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discharges occurring on or after October 
1, 2009. In addition, we implemented 
this revised and rebased labor-related 
share in a budget neutral manner, but 
consistent with section 1886(d)(3)(E) of 
the Act, we did not take into account 
the additional payments that would be 
made as a result of hospitals with a 
wage index less than or equal to 1.0 
being paid using a labor-related share 
lower than the labor-related share of 
hospitals with a wage index greater than 
1.0. 

The labor-related share is used to 
determine the proportion of the national 
IPPS base payment rate to which the 
area wage index is applied. In this 
proposed rule, we are not proposing to 
make any further changes to the 
national average proportion of operating 
costs that are attributable to 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). 

Therefore, for FY 2012, we are 
proposing to continue to use a labor- 
related share of 68.8 percent for 
discharges occurring on or after October 
1, 2011. Tables 1A and 1B, which are 
published in section VI. of the 
Addendum to this proposed rule and 
available via the Internet, reflect this 
labor-related share. We note that section 
403 of Public Law 108±173 amended 
sections 1886(d)(3)(E) and 
1886(d)(9)(C)(iv) of the Act to provide 
that the Secretary must employ 62 
percent as the labor-related share unless 
this employment `ẁould result in lower 
payments to a hospital than would 
otherwise be made. '' Therefore, for all 
IPPS hospitals whose wage indices are 
less than 1.0000, we are proposing to 
apply the wage index to a labor-related 
share of 62 percent of the national 
standardized amount. For all IPPS 
hospitals whose wage indices are greater 
than 1.0000, we are proposing to apply 
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 national wage index 
for all Puerto Rico hospitals is less than 
1.0. In this proposed rule, 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, 2011. 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 percent, 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 Puerto Rico 
labor-related share of 62.1 percent for 
FY 2012 is reflected in Table 1C, which 
is published in section VI. of the 
Addendum to this proposed rule and 
available via the Internet. 

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

A. Hospital Inpatient Quality Reporting 
(IQR) Program 

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 measures various 
aspects 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 Hospital Inpatient 
Quality Reporting (IQR) Program 
(formerly referred to as 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 System (formerly referred to 
as the Physician Quality Reporting 
Program 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 incentive 
program that links payment to 
performance. 

In implementing the Hospital IQR 
Program and other quality reporting 
programs, we have focused on measures 
that have high impact and support CMS 
and HHS priorities for improved quality 
and efficiency of care for Medicare 
beneficiaries. Our goal for the future is 
to align the clinical quality measure 
requirements of the Hospital IQR 
Program with various other programs, 
including those authorized by the 
Health Information Technology for 
Economic and Clinical Health (HITECH) 
Act so that the burden for reporting will 
be reduced. 

We also are proposing to implement 
a Hospital Value-Based Purchasing 
(VBP) Program under section 1886(o) of 
the Act. On January 7, 2011, we issued 
a proposed rule to implement the 
Hospital VBP Program under section 
1886(o) of the Act (76 FR 2454 through 
2491) (the Hospital Inpatient VBP 
Program proposed rule). We are 
proposing additional policies for the 
Hospital VBP Program in section IV.B. 
of this proposed rule. In the Hospital 
Inpatient VBP Program proposed rule 
(76 FR 2454 through 2491), we proposed 
that hospitals would receive value- 
based incentive payments if they meet 
performance standards with respect to 
measures for a performance period for 
the fiscal year involved. The measures 
under the Hospital VBP Program must 
be selected from the measures specified 
under the Hospital IQR Program. The 
Hospital VBP Program will apply to 
payments for discharges occurring on or 
after October 1, 2012, in accordance 
with section 1886(o) of the Act. 

The Hospital IQR Program is 
intertwined with the Hospital VBP 
Program because the measures and 
reporting infrastructure for both 
programs will overlap. We view the 
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Hospital VBP Program as the next step 
in promoting higher quality care for 
Medicare beneficiaries by transforming 
Medicare into an active purchaser of 
quality health care for its beneficiaries. 
As we stated in the Hospital Inpatient 
VBP Program proposed rule (76 FR 
2455), in developing that proposed rule 
as well as other value-based payment 
initiatives, we applied the following 
principles for the development and use 
of measures and scoring methodologies: 

Purpose: 

· We view value-based purchasing as 
an important step to revamping how 
care and services are paid for, moving 
increasingly toward rewarding better 
value, outcomes, and innovations 
instead of merely volume. 

Use of Measures: 

· Public reporting and value-based 
payment systems should rely on a mix 
of standards, process, outcomes, and 
patient experience of care measures, 
including measures of care transitions 
and changes in patient functional status. 
Across all programs, we seek to move as 
quickly as possible to the use of 
primarily outcome and patient 
experience measures. To the extent 
practicable and appropriate, outcome 
and patient experience measures should 
be adjusted for risk or other appropriate 
patient population or provider 
characteristics. 

· To the extent possible and 
recognizing differences in payment 
system maturity and statutory 
authorities, measures should be aligned 
across public reporting and payment 
systems under Medicare and Medicaid. 
The measure sets should evolve so that 
they include a focused core set of 
measures appropriate to the specific 
provider category that reflects the level 
of care and the most important areas of 
service and measures for that provider. 

· The collection of information 
should minimize the burden on 
providers to the extent possible. As part 
of that effort, we will continuously seek 
to align our measures with the adoption 
of meaningful use standards for health 
information technology (HIT), so the 
collection of performance information is 
part of care delivery. 

· To the extent practicable, measures 
used by CMS should be nationally 
endorsed by a multi-stakeholder 
organization. Measures should be 
aligned with best practices among other 
payers and the needs of the end users 
of the measures. 

We invite public comment on these 
principles. 

b. Statutory History and History of 
Measures Adopted for the Hospital IQR 
Program 

We refer readers to the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule (74 FR 
43860) and the FY 2011 IPPS/LTCH PPS 
final rule (75 FR 50180) for detailed 
discussions of the history of the 
Hospital IQR Program, including the 
statutory history and the measures we 
have adopted for the Hospital IQR 
measure set through FY 2014. 

Section 1886(b)(3)(B)(viii)(V) of the 
Act requires that, effective for payments 
beginning with FY 2008, the Secretary 
to add 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. We 
are seeking comments on an option that 
would allow us from time to time to 
consider a range of consensus 
endorsement entities or bodies that can 
assist us with our measure development 
process. We believe that this approach 
would provide for a diverse 
endorsement process and the best body 
of evidence to support quality measures 
used in our quality programs. 

c. Maintenance of Technical 
Specifications for Quality Measures 

The technical specifications for the 
Hospital IQR 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. 

The technical specifications for the 
HCAHPS patient experience of care 
survey are contained in the current 
HCAHPS Quality Assurance Guidelines 
manual, which is available at the 
HCAHPS On-Line Web site, http:// 
www.hcahpsonline.org . We maintain the 
HCAHPS technical specifications by 
updating the HCAHPS Quality 
Assurance Guidelines manual annually, 

and include detailed instructions on 
survey implementation, data collection, 
data submission and other relevant 
topics. As necessary, HCAHPS Bulletins 
are issued to provide notice of changes 
and updates to technical specifications 
in HCAHPS data collection systems. 

d. Public Display of Quality Measures 

Section 1886(b)(3)(B)(viii)(VII) of the 
Act, as amended by section 3001(a)(2) of 
the Affordable Care Act, requires that 
the Secretary establish procedures for 
making information regarding measures 
submitted available to the public after 
ensuring that a hospital has the 
opportunity to review its data before 
they are made public. We are proposing 
to display information regarding the 
measures (such as names of measures 
for which data will be displayed in the 
future) on the Hospital Compare Web 
site under this provision, and invite 
public comment on this proposal. We 
will continue our current practice of 
reporting data from the Hospital IQR 
Program as soon as it is feasible on CMS 
Web sites such as the Hospital Compare 
Web site, http:// 
www.hospitalcompare.hhs.gov after a 
30-day preview period. 

The Hospital Compare Web site is an 
interactive Web tool that 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 Hospital IQR 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 
relevant to or easily 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 
information regarding measures 
submitted under the Hospital IQR 
Program available to the public 
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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 Hospital IQR Program 
Measures 

a. Considerations in Retiring Quality 
Measures From the Hospital IQR 
Program 

We generally retain measures from the 
previous year's Hospital IQR Program 
measure set for subsequent years' 
measure sets. We previously retired one 
`t̀opped out '' measure, PN±1: 
Oxygenation Assessment for 
Pneumonia, from the Hospital IQR 
Program on the basis of high unvarying 
performance among hospitals, because 
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 Hospital IQR Program because 
it no longer `r̀epresent[ed] the best 
clinical practice, '' as required under 
section 1886(b)(3)(B)(viii)(VI) of the Act. 
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, 
we believe that it is appropriate for CMS 
to take immediate action to remove a 
measure from the Hospital IQR Program 
and not wait for the annual rulemaking 
cycle. Therefore, we adopted the policy 
(74 FR 43864 and 43865) that we would 
promptly retire such a measure, confirm 
the retirement in the next IPPS 
rulemaking cycle, and notify hospitals 
and the public of the decision to 
promptly retire measures through the 
usual hospital and QIO communication 
channels used for the Hospital IQR 
Program. These channels include 
memos and e-mail notification and 
QualityNet Web site articles and 
postings. 

As we stated in the FY 2011 IPPS/ 
LTCH PPS final rule (75 FR 50185), 
among the criteria that we consider 
when determining whether to retire 
Hospital IQR Program measures are the 
following: (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) 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 or public reporting of a 
measure leads to negative unintended 
consequences other than patient harm. 
These criteria were suggested by 
commenters during rulemaking, and we 
agreed that these criteria should be 
among those considered in evaluating 
Hospital IQR Program measures for 
retirement. 

b. Proposed Retirement of Hospital IQR 
Program Measures for the FY 2014 
Payment Determination and Subsequent 
Years 

In order to reduce the reporting 
burden on hospitals, and in particular, 
the burden associated with reporting 
chart-abstracted measures, we have 
considered options to accommodate the 
expansion of the measure set through 
the retirement of additional Hospital 
IQR measures. Specifically, we have 
considered retiring one or more of the 
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 commenters recommended for 
retirement 11 Hospital IQR Program 
chart-abstracted measures. Seven of 
these 11 measures were recommended 
by commenters for retirement based on 
their performance being uniformly high 
nationwide, with little variability among 
hospitals (topped-out measures). Based 
on our own analysis, we concluded that 
these measures are topped out and for 
this reason, we proposed not to include 
them in the FY 2013 Hospital VBP 
Program measure set (76 FR 2460). 
These measures are listed below: 
· 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 INF±6 Appropriate Hair 

Removal 

The methodology we used to 
determine that these measures are 
topped out is detailed in the Hospital 
Inpatient VBP Program proposed rule 
(76 FR 2460). We are proposing to retire 

these topped out measures from the 
Hospital IQR measure set. In addition, 
we proposed to not include an eighth 
measure in the FY 2013 Hospital VBP 
Program measure set because we believe 
that inclusion of this measure would 
result in the unintended consequence of 
inappropriate antibiotic use (76 FR 
2462). This measure is PN±5c Timing of 
receipt of initial antibiotic following 
hospital arrival. We are also proposing 
to retire this measure from the Hospital 
IQR Program because of the potential for 
this negative unintended consequence. 

For these reasons, we are proposing to 
retire these eight measures from the 
Hospital IQR measure set for FY 2014 
and subsequent years, and that hospitals 
would no longer be required to submit 
data on these measures starting with 
January 1, 2012 discharges. We invite 
public comment on this proposal. 

3. Proposed Measures for the FY 2014 
and FY 2015 Hospital IQR Payment 
Determinations 

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

In general, we seek to adopt measures 
for the Hospital IQR Program that 
promote better, safer, more efficient 
care. Our measure development and 
selection activities for the Hospital IQR 
Program take into account national 
priorities, such as those established by 
the National Priorities Partnership, HHS 
Strategic Plan, the National Strategy for 
Quality Improvement in Healthcare, as 
well as other widely accepted criteria 
established in medical literature. (We 
refer readers to the following Web sites 
regarding these priorities: http:// 
www.nationalprioritiespartnership.org/ 
(National Priorities Partnership); http:// 
www.hhs.gov/secretary/about/priorities/ 
priorities.html (HHS Strategic Plan); and 
http://www.healthcare.gov/center/ 
reports/quality03212011a.html 
(National Strategy for Quality 
Improvement in Healthcare)). To the 
extent practicable, we have sought to 
adopt measures which have been 
endorsed by a national consensus 
organization, recommended by multi- 
stakeholder organizations, and 
developed with the input of providers, 
purchasers/payers and other 
stakeholders. Because measures for the 
Hospital VBP Program must be selected 
from the measures specified for the 
Hospital IQR Program, the measures to 
be selected for inclusion in the Hospital 
VBP Program also reflect these 
priorities. In addition, we believe it is 
important to expand the pool of 
measures to include measures that are 
directed toward improving patient 

VerDate Mar<15>2010 17:47 May 04, 2011 Jkt 223001 PO 00000 Frm 00106 Fmt 4701 Sfmt 4702 E:\FR\FM\05MYP2.SGM 05MYP2em
cd

on
al

d 
on

 D
S

K
2B

S
O

Y
B

1P
R

O
D

 w
ith

 P
R

O
P

O
S

A
LS

2



25893 Federal Register / Vol. 76, No. 87 / Thursday, May 5, 2011 / Proposed Rules 

6 OEI±06±09±00090, ̀ Àdverse Events in 
Hospitals: National Incidence Among Medicare 
Beneficiaries. '' Department of Health and Human 
Services, Office of Inspector General, November 
2010. 

7 2009 National Healthcare Quality Report, pp. 
107±122. `P̀atient Safety, '' Agency for Healthcare 
Research and Quality. 

safety. This goal is supported by at least 
two Federal reports documenting that 
tens of thousands of patients do not 
receive safe care in the nation's 
hospitals. 6 7 

Section 3001(a)(2) of the Affordable 
Care Act amended the Act by adding a 
new section 1886(b)(3)(B)(viii)(VIII) of 
the Act. This section states that, 
` [̀e]ffective for payments beginning with 
fiscal year 2013, with respect to quality 
measures for outcomes of care, the 
Secretary shall provide for such risk 
adjustment as the Secretary determines 
to be appropriate to maintain incentives 
for hospitals to treat patients with 
severe illnesses or conditions. '' Section 
3001(a)(2) of the Affordable Care Act 
also added new sections 
1886(b)(3)(B)(viii)(IX)(aa) and (bb) of the 
Act. These sections state that `*̀ * * 
effective for payments beginning with 
fiscal year 2013, each measure specified 
by the Secretary under this clause shall 
be endorsed by the entity with a 
contract under section 1890(a) [of the 
Act], '' and `[̀i]n the case of a specified 
area or medical topic determined 
appropriate by the Secretary for which 
a feasible and practical has not been 
endorsed by the entity with a contract 
under section 1890(a) [of the Act], the 
Secretary may specify a measure that is 
not so endorsed as long as due 
consideration is given to measures that 
have been endorsed or adopted by a 
consensus organization identified by the 
Secretary.'' In the FY 2011 IPPS/LTCH 
PPS final rule, we established that all of 
the measures adopted in that rule for the 
FY 2013 and FY 2014 payment 
determinations meet these standards (75 
FR 50200). 

We have previously acknowledged 
the data collection burden for hospitals 
participating in the Hospital IQR 
Program, and reiterated our desire to 
expand the Hospital IQR Program 
measure set while minimizing burden 
and seeking to provide alternative 
mechanisms for data submission (75 FR 
50189). We also stated that in future 
expansions and updates to the Hospital 
IQR 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 Hospital IQR 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 
databases; and, (f) weighing the 
relevance and utility of the measures 
compared to the burden on hospitals in 
submitting data under the Hospital IQR 
Program. 

Specifically, we give priority to 
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 Hospital IQR Program 
measure set. In addition, in selecting 
measures, we seek to address the six 
quality aims of effective, safe, timely, 
efficient, patient-centered, and equitable 
healthcare. Current and long term 
priority topics include: Prevention and 
population health; safety; chronic 
conditions; high cost and high volume 
conditions; elimination of health 
disparities; healthcare-associated 
infections (HAIs) and other adverse 
healthcare outcomes; improved care 
coordination; improved efficiency; 
improved patient and family experience 
of care; effective management of acute 
and chronic episodes of care; reduced 
unwarranted geographic variation in 
quality and efficiency; and adoption and 
use of interoperable HIT. 

Hospital IQR 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 measures and claims-based 
measures that we can calculate using 
other data sources. This approach 
supports our goal of expanding the 
measures for the Hospital IQR Program 
while minimizing the burden on 
hospitals and, in particular, without 
significantly increasing the chart 
abstraction burden. 

In addition to structural measures and 
claims-based measures, we previously 

noted that registries are potential 
alternative sources of hospital data for 
the Hospital IQR Program. (A registry is 
a collection of clinical data for purposes 
of assessing clinical performance, 
quality of care, and opportunities for 
quality improvement.) We envisioned 
that instead of requiring hospitals to 
submit the same data to CMS that many 
hospitals are already submitting to 
registries, we would collect the data 
directly from the registries. This could 
enable the expansion of the Hospital 
IQR Program measure set without 
increasing the burden of data collection 
for those hospitals participating in the 
registries. We have previously adopted 
structural measures of registry 
participation, and we continue to 
evaluate the feasibility of leveraging 
registry-based data collection 
mechanisms for the Hospital IQR 
Program. 

We also stated our intention to 
explore mechanisms for data 
submission using electronic health 
records (EHRs) (73 FR 48614; 74 FR 
43866, 43892; and 75 FR 50189). 
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 capturing, formatting, 
and transmitting the 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 Hospital IQR Program 
measure set with less cost and burden 
to hospitals. We believe that automatic 
collection and reporting of data through 
EHRs will greatly simplify and 
streamline reporting for various CMS 
quality reporting programs, and that at 
a future date, such as FY 2015, hospitals 
will be able to switch solely to EHR- 
based reporting of data that are 
currently manually chart-abstracted and 
submitted to CMS for the Hospital IQR 
Program. 

