
publicly report the quality measures 
included in the RHQDAPU program. 

We will continue to display quality 
information for public viewing as 
required by section 
1886(b)(3)(B)(viii)(VII) of the Act. Before 
we display this information, hospitals 
will be permitted to review their 
information as recorded in the QIO 
Clinical Warehouse. 

10. Proposed Reconsideration and 
Appeal Procedures for the FY 2011 
Payment Determination 

The general deadline for submitting a 
request for reconsideration in 
connection with the FY 2011 payment 
determination is November 1, 2010. As 
discussed more fully below, we are 
proposing that all hospitals submit a 
request for reconsideration and receive 
a decision on that request before they 
can file an appeal with the Provider 
Reimbursement Review Board (PRRB). 

For the FY 2011 payment 
determination, we are proposing to 
continue utilizing most of the same 
procedures that we utilized for the FY 
2010 requests for reconsideration. 
Under these proposed procedures, the 
hospital mustÐ 
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Submit to CMS, via QualityNet, a 
Reconsideration Request form (available 
on the QualityNet Web site) containing 
the following information: 
ÐHospital CMS Certification number 

(CCN). 
ÐHospital Name. 
ÐCMS-identified reason for failure (as 

provided in the CMS notification of 
failure letter to the hospital). 

ÐHospital basis for requesting 
reconsideration. This must identify 
the hospital's specific reason(s) for 
believing it met the RHQDAPU 
program requirements and should 
receive the full FY 2011 IPPS annual 
payment update. 

ÐCEO contact information, including 
name, e-mail address, telephone 
number, and mailing address (must 
include the physical address, not just 
the post office box). We no longer 
require that the hospital's CEO sign 
the RHQDAPU program 
reconsideration request. We have 
found that this requirement increases 
the burden for hospitals because it 
prevents them from electronically 
submitting the RHQDAPU program 
reconsideration request forms. In 
addition, to the extent that a hospital 
can submit a request for 
reconsideration on-line, the burden 
on our staff is reduced and, as a 
result, we can more quickly review 
the request. 

ÐQualityNet System Administrator 
contact information, including name, 
e-mail address, telephone number, 
and mailing address (must include the 
physical address, not just the post 
office box). 

ÐPaper medical record requirement for 
reconsideration requests involving 
validation. We are proposing that if a 
hospital asks us to reconsider an 
adverse RHQDAPU program payment 
decision made because the hospital 
failed the validation requirement, the 
hospital must submit paper copies of 
all the medical records that it 
submitted to the CDAC contractor 
each quarter for purposes of the 
validation. Hospitals must submit this 
documentation to a CMS contractor. 
The contractor will be a QIO support 
contractor, which has authority to 
review patient level information 
under 42 CFR part 480. We will post 
the address where hospitals can ship 
the paper charts on the QualityNet 
Web site after we issue the FY 2011 
IPPS/LTCH PPS final rule. Hospitals 
submitting a RHQDAPU program 
validation reconsideration request 
will have all mismatched data 
reviewed by CMS, and not their State 
QIO. (As discussed in section V.A.6.b. 

of this proposed rule, the State QIO is 
available to conduct a quarterly 
validation appeal if so requested by a 
hospital.) 
For the FY 2011 payment 

determination, the RHQDAPU program 
data that will be validated is 4th 
calendar quarter 2008 through 3rd 
quarter calendar year 2009 discharge 
data. Hospitals must provide a written 
justification for each appealed data 
element classified during the validation 
process as a mismatch. We will review 
the data elements that were labeled as 
mismatched, as well as the written 
justifications provided by the hospitals, 
and make a decision on the 
reconsideration request. As we 
mentioned above, we are proposing that 
all hospitals submit a reconsideration 
request to CMS and receive a decision 
on that request prior to submitting a 
PRRB appeal. We believe that the 
reconsideration process is less costly for 
both CMS and hospitals, and that this 
requirement will decrease the number of 
PRRB appeals by resolving issues earlier 
in the appeals process. 