We reiterate our commitment to 
pursue our goals to expand and update 
quality measures under the Hospital 
IQR Program and also to minimize 
burden. We note that in addition to the 
input we described above, we take into 
consideration the measures adopted by 
the Hospital Quality Alliance (HQA) as 
well as an array of input from the 
public. The HQA is a national public- 
private collaboration that is committed 
to making meaningful, relevant, and 
easily understood information about 
hospital performance accessible to the 
public and to informing and 
encouraging efforts to improve quality. 
We appreciate HQA's integral efforts to 
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8 McKibben L, Horan T. Guidance on public 
reporting of healthcare-associated infections: 
Recommendations of the Healthcare Infection 
Control Practices Advisory Committee. AJIC 2005; 
33:217±26 

improve hospital quality of care and its 
support of our public quality reporting 
programs. 

In the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50191 through 502192), we 
finalized our proposal to adopt 
measures for the Hospital IQR Program 
for three consecutive payment 
determinations. The intent of this policy 
was to provide greater certainty for 
hospitals to plan to meet future 
reporting requirements and implement 
related quality improvement efforts. 
Aside from giving hospitals more 
advance notice in planning quality 
reporting, this 3-year approach also 
provides more time for us to prepare, 
organize and implement the 
infrastructure needed to collect data on 
the measures and make payment 
determinations. We indicated, however, 
that these preliminary measure sets 
could still be updated through the 
rulemaking process should we need to 
respond to agency and/or legislative 
changes. 

Finally, in section IV.A.5.a.(2) of the 
FY 2011 IPPS/LTCH PPS final rule (75 
FR 50219 through 50220), we adopted a 
proposal to make Hospital IQR Program 
payment determinations beginning with 
FY 2013 using one calendar year of data 
for chart-abstracted measures. We will 
use this approach, which synchronizes 
the quarters for which data on these 
measures must be submitted during 
each year with the quarters used to 
make payment determinations with 
respect to a fiscal year beginning with 
January 1, 2011 discharges. However, it 
will not affect our payment 
determinations until FY 2013. 

Section 1886(o)(2)(A) of the Act 
requires the Secretary to select 
measures, other than readmission 
measures, for the Hospital VBP Program 
from the measures specified under the 
Hospital IQR Program. Section 
1886(o)(2)(B)(i)(I) of the Act states that, 
for FY 2013, the selected measures must 
cover at least the following five 
specified conditions or procedures: 
Acute myocardial infarction (AMI), 
Heart failure (HF), Pneumonia (PN), 
Surgeries, as measured by the Surgical 
Care Improvement Project (SCIP), and 
Healthcare-associated infections (HAIs), 
as measured by the prevention metrics 
and targets established in the HHS 
Action Plan to Prevent Healthcare- 
Associated Infections (or any successor 
plan) of the Department of Health and 
Human Services. Section 
1886(o)(2)(B)(i)(II) of the Act provides 
that, for FY 2013, measures selected for 
the Hospital Inpatient Program must 
also be related to the Hospital Consumer 
Assessment of Healthcare Providers and 
Systems survey (HCAHPS). 

In selecting measures for the Hospital 
IQR Program, we are mindful of the 
conceptual framework of the Hospital 
VBP Program. We will focus on 
selecting measures that we believe will 
also meet the Hospital VBP Program 
measure inclusion criteria and advance 
the goals of the Hospital VBP Program 
by targeting hospitals' ability to improve 
patient care and patient outcomes. 

In addition, in order to support HHS 
priorities such as patient safety and 
reduction of HAIs and readmissions, 
and meet more of the widespread goals 
of the Affordable Care Act in terms of 
improving the quality of care provided 
to Medicare beneficiaries, we are 
proposing in this proposed rule to adopt 
measures for the FY 2014 and FY 2015 
Hospital IQR payment determinations. 
However, we note that the final measure 
sets to be used for these years' payment 
determinations could be changed via 
future rulemaking. This allows CMS the 
flexibility to accommodate changes in 
program needs and legislative changes. 
We invite public comment on these 
proposals. 

b. Proposed Hospital IQR Program 
Measures for the FY 2014 Hospital IQR 
Payment Determination 

(1) Proposed Retention of 52 Hospital 
IQR Program Measures Finalized in the 
FY 2011 IPPS/LTCH PPS Final Rule for 
the FY 2014 Payment Determination 

We previously finalized 60 measures 
for the FY 2014 Hospital IQR Program 
measure set. However, as we discussed 
above, we are proposing to retire 8 
measures from the FY 2014 measure set. 
We are proposing to retain the 
remaining 52 the 60 quality measures 
finalized in the FY 2011 IPPS/LTCH 
PPS final rule for the FY 2014 payment 
determination. We invite public 
comment on our proposal to retain 52 
quality measures for the FY 2014 
payment determination. 

(2) Proposed Additional Hospital IQR 
Program Measures for the FY 2014 
Payment Determination 

(A) Proposed CDC/NHSN-Based 
Healthcare-Associated Infection (HAI) 
Measures 

HAIs are among the leading causes of 
death in the U.S. The Centers for 
Disease Control (CDC) estimates that as 
many as 2 million infections are 
acquired each year in hospitals and 
result in approximately 90,000 deaths 
per year.8 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 with 
widely publicized interventions such as 
better hygiene and advanced 
scientifically tested techniques for 
surgical patients. Therefore, the public 
reporting of HAIs has been of great 
interest to many health care consumers 
and advocacy organizations because it 
promotes awareness and permits health 
care consumers to choose the hospitals 
with lower HAI rates, as well as gives 
hospitals an incentive to improve 
infection control efforts. To maximize 
the efficiency and improve the 
coordination of HAI prevention efforts 
across the Department, HHS established 
in 2008 a senior-level Steering 
Committee for the Prevention of 
Healthcare-Associated Infections. In 
2009, the Steering Committee, along 
with scientists and program officials 
across the government, developed the 
HHS Action Plan to Prevent Healthcare- 
Associated Infections, providing a 
roadmap for HAI prevention in acute 
care hospitals. In the first iteration of 
the Action Plan, the Steering Committee 
chose to focus on infections in acute 
care hospitals because the associated 
morbidity and mortality was most 
severe in that setting and the scientific 
information on prevention and the 
capacity to measure improvement was 
most complete. Thus, prevention of 
HAIs in acute care hospitals became the 
first phase of the Action Plan and it 
focuses on six high priority HAI-related 
areas. 

In addition, the Steering Committee 
included in the Action Plan five-year 
goals for nine specific measures of 
improvement tied to the six HAI 
prevention priority areas. Since the 
release of the first Action Plan in June 
2009, the Steering Committee has been 
developing a successor plan in 
collaboration with public and private 
partners which is expected to 
incorporate advances in science and 
technology and expand the scope to the 
outpatient environment. The successor 
plan is also expected to address the 
health and safety of healthcare 
personnel, as well as the risks of 
influenza transmission from healthcare 
personnel to patients. The second 
Action Plan is due for publication in 
2011. 

We also note that the House 
Committee on Appropriations asked in 
a 2009 Report that CMS include in its 
`p̀ay for reporting '' system two infection 
control measures developed by the 

VerDate Mar<15>2010 17:47 May 04, 2011 Jkt 223001 PO 00000 Frm 00108 Fmt 4701 Sfmt 4702 E:\FR\FM\05MYP2.SGM 05MYP2em
cd

on
al

d 
on

 D
S

K
2B

S
O

Y
B

1P
R

O
D

 w
ith

 P
R

O
P

O
S

A
LS

2



25895 Federal Register / Vol. 76, No. 87 / Thursday, May 5, 2011 / Proposed Rules 

9 The CDC captures HAI data based on the onset 
of an event, rather than based on the discharge date. 

10 O'Grady NP, Alexander M, Dellinger EP, 
Gerberding JL, Heard SO, Maki DG, et al., 
Guidelines for the prevention of intravascular 
catheter-related infections. MMWR 2002;51(No. 
RR±10:1±26). 

11 Klevens RM, Edward JR, et al., Estimating 
health care-associated infections and deaths in U.S. 
hospitals, 2002. Public Health Reports 
2007;122:160±166. 

12 Wong ES., Guideline for prevention of catheter- 
associated urinary tract infections. Infect Control 
1981;2:126±30. 

Hospital Quality Alliance (HQA)Ð 
Central line-associated bloodstream 
infections and a surgical site infection 
rate (H. Rep. No. 111±220, at 159 
(2009)). In the report, the Committee 
stated that ` ìf the measures are included 
in Hospital Compare, the public 
reporting of the data is likely to reduce 
HAI occurrence, an outcome 
demonstrated in previous research. '' 

In the FY 2011 IPPS/LTCH PPS final 
rule, we adopted the two HAI measures 
identified by the House Committee on 
Appropriations in its 2009 report: 
Central Line [catheter] Associated Blood 
Stream Infection (CLABSI) measure, and 
Surgical Site Infection (SSI) measure. 
The CLABSI measure is currently part of 
the FY 2013 Hospital IQR measure set, 
and data submission on the measure 
began with January 2011 events. 9 The 
Surgical Site Infection (SSI) measure is 
currently part of the FY 2014 Hospital 
IQR measure set, and data submission 
on the measure will begin with January 
2012 events. 

In this proposed rule, we are 
proposing to adopt two additional HAI 
measures for the FY 2014 Hospital IQR 
measure set. These proposed measures 
were developed by the CDC and are 
currently collected by the CDC via the 
NHSN. These measures are: (1) Central 
Line Bundle Compliance (NQF #0298) 
(referred to by the CDC and in this 
proposed rule as Central Line Insertion 
Practices, or CLIP); and (2) Catheter 
Associated Urinary Tract Infection 
(CAUTI) (NQF #138). Both measures are 
high priority HAI measures that are 
included among the prevention metrics 
established in the HHS Action Plan to 
Prevent HAIs which, as we noted above, 
underscores the importance of reducing 
HAIs. As detailed below, both measures 
also meet Hospital IQR Program 
statutory requirements for measure 
selection. Furthermore, both measures 
are currently collected by the NHSN, 
which is a secure, Internet-based 
surveillance system maintained and 
managed by the CDC, and can be 
utilized by all types of healthcare 
facilities in the U.S., 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 patient-level data on 
the measures mandated through their 
specific State legislation. Currently, 28 
States require hospitals to report HAIs 
using NHSN, and CDC provides support 
to more than 4,000 hospitals that are 
using NHSN. NHSN data collection 
occurs via a Web-based tool hosted by 
CDC provided free of charge to 
providers. In addition, data submission 
for HAI measures through EHRs may be 
possible in the near future. 

(i) Central Line Insertion Practice 
Adherence Percentage (CLIP) 

Central line associated blood stream 
infections (CLABSIs) can be prevented 
through proper management of the 
central line. The CDC's Healthcare 
Infection Control Practices Advisory 
Committee (CDC/HICPAC) Guidelines 
for the Prevention of Intravascular 
Catheter-Related Infections 
recommends evidence-based central 
line insertion practices known to reduce 
the risk of subsequent central line- 
associated bloodstream infection. 10 
These include hand-washing by 
inserters, use of maximal sterile barriers 
during insertion, proper use of a skin 
antiseptic prior to insertion, and 
allowing that skin antiseptic to dry 
before catheter insertion. Despite the 
scientific evidence supporting these 
practices, several reports suggest that 
adherence to these practices remains 
low in United States hospitals. The 
proposed CLIP process measure is a 
companion measure to the previously 
adopted CLABSI measure, and it 
assesses the extent to which a facility 
employs practices consistent with CDC/ 
HICPAC recommendations that are 
known to reduce CLABSI. There are 2 
States that currently require facilities to 
report to NHSN at least one month of 
CLIP data. 

The CLIP measure is used in State 
reporting initiatives and is an NQF- 
endorsed measure (NQF #298) that is 
operationalized for collection via the 
NHSN. Therefore, the measure meets 
the selection criteria under section 
1886(b)(3)(B)(viii)(IX)(aa) of the Act. 
This CLIP prevention metric is also 
listed in the HHS Action Plan to Prevent 
HAIs and, as we detailed above, has 
been widely identified as a high priority 
for public reporting. 

(ii) Catheter Associated Urinary Tract 
Infection (CAUTI) 

The urinary tract is the most common 
site of HAI, accounting for more than 30 
percent of infections reported by acute 
care hospitals. 11 Healthcare-associated 
urinary tract infections (UTIs) are 
commonly attributed to catheterization 
of the urinary tract. CAUTI can lead to 
such complications as cystitis, 
pyelonephritis, gram-negative 
bacteremia, prostatitis, epididymitis, 
and orchitis in males and, less 
commonly, endocarditis, vertebral 
osteomyelitis, septic arthritis, 
endophthalmitis, and meningitis in all 
patients. Complications associated with 
CAUTI cause discomfort to the patient, 
prolonged hospital stay, and increased 
cost and mortality. Each year, more than 
13,000 deaths are associated with 
UTIs.12 Prevention of CAUTIs is 
discussed in the CDC/HICPAC 
document, Guideline for Prevention of 
Catheter-associated Urinary Tract 
Infections. The NQF-endorsed CAUTI 
measure we are proposing is currently 
collected by the NHSN as part of State- 
mandated reporting and surveillance 
requirements for hospitals. There are 3 
States that require facilities to report to 
NHSN at least one month of CAUTI 
data. 

Section 1886(b)(3)(B)(viii)(IX)(aa) of 
the Act requires that effective for 
payments beginning with FY 2013, each 
measure specified by the Secretary for 
inclusion in the Hospital IQR Program 
be endorsed by the entity with a 
contract under section 1890(a) of the 
Act, unless the exception set forth in 
section 1886(b)(3)(B)(viii)(IX)(bb) of the 
Act applies. The NQF currently holds 
the contract under section 1890(a) of the 
Act, and the NQF has endorsed this 
CAUTI measure (NQF #138). For this 
reason, we believe that this measure 
satisfies the endorsement requirement 
applicable to the Hospital IQR Program. 
This proposed measure is currently risk 
stratified,and therefore is consistent 
with section 1886(b)(3)(B)(viii)(VIII) of 
the Act. Risk stratification means that it 
is calculated using different categories 
of patients with varying risk of 
developing an infection. At the time of 
this proposed rule, this CAUTI measure 
(NQF #138) is undergoing measure 
maintenance review by the NQF and we 
note that the review may result in 
changes to the specifications. We invite 
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public comment on our proposal to 
adopt these two HAI measures into the 
Hospital IQR Program for the FY 2014 
payment determination. We are 
proposing that hospitals would begin 
submitting data on these measures 
beginning with events that occur on or 
after January 1, 2012. We are also 
proposing that hospitals use the NHSN 
infrastructure and protocols, as well as 
the specifications (available at http:// 
www.cdc.gov/nhsn/PDFs/HSPmanual/ 
HPS_Manual.pdf ) to report the 
measures for Hospital IQR Program 
purposes. The proposed reporting 
mechanism for these HAI measures is 
discussed in greater detail in section 
IV.A.5.i. of this proposed rule. 

(B) Proposed New Claims-Based 
Measure 

We are proposing to add the following 
new claim-based measure to the 
Hospital IQR Program measure set for 
the FY 2014 payment determination: 
Medicare Spending per Beneficiary. The 
details of this measure are discussed 
below. 

(i) Medicare Spending per Beneficiary 
Measure 

Healthcare costs consume an ever- 
increasing amount of our Nation's 
resources, straining family, business, 
and government budgets. Healthcare 
costs take up a growing share of Federal 
and State budgets and imperil the 
governments' long-term fiscal outlooks. 
In the U.S., the sources of inefficiency 
that are leading to rising healthcare 
costs include payment systems that 
reward medical inputs rather than 
outcomes. Medicare is transforming 
from a system that rewards volume of 
service to one that rewards efficient, 
effective care and reduces delivery 
system fragmentation. 

In order to further this transformation 
and help address the critical issue of 
health care costs, we are proposing to 
add a measure of Medicare spending per 
beneficiary to the Hospital IQR Program 
measure set for the FY 2014 payment 
determination. This proposed Medicare 
spending per beneficiary measure 
addressing the cost of care is a type of 
measure that is not currently included 
in the Hospital IQR Program. We are not 
aware that the NQF or any other 
consensus organizations under section 
1886(b)(3)(B)(viii)(IX) of the Act have 
currently endorsed any Medicare 
spending per beneficiary measures. We 
will give due consideration under 
section 1886(b)(3)(B)(viii)(IX)(bb) of the 
Act to any Medicare spending per 
beneficiary measures that become 
endorsed in the future. It is important 
that the cost of care be explicitly 

measured so that, in conjunction with 
other measures that we have adopted 
and are proposing to adopt for the 
Hospital IQR Program, we can recognize 
hospitals that are involved in the 
provision of high quality care at lower 
cost. 

We are proposing that this Medicare 
spending per beneficiary measure 
would be calculated using claims data 
for hospital discharges occurring 
between May 15, 2012 and February 14, 
2013. Therefore, the addition of this 
proposed measure would not increase 
the data submission burden on 
hospitals. We outline below the 
methodology that we are proposing to 
use to calculate the measure, if 
finalized. 

· The Medicare Spending per 
Beneficiary Episode 

In order to calculate the Medicare 
spending per beneficiary for each 
hospital, we believed that it would be 
necessary to determine: (1) The 
timeframe, or length of the `s̀pending 
per beneficiary episode '' during which 
Medicare payments would be 
aggregated; (2) the types of Medicare 
payments to be aggregated over this 
timeframe; and (3) how to adjust or 
standardize these payments across 
hospitals (for example, risk adjustment). 

· Length of the Medicare Spending per 
Beneficiary Episode 

We are proposing an episode that runs 
from three days prior to an inpatient 
PPS hospital admission (the index 
admission) through 90 days post 
hospital discharge. We are proposing to 
include the time period 90 days post 
hospital discharge in order to emphasize 
the importance of care transitions and 
care coordination in improving patient 
care. We believe inclusion of this time 
period surrounding the hospital 
admission would reinforce the need to 
reduce adverse outcomes, including 
readmissions. Encouraging delivery of 
coordinated care in an efficient manner 
is an important goal which can best be 
achieved through inclusion of Medicare 
payments made outside the timeframe 
of the hospital inpatient stay. 

We recognize that some outcome 
measures are based on an episode that 
runs 30 days post discharge. We 
considered proposing 30 days as the 
post discharge time period for the 
episode. However, we believe this 
shorter time period does not place 
sufficient emphasis on longer term care 
transitions and care coordination. 
Nevertheless, while we are proposing a 
90 day post discharge period, we seek 
public comment on an alternative 30 
day time period for the initial 

implementation of this measure that 
would be more consistent with the 30 
day time period currently in use for 
some outcome measures. 

· Medicare Payments Included in the 
Spending per Beneficiary Episode 

In order to calculate the Medicare 
spending per beneficiary, it is necessary 
to define the Medicare payments 
included in the spending per 
beneficiary episode. Subject to the 
adjustments described below, we are 
proposing to include all Medicare Part 
A and Part B payments made for 
services provided to the beneficiary 
during the episode, including payments 
made by beneficiaries that we can 
determine using our claims data, such 
as Part B deductibles and coinsurance 
amounts. As with the 90 day post 
discharge period, we believe that this 
comprehensive inclusion of Medicare 
Part A and Part B spending emphasizes 
the importance of care coordination in 
improving patient care. Encouraging 
delivery of coordinated care in an 
efficient manner over an extended time 
period is an important goal which can 
best be achieved through the inclusion 
of comprehensive Medicare Part A and 
Part B spending. 

We also are proposing that transfers, 
readmissions, and additional 
admissions that began during the 90-day 
post discharge window of an index 
admission would be included in the 
episode used for calculating the 
measure. 

We are proposing to exclude from the 
Medicare spending per beneficiary 
calculation episodes where at any time 
during the episode the beneficiary is not 
enrolled in both Medicare Part A and 
Medicare Part B, including if the 
beneficiary is enrolled in a Medicare 
Advantage plan at any time during the 
episode or becomes deceased. We also 
are proposing to exclude any episodes 
where the beneficiary is covered by the 
Railroad Retirement Board. We also 
propose to exclude any episodes where 
Medicare is a secondary payer. The 
rationale for exclusion of these episodes 
from the calculation of the Medicare 
spending per beneficiary is that we do 
not have full payment data to identify 
and standardize spending which would 
otherwise be attributable to these 
episodes. 

· Adjusting the Medicare Payments 
Included in the Spending per 
Beneficiary Episode 

Section 1886(o)(2)(B)(ii) of the Act 
requires that a Medicare spending per 
beneficiary measure adopted for the 
Hospital VBP Program be `àdjusted for 
factors such as age, sex, race, severity of 
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illness, and other factors that the 
Secretary determines appropriate. '' 
Consistent with these statutory 
requirements, we are proposing to 
adjust the proposed Medicare spending 
per beneficiary measure for age and 
severity of illness. We are proposing to 
adjust for severity of illness based on 
the hierarchical condition categories 
(HCCs) for the period 90 days prior to 
the episode and based on the MS±DRG 
during the index admission. Adding the 
MS±DRG to the use of the HCC 
improves the severity of illness 
adjustment and better standardizes the 
data, allowing for more valid 
comparisons of Medicare spending per 
beneficiary amounts across hospitals. 
Note that we would exclude episodes 
where the beneficiary is not enrolled in 
both Medicare Part A and Medicare Part 
B, for the 90 days prior to the episode 
because we would not be able to capture 
all the data necessary for the severity of 
illness adjustment. 

We are not proposing to adjust the 
Medicare spending per beneficiary for 
sex and race, consistent with our 
understanding of NQF's position 
strongly discouraging adjusting 
measures based on these factors. 

In addition, we are proposing to 
exclude geographic payment rate 
differences (for example, based on the 
wage index and geographic practice cost 
index) in order to standardize the 
spending per beneficiary. Note, we are 
not proposing to adjust for geographic 
differences in spending that are 
unrelated to geographic payment rate 
differences. However, we seek comment 
on whether there are geographic factors 
other than payment rate differences that 
should be considered in the spending 
per beneficiary measure. We also 
propose to standardize spending by 
excluding the portion of IPPS payments 
resulting from the payment differentials 
caused by Hospital-Specific Rates, IME, 
and DSH. Note that we are not 
proposing to exclude spending for 
hospitals that are paid Hospital-Specific 
Rates, rather we are proposing to 
exclude the differential additional 
spending that results from the use of the 
Hospital-Specific Rates. Again, making 
these adjustments allows for more valid 
comparisons of Medicare spending per 
beneficiary amounts across hospitals. 
For example, without adjusting for 
geographic payment rate differences, a 
hospital might have higher or lower 
spending per beneficiary amounts 
compared to other hospitals based on its 
wage index and not its performance. 

· Calculating a Hospital's Medicare 
Spending per Beneficiary Amount 

For each subsection (d) hospital 
participating in the Hospital IQR 
Program, we are proposing to add 
together all the adjusted Medicare Part 
A and Part B payments, as defined 
above, included in all the Medicare 
spending per beneficiary episodes, as 
defined above, for that hospital. We 
would then divide this sum by the total 
number of Medicare Spending per 
Beneficiary episodes for that hospital. 
The resulting amount would constitute 
the hospital's Medicare spending per 
beneficiary amount for the period. The 
discharge period that we are proposing 
to apply the proposed measure for the 
FY 2014 Hospital IQR Program is May 
15, 2012 through February 14, 2013. 

· Calculating a Hospital's Medicare 
Spending per Beneficiary Ratio 

We are proposing to calculate a 
hospital's Medicare spending per 
beneficiary ratio as the hospital's 
Medicare spending per beneficiary 
amount divided by the median 
Medicare spending per beneficiary 
amount across all hospitals. 

As noted above, we are also proposing 
to adopt this proposed measure for the 
Hospital VBP Program FY 2014 measure 
set. The proposed method for scoring 
and incorporating this Medicare 
spending per beneficiary ratio into the 
hospital's total performance score for 
the Hospital VBP Program is fully 
described in section IV.B.3.b.(3)(C) of 
this proposed rule. 

(C) Proposed New Web-Based Structural 
Measure 

Structural measures assess the 
characteristics and capacity of the 
provider to deliver quality health care. 
In the FY 2009 IPPS final rule, we 
finalized the `P̀articipation in a 
Systematic Database for Cardiac 
Surgery'' measure (73 FR 48609) for the 
FY 2010 payment determination. This 
measure does not require the hospital to 
actually participate in a cardiac surgery 
registry, instead, it only requires the 
hospital to report whether or not it 
participates in a cardiac surgery registry. 
In the FY 2010 IPPS/RY 2010 LTCH PPS 
final rule (74 FR 43871 and 43872), we 
adopted two more structural measures: 
Participation in a Systematic Clinical 
Database Registry for Stroke Care; and 
Participation in a Systematic Clinical 
Database Registry for Nursing Sensitive 
Care under the Hospital IQR Program for 
the FY 2011 payment determination. 
Based on public comments, we collect 
these structural measures once 
annually. 

We are now proposing to include a 
new structural measure, Participation in 
a Systematic Clinical Database Registry 
for General Surgery, in the Hospital IQR 
Program beginning with the FY 2014 
payment determination. The 
Participation in a Systematic Clinical 
Database Registry for General Surgery 
measure would require each hospital 
that participates in Hospital IQR 
Program to indicate whether it is 
participating in a Systematic Clinical 
Database Registry for General Surgery 
and, if so, to identify the registry. This 
measure, like two of the previously 
adopted structural measures on registry 
participation (Participation in a 
Systematic Clinical Database Registry 
for Stroke Care; and Participation in a 
Systematic Clinical Database Registry 
for Nursing Sensitive Care), is an 
application of an NQF-endorsed 
measure (NQF #0493) `P̀articipation by 
a physician or other clinician in a 
systematic clinical database registry that 
includes consensus endorsed quality 
measures'' to the inpatient facility. 

We recognize that the NQF has 
endorsed this measure for the 
physician/clinician setting, but believe 
that this measure is highly relevant to 
the hospital setting, in that participation 
in a systematic clinical database registry 
for various topics is quite common in 
hospitals. Therefore, we previously 
adopted the Stroke and Nursing 
Sensitive Care registry participation 
measures as applications of the measure 
appropriate to the hospital inpatient 
setting. We reviewed the NQF's 
consensus endorsed measures, as well 
as measures endorsed or adopted by 
another consensus organization, and 
were unable to identify any other 
measures specifically for participation 
in a systematic clinical database registry 
for general surgery that have been 
endorsed for the hospital inpatient 
setting. Having given due consideration 
to other measures that have been 
endorsed or adopted by a consensus 
entity, we are proposing to adopt an 
application of this non-NQF endorsed 
measure under the Secretary's authority 
to select non-NQF endorsed measures 
where such measures do not exist for a 
specified topic or medical topic. We are 
proposing to adopt the measure under 
the exception authority provided in 
section 1886 (b)(3)(B)(IX)(bb) of the Act. 
Additionally, we believe that, for the 
same reasons, the previously adopted 
structural measures for Stroke and 
Nursing Sensitive Care registries also 
meet the requirements under this 
authority and propose to continue 
collecting them on that basis. 

We are proposing that annual data 
submission for this proposed structural 
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measure via a Web-based collection tool 
would begin in July 2012 with respect 
to the time period January 1, 2012, 
through June 30, 2012. We believe that 
participation in a registry provides 
hospitals with valuable ongoing quality 
improvement information and 
demonstrates a commitment to improve. 
Many registries also collect outcome 
data and provide feedback to hospitals 

about their performance. We invite 
public comment on this proposal to 
include this structural measure for the 
FY 2014 payment determination. 

In summary, we are proposing to 
retire 8 measures from the measure set 
for the FY 2014 payment determination 
that was finalized in the FY 2011 IPPS/ 
LTCH PPS final rule, and we are 
proposing to add 4 measures to the 

measure set for the FY 2014 payment 
determination: 2 HAI measures 
collected through the NHSN, 1 claims- 
based measure (Medicare Spending Per 
Beneficiary), and 1 structural measure, 
for a total of 56 measures for the FY 
2014 Hospital IQR payment 
determination. These 56 measures are 
listed below. 
BILLING CODE 4120±01±P 
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13 Catherine Liu, Arnold Bayer, et al., Clinical 
practice Guidelines by the for the treatment of 
Methicillin-Resistant Staphylococcus Aureus 
Infections in Adult and Children. Infectious Disease 
Society of America 2011; 52:e18. 

BILLING CODE 4120±01±C 

c. Proposed Hospital IQR Program 
Quality Measures for the FY 2015 
Payment Determination 

(1) Proposed Retention of FY 2014 
Payment Determination Measures for 
the FY 2015 Payment Determination 

We generally retain the Hospital IQR 
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 2014 
payment determination, if finalized, for 
the FY 2015 payment determination. We 
invite public comment on this proposal. 

(2) Proposed New Hospital IQR Program 
Measures for the FY 2015 Payment 
Determination 

(A) Proposed New CDC/NHSN-Based 
Healthcare-Associated Infection (HAI) 
Measures for the 2015 Payment 
Determination 

For the FY 2015 payment 
determination, we are proposing to 
adopt three additional HAI measures 
that are currently collected by CDC via 
the NHSN. These measures are: (1) 
Methicillin-resistant Staphylococcus 
Aureus (MRSA) Bacteremia measure; (2) 
C. Difficile SIR; and (3) Healthcare 
Personnel (HCP) Influenza Vaccination 
and the specifications for these 3 
measures are available at http:// 

www.cdc.gov/nhsn/PDFs/HSPmanual/ 
HPS_Manual.pdf. Like the CLIP and the 
CAUTI measures that we are proposing 
for the FY 2014 payment determination, 
all three proposed HAI measures are 
high priority HAI measures listed in the 
HHS Action Plan to Prevent HAIs and 
were listed in previous rulemaking as 
possible quality measures for future 
payment determinations. 

Our review indicated that there are no 
measures for MRSA or C. Difficile SIR 
that have been endorsed by the NQF or 
another consensus entity for the 
hospital inpatient setting. Therefore, we 
are proposing to adopt this non-NQF- 
endorsed measure under the Secretary's 
authority to select non-NQF endorsed 
measures where such measures do not 
exist for a specified topic or medical 
topic. We are proposing to adopt these 
two CDC-developed measures (MRSA 
and C. Difficile SIR) under the exception 
authority provided in section 1886 
(b)(3)(B)(IX)(bb) of the Act. 

The HCP Influenza Vaccination 
measure is NQF-endorsed (NQF #0431) 
for the hospital setting. Therefore, this 
measure meets the requirement for 
measure selection under section 
1886(b)(3)(B)(viii)(IX)(aa) of the Act. 

(1) Methicillin-Resistant Staphylococcus 
Aureus (MRSA) Bacteremia Measure 

There are different types of 
staphylococcus aureus bacteria, 
commonly called `s̀taph.'' Staph bacteria 
are normally found on the skin or in the 
nose. The bacteria are generally 
harmless unless they enter the body 
through a cut or other wound, and even 
then they usually cause only minor skin 
problems in healthy people. MRSA 
infection is caused by a strain of staph 
bacteria that has become resistant to the 
antibiotics commonly used to treat 
ordinary staph infections. Older adults 
with weakened immune systems and 
patients in hospital or nursing home 
settings are most vulnerable to MRSA 
infections. Health care-associated MRSA 
infections typically are associated with 
invasive procedures or devices, such as 
surgeries, intravenous tubing, urinary 
catheters, or artificial joints. MRSA 
infections account for about 60 percent 
of skin infections seen in United States 
emergency departments and invasive 
MRSA infections may cause about 
18,000 deaths during a hospital stay a 
year.13 Currently, there are 6 States that 
require facilities to report MRSA 
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14 Maltezou HC, Drancourt M., Nosocomial 
influenza in children. Journal of Hospital Infection 
2003; 55:83±91. 

15 Hurley JC, Flockhart S., An influenza outbreak 
in a regional residential facility. Journal of Infection 
Prevention 2010; 11:58±61. 

16 Salgado CD, Farr BM, Hall KK, Hayden FG., 
Influenza in the acute hospital setting. The Lancet 
Infectious Diseases 2002; 2:145±155. 

17 Wilde JA, McMillan JA, Serwint J, Butta J, 
O'Riordan MA, Steinhoff MC., Effectiveness of 
influenza vaccine in health care professionals: a 
randomized trial. The Journal of the American 
Medical Association 1999; 281:908±913. 

18 Salgado CD, Giannetta ET, Hayden FG, Farr 
BM., Preventing influenza by improving the vaccine 
acceptance rate of clinicians. Infection Control and 
Hospital Epidemiology 2004; 25: 923±928. 

19 Potter J, Stott DJ, Roberts MA, et al., Influenza 
vaccination of health-care workers in long-term-care 
hospitals reduces the mortality of elderly patients. 
Journal of Infectious Diseases 1997; 175:1±6. 

20 Hayward AC, Harling R, Wetten S, et al., 
Effectiveness of an influenza vaccine programme for 
care home staff to prevent death, morbidity, and 
health service use among residents: cluster 
randomised controlled trial. British Medical Journal 
2006; 333:1241±1246. 

21 Talbot TR, Bradley SF, Cosgrove SE, et al., 
SHEA position paper: Influenza vaccination of 
healthcare workers and vaccine allocation for 
healthcare workers during vaccine shortages. 
Infection Control and Hospital Epidemiology 2005; 
26:882±890. 

22 American College of Physicians (ACP), ACP 
policy on influenza vaccination of health care 
workers. http://www.acponline.org/running
_practice/quality _improvement/projects/adult _
immunization/flu _hcw.pdf. 

23 Greene LR, Cain TA, Dolan SA et al., APIC 
position paper: influenza immunization of 
healthcare personnel. Association of Professionals 
in Infection Control (APIC). November 2008. http:// 
www.apic.org/Content/NavigationMenu/
PracticeGuidance/Topics/Influenza/APIC _Position _
Paper_Influenza _11_7_08final _revised.pdf 

24 National Patient Safety Foundation (NPSF), 
Mandatory flu vaccinations for healthcare workers. 
Press Release, November 18, 2009. http:// 
www.npsf.org/pr/pressrel/2009-11-18.php. 

25 Infectious Diseases Society of America (IDSA), 
IDSA policy on mandatory immunization of health 
care workers against seasonal and 2009 H1N1 
influenza. Infectious Diseases Society of America 
(IDSA). September 30, 2009. http:// 
www.idsociety.org/HCWimmunization/ . 

26 Walker FJ, Singleton JA, Lu P, Wooten KG, 
Strikas RA., Influenza vaccination of healthcare 
workers in the United States, 1989±2002. Infection 
Control and Hospital Epidemiology 2006; 27:257± 
265. 

information to NHSN. As stated above, 
we were unable to identify any other 
measures specifically for MRSA that 
have been endorsed by the NQF for the 
hospital inpatient setting. We found no 
other measures that have been endorsed 
or adopted by a consensus entity. 
Therefore, we are proposing to adopt 
this non-NQF-endorsed and CDC- 
developed measure under the 
Secretary's authority to select non-NQF 
endorsed measures where such 
measures do not exist for a specified 
topic or medical topic, under the 
exception authority provided in section 
1886 (b)(3)(B)(IX)(bb) of the Act. The 
proposed reporting mechanism for the 
MRSA measure is discussed in greater 
detail in section IV.A.5.i. of this 
proposed rule. We invite public 
comment on this proposed HAI 
measure. 