Following receipt of a request for 
reconsideration, we willÐ 

· Provide an e-mail 
acknowledgement, using the contact 
information provided in the 
reconsideration request, to the CEO and 
the QualityNet Administrator that the 
request has been received. 

· Provide written notification to the 
hospital CEO, using the contact 
information provided in the 
reconsideration request, regarding our 
decision. We expect the process to take 
approximately 90 days from the 
reconsideration request due date of 
November 1, 2010. 

As we stated in the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43892), the scope of our review when a 
hospital requests reconsideration 
because it failed our validation 
requirements will be as follows: 

1. Hospital requests reconsideration 
for CDAC contractor-abstracted data 
elements classified as mismatches 
affecting validation scores. Hospitals 
must timely submit a copy of the entire 
requested medical record to the CDAC 
contractor during the quarterly 
validation process for the requested case 
to be eligible to be reconsidered on the 
basis of mismatched data elements. 

2. Hospital requests reconsideration 
for medical record copies submitted 
during the quarterly validation process 
and classified as invalid record 
selections. Invalid record selections are 
defined as medical records submitted by 
hospitals during the quarterly validation 
process that do not match the patient's 

episode of care information as 
determined by the CDAC contractor (in 
other words, the contractor determines 
that the hospital returned a medical 
record that is different from that which 
was requested). If the CDAC contractor 
determines that the hospital has 
submitted an invalid record selection 
case, it awards a zero validation score 
for the case because the hospital did not 
submit the entire copy of the medical 
record for that requested case. During 
the reconsideration process, our review 
of invalid record selections will initially 
be limited to determining whether the 
record submitted to the CDAC 
contractor was actually an entire copy of 
the requested medical record. If we 
determine during reconsideration that 
the hospital did submit the entire copy 
of the requested medical record, then 
we would abstract data elements from 
the medical record submitted by the 
hospital. 

3. Hospital requests reconsideration 
for medical records not submitted to the 
CDAC contractor within the 45 calendar 
day deadline. Our review will initially 
be limited to determining whether the 
CDAC contractor received the requested 
record within 45 calendar days, and 
whether the hospital received the initial 
medical record request and reminder 
notice. If we determine during 
reconsideration that the CDAC 
contractor did receive a paper copy of 
the requested medical record within 45 
calendar days, then we would abstract 
data elements from the medical record 
submitted by the hospital. If we 
determine that the hospital received two 
letters requesting medical records and 
still did not submit the requested 
records within the 45 day period, CMS 
will not accept these records as part of 
the reconsideration. CMS will not 
abstract data from charts not received 
timely by the CDAC contractor. 

In sum, we are initially limiting the 
scope of our reconsideration reviews 
involving validation to information 
already submitted by the hospital 
during the quarterly validation process, 
and we will not abstract medical records 
that were not submitted to the CDAC 
contractor during the quarterly 
validation process. We will expand the 
scope of our review only if we find 
during the initial review that the 
hospital correctly and timely submitted 
the requested medical records. In that 
case, then we would abstract data 
elements from the medical record 
submitted by the hospital as part of our 
review of its reconsideration request. 

If a hospital is dissatisfied with the 
result of a RHQDAPU program 
reconsideration decision, the hospital 
may file a claim under 42 CFR part 405, 
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Subpart R (a PRRB appeal). We are again 
soliciting public comments on the 
extent to which these proposed 
procedures will be less costly for 
hospitals, and whether they will lead to 
fewer PRRB appeals. 

11. Proposed RHQDAPU Program 
Withdrawal Deadlines 

We are proposing to accept 
RHQDAPU program withdrawal forms 
for the FY 2012 payment determination 
from hospitals until August 15, 2011. 
We are proposing this deadline so that 
we would have sufficient time to update 
the FY 2012 payment to hospitals 
starting on October 1, 2011. If a hospital 
withdraws from the program for the FY 
2012 payment determination, it will 
receive a 2.0 percentage point reduction 
in its FY 2012 annual payment update. 
We noted that once a hospital has 
submitted a Notice of Participation 
form, it is considered to be an active 
RHQDAPU program participant until 
such time as the hospital submits a 
withdrawal form to CMS. 