(2) C. Difficile SIR Measure 

Clostridium Difficile (C. difficile ) is a 
bacterium that can cause symptoms 
ranging from diarrhea, pseudo- 
membranous colitis, and toxic 
megacolon to life-threatening sepsis and 
even death. Illness from C. Difficile most 
commonly affects older adults in 
hospitals or in long term care facilities 
where germs spread easily, antibiotic 
use is common and people are 
especially vulnerable to infection. 
Illness from C. Difficile typically occurs 
after use of antibiotic medications. C. 
Difficile spreads mainly on hands from 
person to person, but also on commonly 
touched services such as cart handles, 
bedrails, bedside tables, toilets, sinks, 
stethoscopes, thermometers, and 
telephones. In recent years, C. Difficile 
infections have become more frequent, 
more severe and more difficult to treat. 
Each year, tens of thousands of people 
in the United States get sick from C. 
Difficile, including some otherwise 
healthy people who are not hospitalized 
or taking antibiotics. Healthcare 
providers have become more aware of 
the C. Difficile infection and therefore, 
more testing is being done for 
symptomatic patients. The C. Difficile 
pathogens may require specialized 
monitoring to evaluate if intensified 
infection control efforts are required to 
reduce the occurrence of these 
organisms and related infections. 
Currently, there are 3 States that require 
facilities to report C. Difficile data to 
NHSN. Our goal for this proposed C. 
Difficile SIR measure is to provide a 
common mechanism (CDC/NHSN) for 
all hospitals including hospitals 
participating in the Hospital IQR 
Program to report and analyze these 
data that will inform infection control 
staff of the impact of targeted prevention 

efforts. The NHSN is listed in the HHS 
Action Plan to Prevent HAIs as the data 
source for HAI measures. As stated 
above, we were unable to identify any 
other measures specifically for C. 
Difficile SIR that have been endorsed by 
the NQF for the hospital inpatient 
setting. We found no other measures 
that have been endorsed or adopted by 
a consensus entity. Therefore, we are 
proposing to adopt this non-NQF- 
endorsed and CDC-developed measure 
under the Secretary's authority to select 
non-NQF endorsed measures where 
such measures do not exist for a 
specified topic or medical topic, under 
the exception authority provided in 
section 1886 (b)(3)(B)(IX)(bb) of the Act. 
We have chosen to leverage existing 
NHSN reporting system to collect HAI 
measures since we have already 
established a mechanism for reporting 
to the NHSN. 

The proposed reporting mechanism 
for these proposed HAI measures is 
discussed in greater detail in section 
IV.A.5.i. of this proposed rule. We invite 
public comment on these proposed HAI 
measures. 

(3) Healthcare Personnel (HCP) 
Influenza Vaccination (NQF # 0431) 

For the FY 2015 payment 
determination, we are proposing to 
adopt one additional HAI measure that 
is currently collected by CDC via the 
NHSN: Healthcare Personnel (HCP) 
Influenza Vaccination (NQF # 0431). 
This measure assesses the percentage of 
HCP employed at the facility that 
received a prophylactic vaccination for 
influenza. This measure is NQF 
endorsed, and therefore, the measure 
meets the selection criteria under 
section 1886(b)(3)(B)(viii)(IX)(aa) of the 
Act. 

Rates of serious illness and death 
resulting from influenza and its 
complications are increased in high-risk 
populations such as persons over 50 
years or under four years of age, and 
persons of any age who have underlying 
conditions that put them at an increased 
risk. HCP can acquire influenza from 
patients and can transmit influenza to 
patients and other HCP. Many HCP 
provide care for, or are in frequent 
contact with, patients with influenza or 
patients at high risk for complications of 
influenza. The involvement of HCP in 
influenza transmission has been a long- 
standing concern. 14 15 16 

Vaccination is an effective preventive 
measure against influenza, and can 
prevent many illnesses, deaths, and 
losses in productivity. 17 HCP are 
considered a high priority for expanding 
influenza vaccine use. Achieving and 
sustaining high influenza vaccination 
coverage among HCP is intended to help 
protect HCP and their patients and 
reduce disease burden and healthcare 
costs. Results of several studies indicate 
that higher vaccination coverage among 
HCP is associated with lower incidence 
of nosocomial influenza. 18 19 20Such 
findings have led some to call for 
mandatory influenza vaccination of 
HCP.21 22 23 24 25 

Until recently, vaccination coverage 
among HCP has been well below the 
national Healthy People 2010 target of 
60 percent,26 but preliminary data 
suggest 62 percent of HCP reported 
receiving seasonal influenza vaccine in 
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27 http://www.cdc.gov/mmwr/preview/
mmwrhtml/rr55e209a1.htm. Influenza Vaccination 
of Health-Care Personnel: Recommendations of the 
Healthcare Infection Control Practices Advisory 
Committee (HICPAC) and the Advisory Committee 
on Immunization Practices. 

28 Centers for Disease Control and Prevention., 
Interim results: Influenza A (H1N1) 2009 and 
Monovalent Seasonal Influenza Vaccination 
Coverage Among Health-Care PersonnelÐUnited 
States August 2009±January 2010. Morbidity and 
Mortality Weekly Report (MMWR); 59:357±362. 
Available at: http://www.cdc.gov/mmwr/preview/
mmwrhtml/mm5912a1.htm. 

29 Adapted from: Pearson ML., Bridges CB., 
Harper SA.,: Influenza vaccination of health-care 
personnel: Recommendations of the Healthcare 
Infection Control Practices Advisory Committee 
(HICPAC) and the Advisory Committee on 
Immunization Practices (ACIP). Morbidity and 
Mortality Weekly Report (MMWR) 2006; 55:1±16. 
Available at: http://www.cdc.gov/mmwr/preview/
mmwrhtml/rr5502a1.htm. 

30 For additional information regarding healthcare 
facilities' influenza vaccine policies, please see: 
http://www.immunize.org/honor%2Droll/. 

31 Available at: http://www.cdc.gov/nhsn/ 
hps.htm. 

32 American Heart Association, Heart Disease and 
Stroke StatisticsÐ2009 Update. American Heart 
Association, 2009: p. 1±36. 

2009±2010.27 Only 37 percent reported 
receiving the 2009 pandemic A/H1N1 
vaccine.28 

HCP refers to all personnel working in 
healthcare settings who have the 
potential for exposure to patients and/ 
or to infectious materials, including 
body substances, contaminated medical 
supplies and equipment, contaminated 
environmental surfaces, or 
contaminated air. 29 HCP may include 
(but are not limited to) physicians, 
nurses, nursing assistants, therapists, 
technicians, emergency medical service 
personnel, dental personnel, 
pharmacists, laboratory personnel, 
autopsy personnel, students and 
trainees, contractual staff not employed 
by the healthcare facility, and persons 
(for example, clerical, dietary, house- 
keeping, laundry, security, 
maintenance, billing, and volunteers) 
not directly involved in patient care but 
potentially exposed to infectious agents 
that can be transmitted to and from HCP 
and patients. Settings in which HCP 
may work include, but are not limited 
to, acute care hospitals, long-term care 
facilities, skilled nursing facilities, 
rehabilitation centers, physicians' 
offices, urgent care centers, outpatient 
clinics, home health agencies, and 
emergency medical services. 

Currently, four States have `òffer '' 
laws for influenza vaccination of HCP, 
meaning that vaccine must be offered to 
HCP by healthcare facilities; and three 
States (Alabama, California, and New 
Hampshire) have `ènsure'' laws for 
influenza vaccination of HCP, meaning 
that vaccination of non-immune HCP is 
mandatory in the absence of a specified 
exemption or refusal; and, additionally, 
numerous hospitals and other 
healthcare facilities have established 
policies requiring mandatory influenza 
vaccination of their HCP. 30 

Currently, no State requires that 
hospitals report this measure to NHSN. 
However, approximately 13 hospitals 
(including long term acute care and 
rehabilitation), outpatient hemodialysis 
centers, long term care facilities, and 
ambulatory surgical centers are 
currently reporting HCP immunization 
data to NHSN. In September 2009, CDC 
released the Healthcare Personnel Safety 
(HPS) Component of NHSN, which 
complements Patient Safety and 
Biovigilance components available in 
NHSN. The HPS Component replaced 
CDC's National Surveillance System for 
Health Care Workers (NaSH) and is 
comprised of two modules: the Blood/ 
Body Fluid Exposure Module and the 
Influenza Vaccination and Management 
and Exposure Module. 31 Currently, 
participation in either module is 
voluntary. The current Influenza 
Vaccination and Management and 
Exposure Module may soon offer 
options for healthcare facilities to 
submit vaccination summary data. 
NHSN plans to partner with vendor- 
based surveillance systems to permit 
periodic data extractions into NHSN. 

The modules feature basic, custom, 
and advanced analysis capabilities 
available in real-time, which allow 
individual healthcare facilities to 
compile and analyze their own data, as 
well as benchmark these results to 
aggregate NHSN estimates. The HPS 
Component can assist participating 
facilities in developing surveillance and 
analysis capabilities to permit the 
timely recognition of HCP safety 
problems and prompt interventions 
with appropriate measures. Influenza 
vaccination data submitted to CDC will 
ultimately capture regional trends on 
the yearly uptake of the vaccine, 
prophylaxis and treatment for 
healthcare personnel, as well as the 
elements within yearly influenza 
campaigns that succeed or require 
improvement. At the State and national 
levels, the HPS Component will aid in 
monitoring rates and trends. 

We are proposing to adopt the 
Healthcare Provider Influenza 
Vaccination measure that is currently 
collected by the CDC via the NHSN 
because of its importance in preventing 
influenza not only among healthcare 
workers but also patients that they 
attend.. As stated earlier, this measure 
assesses the percent of Healthcare 
Personnel employed at the facility that 
received a prophylactic vaccination for 
influenza. Detailed specifications for the 
proposed measure are available at: 
http://www.cdc.gov/nhsn/PDFs/ 

HSPmanual/HPS _Manual.pdf. As we 
also stated above, this measure is NQF- 
endorsed for the hospital setting. The 
proposed reporting mechanism for this 
proposed HAI measure is discussed in 
greater detail in section IV.A.5.i. of this 
proposed rule. We invite public 
comment on this proposed HAI 
measure. 

(B) Proposed New Chart-Abstracted 
Measures for the FY 2015 Payment 
Determination 

We are proposing to adopt two sets of 
chart-abstracted measures for the FY 
2015 payment determination: the Stroke 
and Venous Thromboembolism (VTE) 
measure sets. All of these proposed 
measures have either previously been 
proposed for the Hospital IQR Program, 
or have been listed as being under 
consideration for future adoption into 
the program. In addition, with one 
exception (STK±1: VTE Prophylaxis), all 
of the measures in these two measure 
sets have been electronically specified 
and are among the measures adopted for 
the EHR Incentive Program for eligible 
hospitals. While we are proposing to 
adopt these for chart-abstracted 
submission in 2013 for the FY 2015 
payment determination, we believe that 
by a future date, such as 2015, hospitals 
will be able to switch to EHR-based 
submission of these and all other chart- 
abstracted measures submitted for the 
Hospital IQR Program, and, as we 
discuss in greater detail below, we 
intend to work toward this goal over the 
next few years. 

The Stroke measure set we are 
proposing to adopt consists of 8 
measures; and the VTE measure set 
consists of 6 measures. Both measure 
sets are NQF-endorsed and their 
specifications are currently available in 
the Specifications Manual, which can be 
found on QualityNet. We believe that 
both of the proposed measure sets 
compliment the data elements in our 
current SCIP VTE and AMI measure 
sets. 

(i) Stroke Measure Set 

Stroke is a topic of great relevance to 
the Medicare population due to its 
impact on morbidity and mortality, and 
it is an area with great potential for 
quality improvement for hospitals 
caring for stroke patients. Stroke is the 
third most common cause of death in 
the United States and is one of the top 
20 conditions contributing to Medicare 
costs. Approximately 8 to 12 percent of 
ischemic strokes are fatal, 32 and 
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33 Weir, N.U., et al., Variations between countries 
in outcome after stroke in the International Stroke 
Trial (IST). Stroke, 2001. 32(6): p. 1370±7. 

mortality following stroke is influenced 
by the quality of care provided to 
patients during their initial 
hospitalization. 33 In the FY 2010 IPPS/ 
RY 2010 LTCH PPS final rule (74 FR 
43873), we listed 8 Stroke measures as 
being under consideration for adoption 
for the FY 2012 Hospital IQR payment 

determination. Numerous commenters 
encouraged us to adopt the listed stroke 
measures which they see as evidence- 
based measures that accurately measure 
the care of the stroke patient (74 FR 
43875 through 43876). Commenters 
believed that the measures are widely 
recognized for their roles in minimizing 

secondary strokes and other 
complications. 

We are proposing to adopt a stroke 
measure set with 8 NQF-endorsed 
process-of-care measures for the FY 
2015 payment determination. The table 
below lists and describes each of these 
eight proposed measures. 

Because the NQF is the entity that 
holds a contract with the Secretary 
under section 1890(a) of the Act, 
measures that are endorsed by the NQF 
meet the requirement for measure 

selection under section 
1886(b)(3)(B)(viii)(IX)(aa) of the Act. 
Aside from the consideration of NQF- 
endorsement, we believe that the 
inclusion of the proposed stroke 

measure set in the Hospital IQR Program 
would provide a comprehensive view of 
how well stroke care is being managed 
in a hospital setting. As stated earlier, 
detailed measure specifications for these 
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8 proposed measures are available in the 
Specifications Manual located in 
QualityNet. We invite public comment 
on the proposed stroke measure set. 

(ii) VTE Measure Set 

It is widely agreed that VTE is the 
number one preventable cause of 
hospital death in the United States and 
the cost of VTE when it occurs is very 
high. A recent study from AHRQ in 
Health Affairs highlighted that when an 
acute VTE event occurs, it increases the 
costs of care by 25 percent. In 2008, the 
Surgeon General issued a Call to Action 
to Prevent Deep Vein Thrombosis and 
Pulmonary Embolism. (This document 
can be found at: http:// 
www.surgeongeneral.gov/topics/ 
deepvein/calltoaction/call-to-action-on- 
dvt-2008.pdf.) VTE prevention with 
pharmacologic agents can impact the 
cost effectiveness of care. Specifically, 
patients who received anti-coagulant 
medication during hospitalization have 
less likelihood of recurrence of VTEs 
upon discharge to home. Parenteral 
anticoagulation is the first line of 
therapy because of its rapid onset of 
action. Because the oral anticoagulant 
medication has a very slow onset of 
action, it cannot be used as mono- 
therapy for acute VTE. A minimum of 
five days of parenteral anticoagulation is 
recommended as `òverlap therapy '' 
while oral anticoagulant medication is 

being initiated. More thrombotic 
complications and higher costs are 
associated with treatment in patients 
demonstrating a subtherapeutic aPTT. 
Unfractionated Heparin (UFH) Dosages/ 
Platelet Count Monitoring by Protocol 
(or Nomogram) has significantly 
advanced the use of UFH with the 
demonstrated ability to achieve 
therapeutic aPTTs more rapidly than 
with standard UFH dosing. When this 
occurs, patients can be discharged 
sooner. However, anticoagulation 
therapy poses risks to patients and often 
leads to adverse drug events due to 
complex dosing, requisite follow-up 
monitoring and inconsistent patient 
compliance. The use of standardized 
practices for anticoagulation therapy 
that includes patient/caregiver 
involvement may reduce the risk of 
adverse drug events. 

The Hospital IQR Program currently 
has 2 measures of VTE prophylaxis for 
surgical patients (SCIP±VTE±1: Venous 
thromboembolism (VTE) prophylaxis 
ordered for surgery patients; and SCIP± 
VTE±2: VTE prophylaxis within 24 
hours pre/post surgery) in the SCIP 
measure set. In the FY 2010 IPPS/RY 
2010 LTCH PPS final rule (74 FR 
43873), we listed 5 VTE measures (VTE± 
1; Venous thromboembolism 
prophylaxis; VTE±3: Venous 
thromboembolism patients with 
anticoagulation overlap therapy; VTE±4: 

Venous thromboembolism patients 
receiving unfractionated heparin with 
dosages/platelet count monitoring by 
protocol; VTE±5: Venous 
thromboembolism discharge 
instructions; and VTE±6: Incidence of 
potentially-preventable venous 
Thromboembolism) as possible new 
quality measures for the FY 2012 
payment determination. In the FY 2011 
IPPS/LTCH PPS final rule (75 FR 50213 
through 50218), we listed 6 VTE 
measures (VTE±1; Venous 
thromboembolism prophylaxis; VTE±2: 
Intensive care unit venous 
thromboembolism prophylaxis; VTE±3: 
Venous thromboembolism patients with 
anticoagulation overlap therapy; VTE±4: 
Venous thromboembolism patients 
receiving unfractionated heparin with 
dosages/platelet count monitoring by 
protocol; VTE±5: Venous 
thromboembolism discharge 
instructions; and VTE±6: Incidence of 
potentially-preventable venous 
thromboembolism) as measures we were 
considering for possible future adoption 
into the program. 

We are now proposing to adopt for the 
FY 2015 Hospital IQR measure set 6 
VTE measures which are aimed at 
preventing the incidence of potentially 
preventable VTE. These 6 measures are 
listed and described below. 
BILLING CODE 4120±01±P 
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These 6 measures were endorsed in a 
2008 NQF project titled: National 
Voluntary Consensus Standards for 
Prevention and Care of Venous 
Thromboembolism: Additional 
Performance Measures. Because the 
NQF is the entity that holds a contract 
with the Secretary under section 1890(a) 
of the Act, measures that are endorsed 
by the NQF meet the requirement for 
measure selection under section 
1886(b)(3)(B)(viii)(IX)(aa) of the Act. 

Aside from the consideration of NQF- 
endorsement, we believe that the 
inclusion of the VTE measure set in the 
Hospital IQR Program would provide a 
comprehensive view of how well VTE 
care is being managed in a hospital 
setting. Detailed measure specifications 
for these 6 proposed measures are 
available in the Specifications Manual 
located on QualityNet. We invite public 
comment on the proposed VTE measure 
set. 

In summary, for the FY 2015 payment 
determination, we are proposing to 
retain all of the FY 2014 measures (56 
measures if all of the measures are 
finalized), to adopt 3 HAI measures, and 
14 chart-abstracted measures for a total 
of 73 measures for the FY 2015 payment 
determination. The measures proposed 
for the Hospital IQR Program for the FY 
2015 payment determinations are set 
forth below. 
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4. Possible New Quality Measures and 
Measure Topics for Future Years 

Looking forward, we anticipate that as 
EHR technology evolves, and more 
infrastructure is put in place, we will 
have the capacity to accept electronic 
reporting of all of the clinical chart- 
abstracted quality measures that are 
currently in the Hospital IQR Program 
or have been proposed for adoption into 
the program. We intend for this future 
progress to significantly reduce the 
administrative burden on hospitals 
under the Hospital IQR Program. We 
recognize that considerable work needs 
to be done by measure owners and 
developers to make this possible with 

respect to the clinical quality measures 
that we proposed. This includes 
completing electronic specifications for 
measures, pilot testing, reliability and 
validity testing, and implementing such 
specifications into EHR technology to 
capture and calculate the results, and 
implementing the systems. We believe 
that at a future date, such as 2015, CMS 
and hospitals will be able to switch to 
complete EHR-based reporting of all 
chart-abstracted measures to CMS for 
the Hospital IQR Program, and we 
intend to work diligently toward this 
goal. We believe this will simplify 
measure collection and submission for 
the Hospital IQR Program, and will 
reduce the burden on hospitals. We 

invite public comment and suggestions 
on this topic. 

In future rules, it is our intention to 
propose to adopt outcome measures for 
stroke and joint replacement surgery 
which we have developed and 
anticipate submitting for NQF review. In 
addition, we intend to propose 
additional HAI measures as they gain 
NQF endorsement. We also invite 
public comment on the following 
quality measures and topics set out 
below that we are considering for the 
future. We seek to limit the number of 
chart-abstracted measures and topics in 
the near future, in order to facilitate the 
transition to EHR-based reporting. 
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BILLING CODE 4120±01±C 

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

a. Background 

Sections 1886(b)(3)(B)(viii)(I) and (II) 
of the Act state that the applicable 
percentage increase, for FY 2007 and 
each subsequent fiscal year, shall be 
reduced by 2.0 percentage points (or, 
beginning with FY 2015, by one-quarter 
of such applicable percentage increase 
(determined without regard to sections 
1886(b)(3)(B)(ix), (xi), or (xii) of the Act) 
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 requirements for 
security of protected health information. 

In order to participate in the Hospital 
IQR Program, hospitals must meet 
specific procedural requirements. 

Hospitals choosing to participate in the 
Hospital IQR Program must also meet 
specific data collection, submission, and 
validation requirements. 

b. Procedural Requirements for FY 2012 
Payment Determinations and 
Subsequent Years 

The proposed Hospital IQR Program 
procedural requirements are, for the 
most part, the same as the procedures 
adopted in the FY 2011 IPPS/LTCH PPS 
final rule for the Hospital IQR Program. 
Hospitals must comply with the 
following procedural requirements to 
participateÐ 

· Register with QualityNet, before 
participating hospitals initially begin 
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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 Hospital IQR Program 
for the first time must complete an 
online Notice of Participation (formerly 
known as `R̀eporting Hospital Quality 
Data for Annual Payment Update Notice 
of Participation, '' also referred to as 
IPledge) that includes the name and 
address of each hospital campus that 
shares the same CMS Certification 
Number (CCN). We revise the Notice of 
Participation periodically as needed and 
provide appropriate notification of any 
revisions to hospitals and QIOs through 
the routine Hospital IQR Program 
communication channels, which 
include memo and e-mail notification 
and QualityNet Web site articles and 
postings. 

· 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 Hospital 
IQR Program and has not otherwise 
submitted a Notice of Participation 
using the new CCN must submit a 
completed Notice of Participation 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 Hospital 
IQR Program. We are proposing 
regulation text to codify this 
requirement. 

· We will accept Hospital IQR 
Program withdrawal forms for the FY 
2013 payment determination from 
hospitals any time from October 1, 2011 
until August 15, 2012. The August 15, 
2012 deadline will give us sufficient 
time to update the FY 2013 payment to 
hospitals starting on October 1, 2012. If 
a hospital withdraws from the program 
for the FY 2013 payment determination, 
it will receive a reduction of 2.0 
percentage points to the FY 2013 
applicable percentage increase. Once a 
hospital has submitted a Notice of 
Participation, it is considered to be an 
active Hospital IQR Program participant 
until such time as the hospital submits 
a withdrawal form to CMS. 

· We will determine if a hospital has 
complied with our data submission 
requirements by looking at whether the 
hospital has properly submitted data to 
the appropriate data warehouses for 
HCAHPS, CDC/NHSN, chart-abstracted 

measures, and structural measure 
quality measure data during the four 
calendar year quarters of FY 2012. 

The Hospital IQR Program procedural 
requirements have remained relatively 
unchanged for the past several years and 
we are proposing to codify them at 42 
CFR 412.140. We invite public comment 
on this proposal. 

c. Proposed Procedural Requirements 
for FY 2013 and Subsequent Years 

We are proposing that hospitals that 
have an open date (as noted on the 
approved CMS OSCAR system) before 
March 31, 2009 that did not participate 
in the Hospital IQR Program in FY 2011 
or FY 2012 but that wish to participate 
in the Hospital IQR Program for the FY 
2013 payment determination must 
submit a completed Notice of 
Participation to CMS on or before 
December 31, 2011. These hospitals, 
unlike hospitals that receive a new CCN, 
do not need to get their operations up 
and running. Therefore, we believe this 
is a reasonable deadline that will enable 
these hospitals to decide whether they 
want to participate in the Hospital IQR 
Program while also enabling us to 
collect enough data from them to make 
an accurate FY 2013 payment 
determination. We are proposing 
regulation text that provides that 
hospitals that would like to participate 
in the Hospital IQR program for the first 
time, or that previously withdrew from 
the program and would like to 
participate again, must submit to CMS 
a completed Notice of Participation 
Form by December 31 of the fiscal year 
preceding the fiscal year in which they 
would like to participate. 

d. Proposed Data Submission 
Requirements for Chart-Abstracted 
Measures 

We are proposing to reduce the 
quarterly submission deadline for chart- 
abstracted quality measures from 4 1¤2 
months to 104 days. In other words, for 
FY 2014 payment determinations, the 
quarterly deadline for the quality 
measures under the topic that require 
chart abstraction (AMI, HF, PN, SCIP, 
Emergency Department Throughput 
(EDT), and Global Immunization (GIM) 
will be 104 days following the last 
discharge date in the calendar quarter. 
We are proposing to reduce the data 
submission deadline in order to allow 
for a correction period, which we will 
propose in future rulemaking. We also 
believe that this proposed change will 
encourage hospitals to utilize quality 
measure information in a more rapid 
manner to facilitate quality 
improvement. We also want to provide 
hospitals sufficient notice of any 

proposed changes to our submission 
deadline, since we recognize the 
advance time needed by hospitals to 
modify their recordkeeping and 
abstraction practices to comply with 
this proposed requirement. We also are 
proposing to change the aggregate 
population and sampling deadline from 
4 months to 3 months to align with the 
corresponding proposal to change the 
data submission deadline from 135 to 
104 days. 

We will continue to require hospitals 
to submit aggregate population and 
sample size counts to CMS on a 
quarterly basis for Medicare and non- 
Medicare discharges for the topic areas 
for which chart-abstracted data must be 
submitted (currently AMI, HF, PN, and 
SCIP) (75 FR 50221). Starting with the 
FY 2014 payment determination, we are 
proposing to change the submission 
deadline for hospitals to submit 
aggregate population and sample size 
count data for the measures requiring 
chart abstraction from four months to 
three months following the last 
discharge date in the calendar quarter. 
We are proposing this three-month 
deadline for submission of the aggregate 
population and sample size counts data 
to provide CMS with information 
necessary to notify hospitals about their 
data completeness status. Specifically, 
we currently provide a Provider 
Participation Report the day after the 
submitted file is processed, which 
includes a calculation of the number of 
hospital submitted cases by topic, 
hospital self-reported aggregate 
population and sample size count, and 
Medicare FFS claims by clinical topic 
and SCIP surgical category. We expect 
that hospitals will use this report after 
submission to assess their patient-level 
data completeness and will submit 
additional patient-level cases before the 
proposed quarterly patient-level 
deadline. We are proposing to provide 
hospitals with the same 14-day period 
after the proposed aggregate population 
and sample size count deadline to 
submit the required patient-level 
records. 

e. Proposed Sampling and Case 
Thresholds Beginning With the FY 2015 
Payment Determination 

We are proposing to continue the 
requirement for hospital submission of 
population and sampling data for the FY 
2015 payment determination and future 
years. Hospitals must submit to CMS 
quarterly aggregate population and 
sample size counts for Medicare and 
non-Medicare discharges for the topic 
areas for which chart-abstracted data 
must be submitted (AMI, HF, PN, SCIP, 
EDT and GIM). Hospitals are required to 
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submit their aggregate population and 
sample size count for each topic area. 

In accordance with the policy we 
adopted in the FY 2011 IPPS/LTCH PPS 
final rule, hospitals that have not treated 
patients in a specific topic area must 
still submit quarterly population and 
sample size counts for all Hospital IQR 
chart-abstracted data topics. 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. We view it as 
vital for hospitals to determine 
accurately their aggregate population 
and appropriate sampling size data in 
order for CMS to assess hospitals' data 
reporting completeness for their total 
population of cases, Medicare and non- 
Medicare. 

In order to reduce the burden on 
hospitals that treat a low number of 
patients in a Hospital IQR 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 
would not be 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. Hospitals meeting the five or 
fewer patient discharge exception may 
voluntarily submit these data. 

We strongly recommend that 
hospitals review the QIO Clinical 
Warehouse Feedback Reports and the 
Hospital IQR Program Provider 
Participation Reports that are available 
after patient-level data are submitted to 
the QIO Clinical Warehouse. We 
generally update 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. 

f. Proposed HCAHPS Requirements for 
the FY 2013, FY 2014, and FY 2015 
Payment Determinations 

Beginning with discharges occurring 
in third quarter CY 2011, we are 
proposing to move the HCAHPS data 
submission deadline forward by one 
week in order to allow for a review and 
correction period, which we will 
propose in future rulemaking. Currently, 
hospitals have about 14 weeks after the 
end of a calendar quarter to submit 
HCAHPS data for that quarter to the QIO 
Clinical Warehouse. If this proposal is 
adopted, hospitals will have about 13 
weeks after the end of a calendar quarter 

to submit HCAHPS data for that quarter 
to the QIO Clinical Warehouse. 

Other than this proposed change, we 
are not proposing any other changes to 
the HCAHPS requirements for the FY 
2013 and FY 2014 Hospital IQR Program 
payment determinations, which were 
adopted in the FY 2011 IPPS/LTCH PPS 
final rule (75 FR 50220). For FY 2015 
Hospital IQR payment determinations, 
we are proposing to continue the 
HCAHPS requirements as follows. 
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 HCAHPS Web site at: 
http://www.hcahpsonline.org . A current 
list of approved HCAHPS survey 
vendors can be found on the HCAHPS 
Web site. For the FY 2015 Hospital IQR 
Program, we are proposing that the 
HCAHPS data will be based on 
discharges from January 1, 2013 through 
December 31, 2013. 

Every hospital choosing to contract 
with a survey vendor must 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 survey administration.) 
Hospitals are strongly encouraged to 
submit their entire patient discharge 
list, excluding patients who had 
requested `ǹo publicity '' status or who 
are excluded because of State 
regulations, in a timely manner to their 
survey vendor to allow adequate time 
for sample creation, sampling, and 
survey administration. We wish to 
emphasize that hospitals must also 
provide the administrative data that is 
required for HCAHPS in a timely 
manner to their survey vendor. This 
includes the patient MS±DRG at 
discharge, or alternative information 
that can be used to determine the 
patient's service line, in accordance 
with the survey protocols in the most 

recent HCAHPS Quality Assurance 
Guidelines . 

We note that the HCAHPS Quality 
Assurance Guidelines require that 
hospitals maintain complete discharge 
lists that indicate which patients were 
eligible for the HCAHPS survey, which 
patients were not eligible, which 
patients were excluded, and the 
reason(s) for ineligibility and exclusion. 
(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. 

Hospitals must submit at least 300 
completed HCAHPS surveys in a rolling 
four-quarter period unless the hospital 
is too small to obtain 300 completed 
surveys. We wish to emphasize that the 
absence of a sufficient number of 
HCAHPS eligible discharges is the only 
acceptable reason for submitting fewer 
than 300 completed HCAHPS surveys in 
a rolling four quarter period. If a 
hospital obtains fewer than 100 
completed surveys, the hospital's 
HCAHPS scores will be accompanied by 
a footnote on the Hospital Compare Web 
site alerting the Web site users that the 
scores should be reviewed with caution, 
as the number of surveys may be too 
low to reliably assess hospital 
performance. 

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. 

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 Interactive Voice Response (IVR) 
materials and facilities; (d) data receipt, 
entry and storage facilities; and, (e) 
written documentation of survey 
processes. As needed, hospitals and 
survey vendors will be subject to follow- 
up site visits or conference calls. We 
wish to point out that the HCAHPS 
Quality Assurance Guidelines state that 
hospitals should refrain from activities 
that explicitly influence how patients 
respond on the HCAHPS survey. If we 
determine that a hospital is not 
compliant with HCAHPS program 
requirements, we may determine that 
the hospital is not submitting HCAHPS 
data that meet the requirements of the 
Hospital IQR 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 Hospital IQR 

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

We proposed that HCAHPS scores 
become part of the Hospital VBP 
Program in FY 2013. As HCAHPS scores 
become incorporated in hospital 

payment, we believe that a neutral 
third-party should administer the 
survey for hospitals whose annual 
payment updates will be affected by 
their HCAHPS scores. It is our belief 
that an experienced survey vendor will 
be best able to ensure reliable results. 
Therefore, we are considering whether 
to allow only non-subsection (d) 
hospitals to self-administer the 
HCAHPS survey. We invite public 
comment that will inform our future 
policy on this issue. 

g. Proposed Procedures for Claims- 
Based Measures 

CMS is proposing to adopt a new 
claims-based measure for FY 2014, the 
Medicare Spending per Beneficiary 
Measure, which is included in the chart 
below. 
BILLING CODE 4120±01±P 
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BILLING CODE 4120±01±C 
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We are not proposing to change the 
procedures and time periods we 
adopted in the FY 2011 IPPS/LTCH PPS 
final rule for the FY 2012, FY 2013 and 
FY 2014 payment determinations. For 
the FY 2014 payment determination, we 
are proposing to use up to 3 years of 
Medicare FFS claims data to calculate 
the measures, as appropriate for the 
measure. 

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

h. Proposed Data Submission 
Requirements for Structural Measures 

Structural measures assess the 
characteristics and capacity of the 
provider to deliver quality healthcare. 
We are proposing to add one additional 
structural measure for the FY 2014 
payment determination, Participation in 
a Systematic Clinical Database Registry 
for General Surgery, and to align the 
submission deadline for all structural 
measures with the submission deadline 
for the fourth quarter of the chart- 
abstracted measures. We are proposing 
to update the period of data collection 
that hospitals will submit the required 

registry participation information once 
annually for the structural measures via 
a Web-based collection tool between 
April 1, 2012 and May 15, 2012 with 
respect to the time period of January 1, 
2011 through December 31, 2011. This 
proposal will give CMS a more complete 
picture of registry participation as well 
as synchronize data submissions for 
structural and chart-abstracted 
measures. These measures do not 
require the hospital to participate in a 
registry. 

Below is the list of structural 
measures we have adopted or are 
proposing to adopt for the FY 2014 
payment determination: 

i. Proposed Data Submission and 
Reporting Requirements for Healthcare- 
Associated Infection (HAI) Measures 
Reported via NHSN 

As discussed above, we are proposing 
to adopt 2 new HAI measures for the FY 

2014 payment determination and 3 HAI 
measures for FY 2015 payment 
determination. For FY 2014, the two 
proposed measures are Central Line 
Insertion Practices Adherence 
Percentage and Catheter Associated 
Urinary Tract Infection. For FY 2015, 

the three proposed measures are: 
Healthcare Provider Influenza 
Vaccination, MRSA Bacterimia and C. 
Difficile. Below is the list of HAI 
measures we are proposing to adopt for 
the FY 2014 and FY 2015 payment 
determinations: 
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We are proposing to update the 
current data submission and reporting 
requirements for these proposed 
measures. Specifically, we are 
proposing to utilize the data submission 
and reporting standard procedures that 
have been set forth by CDC for NHSN 
participation in general and for 
submission of these measures to NHSN. 
We refer readers to the CDC's NHSN 
Web site (http://www.cdc.gov/nhsn ) for 
detailed data submission and reporting 

procedures. We believe that these 
procedures are feasible because they are 
already widely used by over 4,000 
hospitals reporting HAI data using the 
NHSN. Our proposal seeks to reduce 
hospital burden by aligning CMS data 
submission and reporting procedures 
with NHSN procedures currently 
utilized by hospitals, including 
hospitals complying with 28 State HAI 
reporting requirements. The existing 
data collection and submission 

timeframes for the HAI measures for the 
FY 2014 payment determination, which 
we are proposing to use for the HAI 
measures we have proposed above, are 
shown below. Hospitals must submit 
their quarterly data to NHSN for 
Hospital IQR Program purposes on or 
around the dates shown in the table 
below (updates to this will be posted on 
the QualityNet Web site). 

Hospitals would have until the 
Hospital IQR Program final submission 
deadline to submit their quarterly data 
to NHSN. After the final Hospital IQR 
Program submission deadline has 
occurred for each CY 2012 quarter, CMS 
will obtain the hospital-specific 
calculations that have been generated by 
the NHSN for the Hospital IQR Program. 

We invite public comment on this 
proposal. 