12. Electronic Health Records (EHRs) 

a. Background 

Starting with the FY 2006 IPPS final 
rule, we have encouraged hospitals to 
take steps toward the adoption of EHRs 
(also referred to in previous rulemaking 
documents as electronic medical 
records) that will allow for reporting of 
clinical quality data from the EHRs 
directly to a CMS data repository (70 FR 
47420 through 47421). We encouraged 
hospitals that are implementing, 
upgrading, or developing EHR systems 
to ensure that the technology obtained, 
upgraded, or developed conforms to 
standards adopted by HHS. We 
suggested that hospitals also take due 
care and diligence to ensure that the 
EHR systems accurately capture quality 
data and that, ideally, such systems 
provide point-of-care decision support 
that promotes optimal levels of clinical 
performance. 

We also continue to work with 
standard setting organizations and other 
entities to explore processes through 
which EHRs could speed the collection 
of data and minimize the resources 
necessary for quality reporting as we 
have done in the past. 

We note that we have initiated work 
directed toward enabling EHR 
submission of quality measures through 
EHR standards development and 
adoption. We have sponsored the 
creation of electronic specifications for 
quality measures that are currently 
proposed for the RHQDAPU program 
and measures under future 

consideration. We look to continue this 
activity in the future. 

b. EHR Testing of Quality Measures 
Submission 

As we have previously stated, we are 
interested in the reporting of quality 
measures using EHRs, and we continue 
to encourage hospitals to adopt and use 
EHRs that conform to the certification 
criteria as will be defined by the Office 
of the National Coordinator for Health 
Information Technology, HHS at 45 CFR 
part 170. We believe that the testing of 
EHR submission is an important and 
necessary step to establish the ability of 
EHRs to report clinical quality measures 
and the capacity of CMS to receive such 
data. 

The electronic specifications and 
interoperability standards for EHR- 
based collection and transmission of the 
data elements for the ED Throughput, 
Stroke, and Venous Thromboembolism 
(VTE) measures have been finalized by 
the Health Information Technology 
Standards Panel (HITSP) and are 
available for review and testing at http// 
www.HITSP.org . We anticipate testing 
the components required for the 
submission of clinical quality data 
extracted from EHRs for these measures, 
and are exploring different mechanisms 
and formats that will aid the submission 
process, as well as ensure that the 
summary measure results extracted from 
the EHRs are reliable. 

We anticipate moving forward with 
testing CMS' technical ability to accept 
data from EHRs for the ED, Stroke, and 
VTE measures as early as summer of 
2011. We anticipate building upon the 
work completed by the HITSP in both 
the Connectathon and Health 
Information Management Systems 
Society (HIMSS) Interoperability 
Showcase. This testing will encompass 
an `ènd to end '' view of data 
transmission. Pursuant to the Paperwork 
Reduction Act, we have previously 
published a Federal Register notice and 
information collection request for CMS± 
10296 (74 FR 44366) seeking public 
comments on the process we intended 
to follow to select EHR vendors/ 
hospitals for testing CMS ability to 
accept EHR-based data submissions. We 
will notify interested parties of changes 
in the process and timeline for testing 
via the Inpatient EHR testing Web site 
at: http://www.cms.hhs.gov/ 
HospitalQualityInits/ 
15_HospitalInpatientEHRTesting.asp. 

The test measures described above are 
not currently required under the 
RHQDAPU program. In addition, the 
posting of the electronic specifications 
for any particular measure should not be 
interpreted as a signal that we intend to 

select the measure for inclusion in the 
RHQDAPU program measure set. 