6. Proposed Chart Validation 
Requirements for Chart-Abstracted 
Measures 

a. Proposed Changes to the Chart 
Validation Requirements and Methods 
for the FY 2012 Payment Determination 
and Subsequent Years 

We are proposing several changes to 
the chart validation requirements and 
methods we adopted in the FY 2011 
IPPS/LTCH PPS final rule (75 FR 50225 
through 50229) for the FY 2012 payment 
determination and subsequent years. In 
previous years, charts were requested by 
the CMS CDAC contractor and hospitals 
were given 45 days from the date of the 
request to submit the requested records. 
If any record(s) were not received by the 

45-day requirement, the CMS CDAC 
contractor assigned a `z̀ero'' validation 
score to each measure in a missing 
record. We are proposing to change the 
time period given to hospitals to submit 
medical records to the CDAC contractor 
to 30 calendar days, and we are 
proposing to codify this proposal at 42 
CFR 412.140(d)(1). This proposed 
change in submission timeframe will 
align the current process with the 
requirements in 42 CFR 476.78(b)(2), 
which currently allow only 30 days for 
chart submission in the context of 
reviews by QIOs. We are proposing this 
deadline modification to reduce the 
time we need to complete validation, 
and provide hospitals with feedback on 
their abstraction accuracy. We believe 
that this linkage between Hospital IQR 
Program validation discharge quarters 
and the same fiscal year's Hospital VBP 
Program proposed performance period 
would improve the reliability and 
accuracy of the Hospital VBP Program's 
chart-abstracted measures. Hospitals 
that are subject to Hospital IQR payment 
reduction due to not passing our 
validation requirement would be 
excluded from receiving a Hospital VBP 

performance score and corresponding 
incentive payment under section 
1886(o)(1)(C)(ii)(I) of the Act. Thus, 
CMS would ensure that the data 
submitted on chart-abstracted measures 
we adopt for the Hospital VBP Program 
is accurate by virtue of validating it 
under the validation procedures we 
have adopted for the Hospital IQR 
Program. 

b. Proposed Supplements to the Chart 
Validation Process for the FY 2014 
Payment Determination and Subsequent 
Years 

We are proposing to continue to use 
the supplements to the chart validation 
requirements and methods we adopted 
in the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50227 through 50229) for FY 
2014 payment determinations and 
future years with several proposed 
modifications. 

We are proposing 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 Hospital IQR 
Program validation samples. We are 
proposing this addition to supplement 
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our validation approach to ensure that 
all eligible Hospital IQR Program 
hospitals are selected for validation at 
least once every 4 years. We are 
proposing this addition starting in FY 
2015 because FY 2015 would be the 
fourth year that CMS would have used 
the random validation approach (which 
begins in FY 2012 as adopted in the FY 
2011 IPPS/LTCH PPS final rule). We 
invite public comment on this proposal. 

We believe that this proposed 
Hospital IQR Program validation 
process meets the requirements set forth 
in section 1886(b)(3)(B)(viii)(XI) of the 
Act. This section states that ` t̀he 
Secretary shall establish a process to 
validate measures specified under this 
clause as appropriate. Such process 
shall include the auditing of a number 
of randomly selected hospitals sufficient 
to ensure validity of the reporting 
program under this clause as a whole 
and shall provide a hospital with an 
opportunity to appeal the validation of 
measures reported by such hospital. '' 

Starting with the FY 2012 payment 
determination and continuing in 
subsequent fiscal years, the chart 
validation process audits 800 randomly 
selected hospitals for the discharge 
quarters. This sample size is sufficient 
to validate more than 22 percent of 
subsection (d) hospitals in an applicable 
fiscal year and ensure accuracy of the 
Hospital IQR Program quality data. 

For FY 2014 payment determination, 
we are proposing to validate 24 chart- 
abstracted measures including 19 
currently validated measures, and 5 
proposed additional measures. The FY 
2014 proposed validation reflects the 5 
measures we are proposing to add (2 
EDT measures, Central Line Associated 
Blood Stream Infection, Global 
Influenza Immunization, and Global 
Pneumonia Immunization measures) 
and the 8 measures we are proposing to 
retire (AMI±1, AMI±3, AMI±4, AMI±5, 
HF±4, PN±4, PN±5c, and SCIP Infection 
6). 

Validation of the HCAHPS measure is 
conducted through our oversight 
activities. We provide oversight of all 
HCAHPS survey vendors and hospitals 
self-administering the survey in order to 
ensure that the data collection protocols 
are followed. We also provide oversight 
and validation through our review of 
Quality Assurance Plans, site visits, 
conference calls and detailed data 
analyses each quarter to ensure there are 
no anomalies found in the data. In 
particular, we use site visits to review 
all data collection activities, including 
data reviews to track a discharged 
patient from sampling to survey 
administration to data submission. 

We are proposing, starting with FY 
2014 payment determinations, a modest 
increase to the current Hospital IQR 
Program validation sample of SCIP, 
AMI, HF, and PN cases. Specifically, we 
are proposing to add three charts per 
selected hospital per quarter to the 
validation sample. This additional 
quarterly sample would enable us to 
validate the CLABSI measure that we 
added to the Hospital IQR Program 
measure set beginning with the FY 2014 
payment determination. CLABSI is a 
relatively rare event compared to SCIP, 
AMI, HF, and PN cases. In 2009, about 
18,000 CLABSIs occurred in ICU 
patients in the United States, and these 
infections were a major contributor to 
prolonged hospital stays and inpatient 
mortality. We are proposing a process to 
validate the CLABSI measure that takes 
into account the relative infrequency of 
this event and the case-finding 
methodology for it, specifically the 
requirements for a positive blood 
culture result and the presence of a 
central venous catheter in the patient at 
the time of, or within 48 hours before, 
onset of the infection. We recognize that 
the current validation process and 
sample size for AMI, HF, PN, and SCIP 
measures is not likely to be sufficiently 
reliable to detect systematic 
underreporting of CLABSI. Unlike the 
current AMI, HF, PN, and SCIP chart 
abstracted process of care measures, 
CLABSI is a rarely occurring infection 
among acute care inpatient discharges. 
We estimate that between 0.1 percent to 
0.2 percent of all acute care inpatient 
patient discharges nationwide involve 
patients who are infected with a 
CLABSI. We believe that our current 
Hospital IQR AMI, HF, PN, and SCIP 
sample sizes and sample methods 
would not reliably validate CLABSI 
measure rates at the hospital level 
because of the relatively rare occurrence 
of these events. We also seek to target 
validation of the CLABSI measure to 
minimize hospital burden in complying 
with our sample size proposals, for 
which hospitals must find, photocopy, 
and return requested medical records to 
CMS. If CMS did not utilize this 
targeted validation approach for the 
CLABSI measure, hospitals would have 
to submit 200 to 300 additional 
randomly selected cases in order to 
effectively validate this measure, given 
its rare occurrence. We believe that our 
proposed CLABSI validation process 
addresses these limitations through the 
use of a targeted incremental validation 
sample comprised of three charts of 
possible CLABSI events, and will 
reliably validate the Hospital IQR 
Program CLABSI measure while not 

overly burdening hospitals with medical 
record requests. 

Specifically, we are proposing to 
identify sampled hospitals' three 
quarterly potential CLABSI charts using 
a two-step selection process that would 
target intensive care unit patients with 
bloodstream infection (positive blood 
culture results) and a Central Venous 
Catheter (CVC) provided by sampled 
hospitals to CMS. In the first step of this 
process, a CMS contractor would 
require the 800 randomly sampled 
hospitals to provide a quarterly list of 
all blood cultures positive for infection 
status taken from intensive care units 
conducting CLABSI surveillance during 
the discharge quarter. We are aware that 
this list will include both reported 
CLABSI events and many non-CLABSI 
events, including patients with and 
without CVCs. In clinical terms, our 
intent in reviewing these positive blood 
culture lists is to identify the 
information needed to determine 
whether the blood culture isolate is a 
likely pathogen found at least once, or 
a common skin commensal (CSC) found 
in two or more positive blood cultures 
drawn on separate occasions. CSC's are 
microorganisms that are commonly 
found on the skin and often indicate 
contamination of the blood culture 
media rather than infection by the 
microorganism when it is identified in 
a single blood culture test. Two sets of 
blood cultures are needed to 
differentiate true infection from 
contamination. The list of CSCs is 
comprised of the following organisms: 
diphtheroids ( Corynebacterium spp.); 
Bacillus spp. (not B. anthracis ); 
Priopionibacterium spp.; coagulase 
negative staphylococci including S. 
epidermidis; viridans group 
streptococci; Aerococcus spp.; and 
Micrococcus spp. This list of CSCs is 
also found at the NHSN Web site,  
http://www.cdc.gov/nhsn/PDFs/ 
pscManual/4PSC _CLABScurrent.pdf. 
We would also require hospitals to self- 
identify intensive care unit patients 
with a CVC that are on this blood 
culture list. Using all of this 
information, we would be able to 
identify intensive care unit patients 
with a bloodstream infection and with 
a CVC (that is, candidate CLABSI 
events) for subsequent sampling. 

In the second step of this process, we 
would randomly sample these candidate 
CLABSI events (ICU patients with a 
CVC and where a pathogen was 
recovered at least once or the same CSC 
was cultured from 2 or more blood 
cultures drawn on separate occasions). 
Specifically, the CMS CDAC would 
require hospitals to submit up to 3 
medical records each quarter meeting 
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these criteria, randomly selected by 
CMS from among eligible charts. This 
number of medical records is sufficient 
to detect unreported CLABSI events 
based on our sample size analysis and 
experience from State health 
department validation efforts. This 
proposed process utilizes the validation 
experience from at least ten current 
State health department validation 
initiatives. In addition, we are 
proposing to randomly validate CLABSI 
data by abstracting all necessary quality 
data from the 12 quarterly medical 
records in our AMI, HF, PN, and SCIP 
targets already collected for IQR 
validation as well as the 3 additional 
records we later propose to collect for 
ED throughput/Immunization. Our 
intent in validating all currently 
requested quarterly medical records for 
CLABSI is to assess reliability of 
CLABSI measure rates from a random 
sample of patients independent from the 
proposed 3 record sample selected using 
blood culture lists and CVC presence to 
target underreporting of CLABSI events 
to the CDC's NHSN. In our proposed 12 
record random sample of CLABSI 
events, we will not use blood culture 
list and CVC presence in our sampling, 
since this sample is already drawn from 
the AMI, HF, PN, and SCIP hospital 
reported data reported to CMS. By 
combining a random and targeted 
sampling approach using two 
independent sources to validate CLABSI 
data, we believe that we are adequately 
assessing the accuracy and reliability of 
the CLABSI measure in accordance with 
section 1886(b)(3)(B)(viii)(XI) of the Act. 

We are proposing to determine the 
CLABSI validation score using a process 
that begins with the CMS contractor 
validation coordinator comparing the 
CDAC's CLABSI infection status to the 
hospital's event data reported to NHSN 
for the applicable quarter. For each 
medical record reviewed, a hospital 
would receive a match only if the CMS 
contractor validation coordinator 
determines equivalency between the 
CMS contractor's determination of 
infection status and the infection status 
reported to NHSN. For example, if one 
of the CMS-requested validation 
medical records revealed CLABSI and 
the event was not reported to the NHSN, 
then the hospital would receive a zero 
score for the CLABSI measure for that 
validated record. If the CMS contractor 
discovered that a second record in the 
CMS validation sample indicated no 
CLABSI event, but a CLABSI was 
reported to the NHSN for the record, the 
hospital would also receive a zero score 
for the CLABSI measure for that 
validation record. Thus, Hospitals 

would only receive a 100% CLABSI 
validation score for individual records if 
their CMS validation records' CLABSI 
status was consistent with the 
information reported, or not reported, to 
NHSN. In the above example, if the 
CMS quarterly validation process 
identified that 13 out of 15 total 
sampled records accurately reported the 
presence of a CLABSI or did not report 
a CLABSI where none was present, then 
the hospital's CLABSI validation score 
would be 13¤15, or about 87 percent. 

Starting with FY 2014 payment 
determination, we are also proposing to 
add a sixth quarterly sample, which 
would enable us to validate the EDT 
measures and the Immunization for 
Influenza and Immunization for 
Pneumonia global measures that we 
added to the Hospital IQR Program 
measure set. We are proposing to 
modify the current process (75 FR 
50225±75 FR 50229) for these measures 
in two ways. First, we are proposing to 
select 3 additional records each quarter 
from the records submitted by the 800 
annually sampled hospitals. These 
records would only include principal 
diagnoses and surgical procedures not 
already included in the AMI, HF, PN, 
and SCIP populations eligible for 
validation sampling in these four topic 
areas. Second, we would abstract EDT 
and the Immunization for Influenza and 
Immunization for Pneumonia global 
measure data from the 15 quarterly AMI, 
HF, PN, SCIP and CLABSI records 
already submitted by hospitals for IQR 
validation. We would validate 18 
records per quarter for these measures. 
With the addition of this sample of three 
records, we would ensure that all 
hospitals that reported chart-abstracted 
Hospital IQR data in all principal 
procedure and diagnosis codes would 
be eligible for sample selection for these 
global measures, thus, starting in FY 
2014, we would be validating a total of 
18 records per quarter per validated 
hospital in 6 strata (1) SCIP, (2) AMI, (3) 
HF, (4) PN, (5) CLABSI, and (6) EDT/ 
immunization measures. 

7. Proposed QIO Regulation Changes for 
Provider Medical Record Deadlines 
Possibly Including Serious Reportable 
Events 

Our Hospital IQR validation 
requirement has utilized 42 CFR 476.78 
authority and deadlines to require 
participating hospitals to return 
requested medical record information in 
a timely manner. Our State QIOs use 
this information to educate hospitals on 
medical record abstraction accuracy, 
and identify potential opportunities for 
quality improvement through medical 
record review. It is our goal to improve 

the alignment of QIO work in the 
Hospital IQR Program, quality 
improvement assistance, beneficiary (or 
beneficiary representative) requested 
QIO quality of care reviews, and QIO 
medical necessity reviews to improve 
the following three aims: (1) Improve 
individual care; (2) improve health for 
populations; and (3) lower cost through 
improvement. QIOs serve a critical role 
in advancing these three aims through 
their work with Medicare providers and 
beneficiaries to advance quality care 
and health. 

Moreover, because we developed our 
validation process based on the 
requirements of the QIO program 
regulations, we are also proposing 
corresponding changes to 42 CFR 
476.78(b), along with minor editorial 
revisions. This section includes 
requirements related to the submission 
of medical information as well as other 
information associated with the 
prospective payment system. 
Specifically, we are proposing to add a 
new § 478.78(b)(2)(ii) that would require 
the submission of medical information 
within 21 days in those situations in 
which a `s̀erious reportable event '' or 
other circumstance has been identified 
during the course of a QIO review. For 
purposes of this subsection, we are 
proposing to define the term `s̀erious 
reportable event '' to be consistent with 
the NQF's definition of a serious 
reportable event in its report `S̀erious 
Reportable Events in Healthcare 2006 
Update. '' These events include the 
following: 

Surgical Events 

· Surgery performed on the wrong 
body part 

· Surgery performed on the wrong 
patient 

· Wrong surgical procedure 
performed on a patient 

· Unintended retention of a foreign 
object in a patient after surgery or other 
procedure 

· Intraoperative or immediately 
postoperative death in an ASA Class I 
patient 

Product or Device Events 

· Patient death or serious disability 
associated with the use of contaminated 
drugs, devices or biologics provided by 
the healthcare facility 

· Patient death or serious disability 
associated with the use or function of a 
device in patient care in which the 
device is used or functions other than as 
intended 

· Patient death or serious disability 
associated with intravascular air 
embolism that occurs while being cared 
for in a healthcare facility 
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Patient Protection Events 

· Infant discharged to the wrong 
person 

· Patient death or serious disability 
associated with patient leaving the 
facility without permission 

· Patient suicide, or attempted 
suicide, resulting in serious disability 
while being cared for in a healthcare 
facility 

Care Management Events 

· Patient death or serious disability 
associated with a medication error (for 
example, errors involving the wrong 
drug, wrong dose, wrong patient, wrong 
time, wrong rate, wrong preparation or 
wrong route of administration) 

· Patient death or serious disability 
associated with a hemolytic reaction 
(abnormal breakdown of red blood cells) 
due to the administration of ABO/ 
HLAÐincompatible blood or blood 
products 

· Maternal death or serious disability 
associated with labor or delivery in a 
low-risk pregnancy while being cared 
for in a healthcare facility 

· Patient death or serious disability 
associated with hypoglycemia, the onset 
of which occurs while the patient is 
being cared for in a healthcare facility 

· Death or serious disability 
associated with failure to identify and 
treat hyperbilirubinemia (condition 
where there is a high amount of 
bilirubin in the blood) in newborns 

· Stage 3 or 4 pressure ulcers 
acquired after admission to a healthcare 
facility 

· Patient death or serious disability 
due to spinal manipulative therapy 

· Artificial insemination with the 
wrong donor sperm or wrong egg 

Environmental Events 

· Patient death or serious disability 
associated with an electric shock while 
being cared for in a healthcare facility 

· Any incident in which a line 
designated for oxygen or other gas to be 
delivered to a patient contains the 
wrong gas or is contaminated by toxic 
substances 

· Patient death or serious disability 
associated with a burn incurred from 
any source while being cared for in a 
healthcare facility 

· Patient death or serious disability 
associated with a fall while being cared 
for in a healthcare facility 

· Patient death or serious disability 
associated with the use of restraints or 
bedrails while being cared for in a 
healthcare facility 

Criminal Events 

· Any instance of care ordered by or 
provided by someone impersonating a 

physician, nurse, pharmacist, or other 
licensed healthcare provider 

· Abduction of a patient of any age 

· Sexual assault on a patient within 
or on the grounds of a healthcare facility 

· Death or significant injury of a 
patient or staff member resulting from a 
physical assault (that is, battery) that 
occurs within or on the grounds of a 
healthcare facility 

This proposed 21 day medical record 
deadline would be used when, for 
example, in the QIO's judgment, delays 
in receiving medical information could 
negatively undermine its efforts to 
evaluate the quality of care provided or 
the facility's adherence to payment 
policies. It also would enable QIOs to 
better utilize, and respond to, 
information about adverse events gained 
from the quality reporting program, in a 
timely fashion so that QIOs can have an 
improved and more immediate impact 
on the quality of health care. 

We also are proposing a technical 
correction to 42 CFR 476.78(a) to correct 
a cross reference. 

We invite public comment on our 
proposal to improve patient care 
through QIO access to more rapid 
provider information about `s̀erious 
reportable events '' and our proposed 
technical correction to 42 CFR 
476.78(a). 

8. Proposed Data Accuracy and 
Completeness Acknowledgement 
Requirements for the FY 2012 Payment 
Determination and Subsequent Years 

We are proposing to require hospitals 
to continue to electronically 
acknowledge their data accuracy and 
completeness once annually. However, 
we are proposing to change the 
submission deadline to be used for the 
FY 2012 Hospital IQR Program payment 
determination and subsequent years. 
This proposal will allow us to align the 
submission deadline with the final 
quarter of the chart-abstracted measures. 
Hospitals will continue to submit the 
required electronic acknowledgment 
attesting that the data provided to meet 
the FY 2012 Hospital IQR Program data 
submission requirements is accurate 
and complete to the best of the 
hospital's knowledge at the time of data 
submission. We are proposing to make 
the submission deadline for the Data 
Accuracy and Completeness 
Acknowledgement May 15, 2012 with 
respect to the time period of January 1, 
2011 through December 31, 2011. We 
invite public comment on this proposal. 

9. Proposed Public Display 
Requirements for the FY 2014 Payment 
Determination and Subsequent Years 

We are proposing to continue, for the 
FY 2014 payment determination and 
subsequent years, the approach we 
adopted in the FY 2011 IPPS/LTCH PPS 
final rule (75 FR 50230) for public 
display requirements for the FY 2012 
payment determination and subsequent 
years. 

The Hospital IQR 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 
Hospital IQR Program. Once a hospital 
has submitted a form, the hospital is 
considered to be an active Hospital IQR 
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 us 
to publicly report the quality measures 
included in the Hospital IQR 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. 

We invite public comment on this 
proposal. 

10. Proposed Reconsideration and 
Appeal Procedures for the FY 2012 
Payment Determination 

We are proposing to continue, for the 
FY 2012 payment determination and 
subsequent years, the general approach 
we adopted in the FY 2011 IPPS/LTCH 
PPS final rule (75 FR 50230) for 
reconsideration and appeal procedures 
for the FY 2011 payment determination. 
We also are proposing to codify the 
requirements under this process at 42 
CFR 412.140(e). We discuss each of the 
regulatory provisions being proposed, as 
well as specific changes, below. 

We are proposing that the general 
deadline for submitting a request for 
reconsideration in connection with the 
FY 2012 payment determination will be 
30 days from the date of receipt of the 
payment determination notification. 
Historically, most reconsideration 
requests are based on the failure to meet 
established data submission deadlines. 
While we want to ensure that hospitals 
have an opportunity to request 
reconsiderations when warranted, we 
also need to balance this goal with our 
need to complete the reconsideration 
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process in a timely manner and with the 
hospitals' desire to obtain final 
decisions on their requests in a timely 
manner. Therefore, we are proposing to 
reduce the reconsideration and appeal 
period from a deadline of November 1st 
2012 to 30 days after hospital receipt of 
the payment determination notification. 
Notifications will be sent via a trackable 
mail option such as Certified U.S. Mail 
or Registered Mail. We include this 
change in the proposed § 412.140(e)(1). 

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 2012 payment 
determination, we are proposing to 
continue utilizing many of the same 
procedures that we utilized for the FY 
2011 requests for reconsideration. We 
are, however, clarifying that a hospital 
must submit all documentation and 
evidence that supports its request for 
reconsideration at the time that it 
submits its request. This includes copies 
of any communications, such as e-mails 
that the hospital believes demonstrate 
its compliance with the program 
requirements, as well as all paper 
medical records that support the 
hospital's rationale for seeking 
reconsideration. The information that 
must be included when a hospital 
submits a reconsideration request has 
been listed in proposed § 412.140(e)(2). 
Under these proposed procedures, the 
hospital must: 
ÐSubmit 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 Hospital IQR 
Program requirements and should 
receive the full update to the 
standardized amount. 

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 note that to 
the extent a hospital can submit a 
request for reconsideration on-line, 
the burden on our staff would be 
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 Hospital IQR 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 2012 IPPS/LTCH PPS final 
rule. 

Hospitals submitting a Hospital IQR 
Program validation reconsideration 
request will have all data elements to be 
reconsidered reviewed by CMS, and not 
their State QIO. (The State QIO is 
available to conduct a quarterly 
validation appeal if requested to do so 
by a hospital.) 

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, hospitals 
that submit a reconsideration request to 
CMS must 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 it 
decreases the number of PRRB appeals 
by resolving issues earlier in the 
reconsideration and appeals process. 
We have proposed language at 
§ 412.140(e)(3) stating that a hospital 
that receives an adverse decision on its 
reconsideration request may appeal that 
decision to the PRRB. 

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 receipt 
of the reconsideration request. 

We are proposing to continue for the 
FY 2012 Hospital IQR reconsideration 
and future years the scope of review 
when a hospital requests 
reconsideration because it failed our 
validation requirements, which we 
adopted in the FY 2010 IPPS/RY 2010 
LTCH PPS final rule (74 FR 43892). The 
scope of this review 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. 
Only hospitals that fail to meet the 
passing threshold for the quarterly 
validation would receive an opportunity 
to appeal the validation results to their 
State QIO. 

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 proposed 
30 calendar day deadline. Our review 
will initially be limited to determining 
whether the CDAC contractor received 
the requested record within the 
proposed 30 calendar days, and whether 

VerDate Mar<15>2010 17:47 May 04, 2011 Jkt 223001 PO 00000 Frm 00138 Fmt 4701 Sfmt 4702 E:\FR\FM\05MYP2.SGM 05MYP2em
cd

on
al

d 
on

 D
S

K
2B

S
O

Y
B

1P
R

O
D

 w
ith

 P
R

O
P

O
S

A
LS

2



25925 Federal Register / Vol. 76, No. 87 / Thursday, May 5, 2011 / Proposed Rules 

the hospital received the initial medical 
record request. If we determine during 
reconsideration that the CDAC 
contractor did receive a paper copy of 
the requested medical record within the 
proposed 30 calendar days, then we 
would abstract data elements from the 
medical record submitted by the 
hospital. If we determine that the 
hospital received a request for medical 
records and did not submit the 
requested records within the proposed 
30 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 CMS contractor. Please note that this 
proposed language is also designed to 
address those instances where the 
hospital's request is based on ` ìnvalid 
record selections, '' which we have 
defined as medical records submitted 
during the quarterly validation process 
that do not match the patient's episode 
of care information as determined by the 
CMS contractor as described above in 
situation 2, above `H̀ospital requests 
reconsideration for medical record 
copies submitted during the quarterly 
validation process and classified as 
invalid record selections. '' 

In sum, we are proposing to continue 
to initially limit 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 CMS 
contractor during the quarterly 
validation process. We would 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, 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 Hospital IQR Program 
reconsideration decision, the hospital 
may file an appeal under 42 CFR Part 
405, Subpart R (a PRRB appeal). We 
invite public comment 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 Hospital IQR Program 
Disaster Waivers 

In our experience, there have been 
times when hospitals have been unable 
to submit required quality data due to 
extraordinary circumstances that are not 
within their control. It is our goal to not 
penalize hospitals for such 
circumstances or unduly increase their 
burden during these times. Therefore, 

we are proposing to continue, for the FY 
2014 and subsequent years payment 
determinations, the process we adopted 
in the FY 2011 IPPS/LTCH PPS final 
rule (75 FR 50225), for hospitals to 
request and for CMS to grant waivers 
with respect to the reporting of required 
quality data when there are 
extraordinary circumstances beyond the 
control of the hospital. Under the 
process, in the event of extraordinary 
circumstances, such as a natural 
disaster, 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 
would submit to CMS a request form 
that would 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 Hospital IQR Program 
data, and a justification for the proposed 
date. 

The request form must be signed by 
the hospital's CEO. We are proposing 
that a request form must be submitted 
within 30, rather than 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 proposes to 

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 are proposing to include 
an overview of this process in proposed 
42 CFR 412.140(c)(2). We invite public 
comment on this proposal. 

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 sought to 
prepare for future EHR submission of 
quality measures by sponsoring the 
creation of electronic specifications for 
quality measures under consideration 
for the Hospital IQR Program. 

b. 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)(iii) 
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 Hospital IQR 
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. All measures 
must be proposed for public comment 
prior to their selection, except in the 
case of measures previously selected for 
the Hospital IQR Program under section 
1886(b)(3)(B)(viii) of the Act. The final 
rule for the Medicare and Medicaid EHR 
Incentive Programs includes 15 clinical 
quality measures for eligible hospitals 
and critical access hospitals (75 FR 
44418), 2 of which were previously 
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selected for the Hospital IQR Program 
under section 1886(b)(3)(B)(viii) of the 
Act. The remainder of the measures for 
these incentive programs are being 
proposed for the Hospital IQR Program 
for the FY 2015 payment determination. 

We continue to believe there are 
important synergies with respect to the 
two programs. 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 
Hospital IQR Program. Through the EHR 
Incentive Programs we expect that the 
submission of quality data through 
EHRs will provide a foundation for 
establishing the capacity of hospitals to 
send, and for CMS to receive, quality 
measures via hospital EHRs for Hospital 
IQR Program measures in the future. 

The HITECH Act requires that the 
Secretary seek to avoid redundant and 
duplicative reporting, with specific 
reference to the Hospital IQR Program 
for eligible hospitals. To the extent that 
quality measures are included in both 
the Hospital IQR Program and the EHR 
Incentive Programs, this would mean 
that Hospital IQR Program would need 
to transition to use of certified EHR 
technology rather than manual chart 
abstraction. We are considering what 
the most practical approach to effect 
such a transition might be. One option 
is to select a date after which chart- 
abstracted data would no longer be used 
in the Hospital IQR Program. This 
would require sufficient advance notice 
to hospitals for hospitals to report the 
data via certified EHR technology. At 
that point, we believe that it is likely 
that nearly all IPPS hospitals will have 
implemented certified EHR technology 
as incentivized by the HITECH Act. 
Another option would be to allow 
hospitals to submit the same measure 
for the Hospital IQR Program based on 
either chart-abstraction or EHR-based 
reporting. This would require extensive 
testing to ensure equivalence given that 
the data for the Hospital IQR Program 
supports both the public reporting of 
such information and the Hospital VBP 
Program. We are concerned that this 
option would not be feasible. We invite 
public comment on the approach of 
selecting a date such as calendar year 
2015 after which chart-abstracted data 
would no longer be accepted for the 
Hospital IQR Program. 

Ultimately, we do not anticipate 
having two different sets of clinical 
quality measures for the EHR Incentive 
Program and the Hospital IQR Program. 
Rather, we anticipate a single set of 
hospital clinical quality measures, most 

of which we anticipate would be 
electronically specified. We envision a 
single reporting infrastructure for 
electronic submission in the future, and 
will strive to align the hospital quality 
initiative programs to seek to avoid 
redundant and duplicative reporting of 
quality measures for hospitals. We note 
that some important Hospital IQR 
Program quality measures such as 
HCAHPS experience of care measures 
are based on survey data and do not 
lend themselves to EHR reporting. 
Similarly, certain outcome quality 
measures, such as the current Hospital 
IQR Program readmission measures, are 
based on claims rather than clinical 
data. Thus, not all Hospital IRP quality 
measures will necessarily be capable of 
being submitted through EHRs. As a 
consequence, not all Hospital IQR 
Program measures would necessarily be 
appropriate for inclusion in the EHR 
Incentive Programs. 

We again note that the provisions in 
this FY 2012 IPPS/LTCH PPS proposed 
rule do not implicate or implement any 
HITECH statutory provisions. Those 
provisions are the subject of separate 
rulemaking and public comment. 

B. Hospital Value-Based Purchasing 
(VBP) Program 

1. Background 

Section 1886(o) of the Act requires the 
Secretary to establish a Hospital 
Inpatient VBP Program under which 
value-based incentive payments are 
made in a fiscal year to hospitals 
meeting performance standards 
established for a performance period for 
such fiscal year. Both the performance 
standards and the performance period 
for a fiscal year are to be established by 
the Secretary. 

Section 1886(o)(1)(B) of the Act 
directs the Secretary to begin making 
value-based incentive payments under 
the Hospital Inpatient VBP Program to 
hospitals for discharges occurring on or 
after October 1, 2012. These incentive 
payments will be funded for FY 2013 
through a reduction to the FY 2013 base 
operating MS±DRG payment for each 
discharge of 1 percent, as required by 
section 1886(o)(7)(B)(i) of the Act. 

Section 1886(o)(1)(C) of the Act 
provides that the Hospital Inpatient VBP 
Program applies to subsection (d) 
hospitals (as defined in section 
1886(d)(1)(B) of the Act), but excludes 
from the definition of the term 
`h̀ospital, '' with respect to a fiscal year: 
(1) A hospital that is subject to the 
payment reduction under section 
1886(b)(3)(B)(viii)(I) of the Act (the 
Hospital IQR Program) for such fiscal 
year; (2) a hospital for which, during the 

performance period for the fiscal year, 
the Secretary cited deficiencies that 
pose immediate jeopardy to the health 
or safety of patients; and (3) a hospital 
for which there are not a minimum 
number (as determined by the Secretary) 
of measures for the performance period 
for the fiscal year involved, or for which 
there are not a minimum number (as 
determined by the Secretary) of cases for 
the measures that apply to the hospital 
for the performance period for such 
fiscal year. 

2. Overview of the Hospital Inpatient 
VBP Program Proposed Rule 

On January 7, 2011, we issued the 
Hospital Inpatient VBP Program 
proposed rule to implement section 
1886(o) of the Act (76 FR 2454 through 
2491). This proposed rule was 
developed based on extensive research 
we conducted on hospital value-based 
purchasing, including research that 
formed the basis of a 2007 report we 
submitted to Congress, entitled `R̀eport 
to Congress: Plan to Implement a 
Medicare Hospital Value-Based 
Purchasing Program'' (November 21, 
2007). This report is available on the 
CMS Web site at: http://www.cms.gov/
AcuteInpatientPPS/downloads/ 
HospitalVBPPlan
RTCFINALSUBMITTED2007.pdf . The 
report takes into account input from 
both stakeholders and other interested 
parties. 

As described more fully in the 
Hospital Inpatient VBP Program 
proposed rule (76 FR 2458 through 
2463), we proposed to initially adopt for 
the FY 2013 Hospital Inpatient VBP 
Program 18 measures that we have 
already adopted for the Hospital IQR 
Program, categorized into two domains. 
We proposed to group 17 of the 
proposed measures, which are clinical 
process of care measures, into a Clinical 
Process of Care domain, and proposed 
to place 1 measure, the Hospital 
Consumer Assessment of Healthcare 
Providers and Systems (HCAHPS) 
survey, into a Patient Experience of Care 
domain. We also proposed to use a 3- 
quarter performance period from July 1, 
2011 through March 31, 2012 for these 
proposed measures for purposes of the 
FY 2013 Hospital Inpatient VBP 
Program and to determine whether 
hospitals meet the proposed 
performance standards for these 
measures by comparing their 
performance during the proposed 
performance period to their 
performance during a proposed 9-month 
(3-quarter) baseline period from July 1, 
2009 through March 31, 2010. 

We proposed to implement a 
methodology for assessing the total 
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performance of each hospital based on 
performance standards, under which we 
will score each hospital based on 
achievement and improvement ranges 
for each applicable measure. In 
addition, we proposed for FY 2013 to 
calculate a total performance score for 
each hospital by combining the greater 
of the hospital's achievement or 
improvement points for each measure to 
determine a score for each domain, 
multiplying each domain score by a 
proposed weight (clinical process of 
care: 70 percent, patient experience of 
care: 30 percent), and adding together 
the weighted domain scores. We 
proposed to convert each hospital's total 
performance score into a value-based 
incentive payment utilizing a linear 
exchange function. We refer readers to 
the Hospital Inpatient VBP Program 
proposed rule for greater detail on all of 
these proposals. 

3. Proposed FY 2014 Hospital Inpatient 
VBP Program Measures 

a. Background 
Section 1886(o)(2)(A) of the Act 

requires the Secretary to select for the 
Hospital Inpatient VBP Program 
measures, other than readmission 
measures, from the measures specified 
under section 1886(b)(3)(B)(viii) of the 
Act for the Hospital IQR Program. 
Section 1886(o)(2)(B)(i) of the Act 
requires the Secretary, with respect to 
value-based incentive payments made 
for discharges occurring during FY 
2013, to ensure that the selected 
measures cover at least the following 
specified conditions or topics: Acute 
Myocardial Infarction (AMI); Heart 
Failure (HF); Pneumonia (PN); 
Surgeries, as measured by the Surgical 
Care Improvement Project (SCIP); 
Healthcare-Associated Infections (HAIs), 
as measured by the prevention metrics 
and targets established in the HHS 
Action Plan to Prevent HAIs (available 
at: http://www.hhs.gov/ash/initiatives/ 
hai/actionplan/index.html) (or any 
successor plan); and HCAHPS. Section 
1886(o)(2)(B)(ii) of the Act requires the 
Secretary, with respect to value-based 
incentive payments made for discharges 
occurring during FY 2014 or a 
subsequent year, to ensure that Hospital 
Inpatient VBP Program measures 
include efficiency measures, including 
measures of Medicare spending per 
beneficiary. 

Section 1886(o)(2)(C)(i) of the Act 
provides that the Secretary may not 
select a measure with respect to a 
performance period for a fiscal year 
unless the measure has been specified 
under the Hospital IQR Program and 
included on the Hospital Compare Web 
site for at least one year prior to the 

beginning of the performance period. 
Section 1886(o)(2)(C)(ii) of the Act 
provides that a measure selected under 
section 1886(o)(2)(A) of the Act shall 
not apply to a hospital if the hospital 
does not furnish services appropriate to 
the measure. 

b. Proposed Efficiency MeasureÐ 
Medicare Spending per Beneficiary 
MeasureÐfor the FY 2014 Hospital 
Inpatient VBP Program 

(1) Introduction 

Section 1886(o)(2)(B)(ii) of the Act 
requires the Secretary to ensure that, for 
Hospital Inpatient VBP discharges 
occurring during FY 2014 or a 
subsequent year, the measures selected 
` ìnclude efficiency measures, including 
measures of `Medicare spending per 
beneficiary'. * * * '' Therefore, for the 
FY 2014 Hospital Inpatient VBP 
Program, we are proposing to adopt a 
Medicare spending per beneficiary 
measure. This measure also is proposed 
for inclusion in the Hospital IQR 
Program in this proposed rule and is 
described in detail above in section 
IV.A.3.b.(2)(B)(v). The proposed 
approach to scoring this measure and 
including it in the Hospital Inpatient 
VBP Program is described below. 