c. HITECH Act EHR Provisions 

The HITECH Act (Title IV of Division 
B of the ARRA, together with Title XIII 
of Division A of the ARRA) authorizes 
payment incentives under Medicare for 
the adoption and use of certified EHR 
technology beginning in FY 2011. 
Hospitals are eligible for these payment 
incentives if they meet requirements for 
meaningful use of certified EHR 
technology, which include reporting on 
quality measures using certified EHR 
technology. With respect to the 
selection of quality measures for this 
purpose, under section 1886(n)(3)(A)(ii) 
of the Act, as added by section 4102 of 
the HITECH Act, the Secretary shall 
select measures, including clinical 
quality measures, that hospitals must 
provide to CMS in order to be eligible 
for the EHR incentive payments. With 
respect to the clinical quality measures, 
section 1886(n)(3)(B)(i) of the Act 
requires the Secretary to give preference 
to those clinical quality measures that 
have been selected for the RHQDAPU 
program under section 
1886(b)(3)(B)(viii) of the Act or that 
have been endorsed by the entity with 
a contract with the Secretary under 
section 1890(a) of the Act. Any 
measures must be proposed for public 
comment prior to their selection, except 
in the case of measures previously 
selected for the RHQDAPU program 
under section 1886(b)(3)(B)(viii) of the 
Act. 

Thus, the RHQDAPU program and the 
HITECH Act have important areas of 
overlap and synergy with respect to the 
reporting of quality measures using 
EHRs. We believe the financial 
incentives under the HITECH Act for 
the adoption and meaningful use of 
certified EHR technology by hospitals 
will encourage the adoption and use of 
certified EHRs for the reporting of 
clinical quality measures under the 
RHQDAPU program. Further, these 
efforts to test the submission of quality 
data through EHRs may provide a 
foundation for establishing the capacity 
of hospitals to send, and for CMS to 
receive, quality measures via hospital 
EHRs for future RHQDAPU program 
measures. 

We again note that the provisions in 
this proposed rule do not implicate or 
implement any HITECH statutory 
provisions. Those provisions are the 
subject of separate rulemaking and 
public comment. 
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13. Qualification of Registries for 
RHQDAPU Data Submission 

In section V.A.3.c.(3) of this proposed 
rule, we proposed that hospitals would 
select at least one of four registry-based 
measure topics for which they will 
report data on proposed measures to a 
qualified registry beginning with 
January 1, 2011 discharges, and allow 
the registry to calculate and report 
measure data for the specified measures 
to CMS (via QualityNet) for RHQDAPU 
program purposes. The process and 
requirements that we are proposing to 
use to determine whether a registry is 
qualified to collect and submit quality 
measure data are described below. We 
will post on the RHQDAPU program 
section of the QualityNet Web site 
http://www.qualitynet.org no later than 
December 31, 2010 a list of qualified 
registries for the FY 2013 RHQDAPU 
payment determination, including the 
registry name, contact information, and 
the measure(s) for which the registry is 
qualified and will report for the FY 2013 
RHQDAPU payment determination. We 
have proposed measures for inclusion in 
each of the four registry-based topics, 
and a registry seeking to be qualified for 
a particular topic would have to agree 
to collect and report the measures 
included in the topic. The proposed 
measures support CMS and HHS 
priorities for improved quality and 
efficiency of care for Medicare 
beneficiaries (such as, prevention; 
chronic conditions; high cost and high 
volume conditions; elimination of 
health disparities; healthcare-associated 
infections and other conditions; and 
effective management of acute and 
chronic episodes of care). We note, 
however, that none of the registries that 
we qualify for this purpose will be 
acting as a CMS contractor or agent. In 
other words, hospitals will still be 
responsible for making sure that the 
data it submits to the qualified registry 
is successfully processed and 
transmitted by the registry to CMS. 

We are proposing to implement a self- 
nomination process for registries 
seeking to submit FY 2013 RHQDAPU 
program quality measures (including 
measure calculations, numerators, 
denominators, and exclusions) on behalf 
of hospitals beginning with January 1, 
2011 discharges. A registry would be 
able to self-nominate if it meets the 
following requirements: 

· The registry has been collecting 
data elements needed to calculate the 
particular measures that are being 
proposed for inclusion in the registry- 
based topic for which the registry is 
seeking qualification for at least 3 years 
prior to January 1, 2010. 

· As of January 1, 2010, the registry 
has been collecting such data from at 
least 750 hospitals. 

· The registry must have the 
capability to collect from hospitals all of 
the data elements which are included in 
the measure specifications and calculate 
the results for the specified measures. 
The measures are NQF-endorsed and 
will be listed in the Specifications 
Manual. 

· The registry must agree to report the 
hospital level measure data to CMS (via 
QualityNet). During the registry 
qualification process, CMS will inform 
the registries of the specified reporting 
format which will include: 

® The volume of eligible cases 
(reporting denominator); 

® The volume of numerator events for 
the quality measure (reporting 
numerator); 

® The number of cases excluded from 
the measure; 

® The measure results 
· The registry must agree to transmit 

quality measure data in a CMS- 
approved format. We expect that this 
CMS-specified record layout will be 
made available in late 2010; 

· The registry must be able to perform 
data quality validation checks on the 
data received from hospitals to 
determine if the data submitted by the 
hospitals are accurate and agree to 
submit an acceptable `v̀alidation 
strategy'' to CMS by December 15, 2011. 
A validation strategy ascertains whether 
hospitals have submitted data 
accurately to the registry. An acceptable 
validation strategy may include such 
provisions as the registry being able to 
verify the accuracy of hospital data 
through random sampling or through 
the hospital's adherence to a required 
sampling method; 

· The registry must agree to enter into 
and maintain with its participating 
hospitals an appropriate Business 
Associate agreement that complies with 
HIPAA. 

· The registry must obtain and keep 
on file signed documentation showing 
that each of its participating hospitals 
has authorized the registry to calculate 
and submit the quality measure 
hospital-level data specified by CMS to 
CMS. This documentation must be 
obtained at the time the hospital 
arranges to submit RHQDAPU program 
quality measure data to the registry; 

· The registry must agree to provide 
CMS with access (if requested) to review 
the data that the hospital submitted to 
it for purposes of the RHQDAPU 
program; 

· The registry must agree to indicate 
to CMS upon request whether a 

particular hospital has satisfied the 
registry's participation requirements; 

· The registry must agree to provide 
CMS with a signed, written attestation 
statement via mail or e-mail which 
states that the quality measure data that 
the registry has submitted to CMS on 
behalf of its participating hospitals is 
accurate and complete. 

· The registry must agree to provide 
at least 1 feedback report per year to 
participating hospitals; 

· The registry must agree to provide 
on-going technical assistance to its 
participating hospitals with respect to 
the hospitals' submission of RHQDAPU 
data; and 

· The registry must agree to 
participate in periodic RHQDAPU 
program support calls hosted by CMS. 

To apply to be a qualified registry for 
any of the four proposed registry-based 
topics, a registry must submit a self- 
nomination letter by October 15, 2010 to 
RHQDAPU_Registries@cms.hhs.gov 
containing the registry name, point of 
contact, the proposed registry-based 
measure topic for which qualification is 
being sought, and detailed information 
regarding how the registry satisfies the 
criteria listed above. 

B. Payment for Transfers of Cases From 
Medicare Participating Acute Care 
Hospitals to Nonparticipating Hospitals 
and CAHs (§ 412.4) 

1. Background 

Existing regulations at § 412.4(a) 
provide that an inpatient is considered 
discharged from a hospital paid under 
the IPPS when the patient is either 
formally released from the hospital or 
dies in the hospital. Under certain 
circumstances, a discharge is considered 
a transfer for purposes of payment 
under the IPPS. Section 412.4(b) defines 
acute care transfers, and § 412.4(c) 
identifies those discharges considered a 
postacute care transfer. In accordance 
with § 412.4(f), when a patient is 
transferred and his or her length of stay 
is less than the geometric mean length 
of stay for the MS±DRG to which the 
case is assigned, the transferring 
hospital is generally paid based on a 
graduated per diem rate for each day of 
the stay, not to exceed the full MS±DRG 
payment that would have been made if 
the patient had been discharged without 
being transferred. In the case of acute 
care transfers, the receiving hospital that 
ultimately discharges the transferred 
patient receives the full MS±DRG 
payment, regardless of whether the 
length of the patient's inpatient stay 
exceeds the geometric mean length of 
stay for the applicable MS±DRG. 
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