(2) Scoring the Medicare Spending Per 
Beneficiary Measure 

Section 1886(o)(5)(B)(ii) of the Act 
requires that the hospital performance 
score be determined using the higher of 
its achievement or improvement score 
for each measure. Therefore, we are 
proposing to calculate each hospital's 
achievement score and improvement 
score on the proposed Medicare 
spending per beneficiary measure, in 
order to determine which score will be 
used to calculate the total performance 
score for the hospital. 

We are proposing this scoring 
methodology because it is generally 
similar to the methodology proposed for 
scoring the Clinical Process of Care and 
Outcome Measures in the Hospital 
Inpatient VBP Program proposed rule 
(76 FR 2465 through 2471). 

(A) Scoring Based on Achievement 

We are proposing to calculate a 
Medicare per beneficiary spending ratio 
of the Medicare spending per 
beneficiary amount for each hospital to 
the median Medicare spending per 
beneficiary amount across all hospitals 
during the performance period. We are 
proposing that a hospital would earn 
between 1 and 10 achievement points 
on the Medicare spending per 
beneficiary measure if its individual 
Medicare spending per beneficiary ratio 
during the performance period falls at or 

between the achievement threshold and 
the achievement benchmark for the 
measure. We are proposing to set the 
achievement threshold at the median 
Medicare spending per beneficiary ratio 
across all hospitals during the 
performance period. We are proposing 
to set the benchmark at the mean of the 
lowest decile of Medicare spending per 
beneficiary ratios during the 
performance period. A hospital whose 
individual Medicare spending per 
beneficiary ratio falls below the 
achievement threshold would score 0 
achievement points on the measure, and 
a hospital whose individual Medicare 
spending per beneficiary ratio falls at or 
above the achievement benchmark 
would score the maximum of 10 
achievement points on the measure. A 
hospital whose individual Medicare 
spending per beneficiary ratio falls at or 
above the achievement threshold, but 
below the benchmark, would score 
between 1±9 points according to the 
following formula: 
[9 * ((Hospital's performance period 

score ́  achievement threshold)/ 
(benchmark ´ achievement 
threshold))] + .5 

(B) Scoring Based on Improvement 

We are proposing that a hospital 
would earn between 1 and 9 
improvement points on the proposed 
Medicare spending per beneficiary 
measure if its individual Medicare 
spending per beneficiary ratio during 
the performance period falls within the 
improvement range. We are proposing 
to set the threshold for improvement at 
the hospital's own Medicare spending 
per beneficiary ratio, as calculated 
during the baseline period. We are 
proposing a baseline period of May 15, 
2010 through February 14, 2011 for the 
Medicare spending per beneficiary 
measure and discuss this proposal in 
section IV.B.3.b.(4) of the preamble of 
this proposed rule. We are proposing 
that the improvement benchmark would 
be equal to the achievement benchmark 
for the performance period, which is the 
mean of the lowest decile of Medicare 
spending per beneficiary ratios across 
all hospitals. A hospital whose 
Medicare spending per beneficiary ratio 
is equal to or lower than its baseline 
period Medicare spending per 
beneficiary ratio would score 0 
improvement points on the measure. If 
a hospital's score on the measure during 
the performance period was greater than 
its baseline period score but below the 
benchmark (within the improvement 
range), the hospital would receive a 
score of 0±9 according to the following 
formula: 
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[10 * ((Hospital performance period 
score ́  Hospital baseline period 
score)/(Benchmark ´ Hospital 
baseline period score))] ´ .5 

(C) Example of Scoring the Medicare 
Spending per Beneficiary Measure 

If Hospital A had the following 
spending per beneficiary amounts 
during the baseline and performance 
period: 
Baseline = $10,105 
Performance = $9,125; 
and the median spending per 
beneficiary amounts across all hospitals 
for the baseline and performance 
periods were: 
Median Baseline = $11,672 
Median Performance = $12,467; 
then the Medicare spending per 
beneficiary ratios for Hospital A in the 
baseline and performance periods 
would be: 
Baseline Ratio = 0.866 
Performance Ratio = 0.732. 

With an achievement threshold of 1.0 
and an achievement benchmark of 
0.712, we would then calculate 
attainment and improvement points for 
Hospital A as follows: 
Attainment Points = 9 * (1.0 ´ 0.732)/ 

(1.0 ´ 0.712) + 0.5 = 8.868 
Improvement Points = 10 * (0.866 ´ 

0.732)/(0.866 ´ 0.712) ´ 0.5 = 
8.185 

These points are rounded to yield 9 
attainment points and 8 improvement 
points. 

Because section 1886(o)(5)(B)(ii) of 
the Act, as added by section 3001 of the 
Affordable Care Act, requires that the 
hospital performance score will be 
determined using the higher of 
attainment or improvement score for 
each measure, the hospital in this 
example would receive 9 points on the 
Medicare spending per beneficiary 
measure. 

(D) Incorporation of Medicare Spending 
per Beneficiary Measure Score Into the 
Overall Hospital Total Performance 
Score 

We are proposing to incorporate the 
Medicare spending per beneficiary 
measure score into the FY 2014 Hospital 
Inpatient VBP Program as part of a new 
domain: The `Èfficiency '' domain. The 
Medicare spending per beneficiary 
measure score would be the Efficiency 
domain score for purposes of the FY 
2014 Hospital Inpatient VBP Program. 
Consistent with the domain scoring 
method proposed in the Hospital 
Inpatient VBP Program proposed rule 
(76 FR 2454 through 2491), we are 
proposing to determine the total earned 

points for the Efficiency domain in 
general by adding the points earned for 
each domain measure and dividing by 
the total possible points, then 
multiplying that number by 100 percent. 
However, because we are proposing to 
adopt only one measure for the 
Efficiency domain for the FY 2014 
Hospital Inpatient VBP Program, the 
total points earned for the domain 
would be the points earned on the 
Medicare spending per beneficiary 
measure. We are proposing that the total 
possible points that a hospital could 
earn for the Efficiency domain for FY 
2014 would be 10, which is equal to the 
total possible points that the hospital 
could earn for the Medicare spending 
per beneficiary measure. We are 
proposing that the Efficiency domain 
percentage score would be calculated 
for FY 2014 as follows: Efficiency 
domain score = Total points earned on 
the Medicare spending per beneficiary 
measure divided by 10, then multiplied 
by 100 percent. 

Once the Efficiency domain score has 
been determined, we are proposing to 
assign it a weight for use in the 
calculation of the total performance 
score. We intend to propose FY 2014 
domain weighting, any additional FY 
2014 measures, and other FY 2014 
proposals for the Hospital Inpatient VBP 
Program in the CY 2012 Hospital 
Outpatient Prospective Payment System 
proposed rule. 

4. Proposed Efficiency Domain 
(Medicare Spending per Beneficiary 
Measure) Performance Period and 
Baseline Period 

Section 1886(o)(2)(C)(i) of the Act 
prohibits the Secretary from selecting a 
measure for the Hospital Inpatient VBP 
Program with respect to a performance 
period unless it has been specified 
under the Hospital IQR Program and 
included on the Hospital Compare Web 
site for at least 1 year prior to the 
beginning of such performance period. 
Section 1886(o)(8) of the Act requires 
that hospitals be notified of the 
calculation of their value-based 
incentive payment no later than 60 days 
prior to the fiscal year involved. In order 
to comply with these statutory 
requirements for the FY 2014 Hospital 
Inpatient VBP Program, we are 
proposing to adopt a 9-month period of 
performance from May 15, 2012 through 
February 14, 2013 for the proposed 
Medicare spending per beneficiary 
measure. If the measure is adopted, this 
would allow for a 1-year display period 
on Hospital Compare, a 60-day 
notification period, and would allow the 
time needed for administrative 
processes. We note that this would 

mean that only IPPS discharges 
occurring from May 15, 2012 through 90 
days prior to February 14, 2013 would 
count as index stays for purposes of 
creating the Medicare spending per 
beneficiary episodes. The Medicare 
spending per beneficiary episode is 
described in section IV.A.3.b.(2).(B).(v) 
of this proposed rule. 

For the purposes of calculating 
improvement points on the proposed 
Medicare spending per beneficiary 
measure, it is necessary to establish the 
baseline period to which the 
performance period score will be 
compared. For purposes of the FY 2014 
Hospital Inpatient VBP Program, we are 
proposing to adopt a baseline period of 
May 15, 2010 through 90 days prior to 
February 14, 2011 for this proposed 
measure. The proposed baseline period 
is consistent with the baseline period 
that has been proposed for the FY 2013 
clinical process of care and patient 
experience of care measures in the 
Hospital Inpatient VBP Program 
proposed rule (76 FR 2454 through 
2491) because it precedes the 
performance period by 2 years. 

We invite public comment on all of 
our proposals related to the Efficiency 
Domain and Medicare spending per 
beneficiary measure. 

5. Proposal to Simultaneously Specify 
Additional Measures for the Hospital 
Inpatient VBP Program and Adoption 
Into the Hospital IQR Program 

We are proposing to simultaneously 
specify additional measures for the 
Hospital Inpatient VBP Program and 
adoption into the Hospital IQR Program, 
as appropriate for usage in both 
programs. Our rationale is to improve 
patient safety and quality of care in an 
expedited manner that is compliant 
with applicable statutory guidance. We 
are currently utilizing this approach in 
this rule by proposing to add the 
Medicare Spending per Beneficiary 
measure to both Hospital Inpatient VBP 
and Hospital IQR Programs. We will 
provide all associated regulatory impact 
and policy rationale in future proposals 
for both programs. We believe that this 
proposal notifies stakeholders through 
rulemaking and welcome comments on 
this proposal. 

C. Hospital Readmissions Reduction 
Program 

1. Background 

a. Overview 

CMS is committed to promoting high 
quality health care and improving 
patient health outcomes. Readmission to 
a hospital may be an adverse event for 
patients and many times imposes a 
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financial burden on the health care 
system. Successful efforts to reduce 
preventable readmission rates will 
improve quality of care while 
simultaneously decreasing costs. 
Hospitals can work with their 
communities to lower readmission rates 
and improve patient care in a number of 
ways, such as ensuring patients are 
clinically ready to be discharged, 
reducing infection risk, reconciling 
medications, improving communication 
with community providers responsible 
for post-discharge patient care, 
improving care transitions, and ensuring 
that patients understand their care plans 
upon discharge. 

Many studies have demonstrated the 
effectiveness of these types of in- 
hospital and post-discharge 
interventions in reducing the risk of 
readmission, confirming that hospitals 
and their partners have the ability to 
lower readmission rates. 34 35 36These 
types of efforts taken during and after a 
hospitalization have been shown to be 
effective in reducing readmission rates 
in geriatric populations generally, 37 38 
as well as for multiple specific 
conditions. Moreover, such 
interventions can be cost saving. For 
example, in the case of heart failure, 
improved hospital 39 and post-discharge 
care,40 41 including pre-discharge 

planning, 42 43home-based follow-up, 
and patient education, 44 45have been 
shown to lower heart failure 
readmission rates, suggesting that heart 
failure readmission rates might be 
reduced if proven interventions were 
more widely adopted. Financial 
incentives to reduce readmissions will 
in turn promote improvement in care 
transitions and care coordination, as 
these are important means of reducing 
preventable readmissions. 46 

In its 2007 `R̀eport to Congress: 
Promoting Better Efficiency in 
Medicare, '' 47 MedPAC noted the 
potential benefit to patients of lowering 
readmissions and suggested payment 
strategies that would incentivize 
hospitals to reduce these rates. MedPAC 
identified 7 conditions and procedures 
that accounted for almost 30 percent of 
potentially preventable readmissions: 
heart failure; chronic obstructive 
pulmonary disease; pneumonia; acute 
myocardial infarction; coronary artery 
bypass graft surgery; percutaneous 
transluminal coronary angioplasty; and 
other vascular procedures. To promote 
quality of care, CMS developed hospital 
quality of care measures that compare 
patient outcomes across different 
hospitals. These measures, including 
hospital risk-standardized readmission 
measures for Acute Myocardial 
Infarction (AMI), Heart Failure (HF) and 
Pneumonia (PN), were originally 
developed for public reporting as a part 
of the Hospital IQR Program. We 
adopted the HF readmission measure for 
the Hospital IQR Program in the FY 
2009 IPPS final rule for the FY 2010 
payment determination (73 FR 48606) 
and the AMI and PN readmission 
measures in the CY 2009 OPPS/ASC 
final rule with comment period for the 

FY 2010 payment determination (73 FR 
68781). Details about the methodology 
used for these measures may be found 
online at: http://www.qualitynet.org/ 
dcs/ContentServer?c=Page&pagename=
QnetPublic%2FPage%2FQnetTier4&
cid=1219069855841. 

As described above, readmission rates 
are important markers of quality of care, 
particularly of the care of a patient in 
transition from an acute care setting to 
a non-acute care setting, and improving 
readmissions can positively influence 
patient outcomes and the cost of care. 
The above hospital risk-standardized 
readmission measures are endorsed by 
the National Quality Forum (NQF) and 
have been publicly reported on Hospital 
Compare Web site since 2009 (http:// 
www.hospitalcompare.hhs.gov ) to 
encourage quality improvement and 
lower readmission rates. As discussed 
in detail below, we are now proposing 
that the readmission measures for these 
three conditions be used for the 
Hospital Readmission Reduction 
Program under section 1886(q) of the 
Act, as added by Section 3025 of the 
Affordable Care Act. 

b. Statutory Basis for the Hospital 
Readmission Reduction Program 

Section 3025 of the Affordable Care 
Act, as amended by section 10309 of the 
Affordable Care Act, added a new 
subsection (q) to section 1886 of the Act. 
Section 1886(q) of the Act establishes 
the `R̀eadmission Reduction Program '' 
effective for discharges from an 
`àpplicable hospital '' beginning on or 
after October 1, 2012, under which 
payments to those hospitals under 
section 1886(d) of the Act will be 
reduced to account for certain excess 
readmissions. 

In this year's IPPS rulemaking, we 
address: (i) Those aspects of the 
program that relate to the conditions 
and readmissions to which the program 
will apply for the first program year 
beginning October 1, 2012; (ii) the 
readmission measures and related 
methodology used for those measures, 
as well as the calculation of the 
readmission rates; and (iii) public 
reporting of the readmission data. 
Specific information regarding the 
payment adjustment required under 
section 1886(q) of the Act will be 
proposed in next year's IPPS/LTCH PPS 
proposed rule. Although we are not 
proposing specific policies regarding the 
payment adjustment under the Hospital 
Readmissions Reduction Program in this 
proposed rule, we believe that it is still 
important to set forth the general 
framework of the Hospital Readmissions 
Reduction Program, including the 
payment adjustment provisions, in 
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order for the public to understand how 
the proposed measures outlined in this 
rulemaking will affect certain hospital 
payments beginning in FY 2013. 

Section 1886(q)(1) of the Act sets forth 
the methodology by which payments to 
`àpplicable hospitals '' will be adjusted 
to account for excess readmissions. 
Pursuant to section 1886(q)(1) of the 
Act, payments for discharges from an 
`àpplicable hospital '' will be an amount 
equal to the product of the `b̀ase 
operating DRG payment amount '' and 
the adjustment factor for the hospital for 
the fiscal year. That is, the `b̀ase 
operating DRG payments '' are reduced 
by an adjustment factor that accounts 
for excess readmissions. Section 
1886(q)(1) of the Act requires the 
Secretary to make payments for a 
discharge in an amount equal to the 
product of ` t̀he base operating DRG 
payment amount '' and `t̀he adjustment 
factor '' for the hospital in a given fiscal 
year. Section 1886(q)(2) of the Act 
defines the base operating DRG payment 
amount as ` t̀he payment amount that 
would otherwise be made under 
subsection (d) (determined without 
regard to subsection (o) [the Hospital 
VBP Program]) for a discharge if this 
subsection did not apply; reduced by 
* * * any portion of such payment 
amount that is attributable to payments 
under paragraphs (5)(A), (5)(B), (5)(F), 
and (12) of subsection (d). '' Paragraphs 
(5)(A), (5)(B), (5)(F), and (12) of 
subsection(d) refer to outlier payments, 
IME payments, DSH payments, and 
payments for low volume hospitals, 
respectively. 

Furthermore, section 1886(q)(2)(B) of 
the Act specifies special rules for 
defining ` t̀he payment amount that 
would otherwise be made under 
subsection (d) '' for certain hospitals. 
Specifically, section 1886(q)(2)(B) of Act 
states that ` [̀i]n the case of a Medicare- 
dependent, small rural hospital (with 
respect to discharges occurring during 
fiscal years 2012 and 2013) or a sole 
community hospital * * * the payment 
amount that would otherwise be made 
under subsection (d) shall be 
determined without regard to 
subparagraphs (I) and (L) of subsection 
(b)(3) and subparagraphs (D) and (G) of 
subsection (d)(5). '' We intend to propose 
regulations to implement the statutory 
provisions related to the definition of 
`b̀ase operating DRG payment amount '' 
in the FY 2013 IPPS/LTCH PPS 
proposed rule. 

Section 1886(q)(3)(A) of the Act 
defines the `àdjustment factor '' for an 
applicable hospital for a fiscal year as 
equal to the greater of ` (̀i) the ratio 
described in subparagraph (B) for the 
hospital for the applicable period (as 

defined in paragraph (5)(D)) for such 
fiscal year; or (ii) the floor adjustment 
factor specified in subparagraph (C). '' 
Section 1886(q)(3)(B) of the Act in turn 
describes the ratio used to calculate the 
adjustment factor. It states that the ratio 
is `èqual to 1 minus the ratio ofÐ(i) the 
aggregate payments for excess 
readmissions * * *; and (ii) the 
aggregate payments for all discharges. 
* * * '' Section 1886(q)(3)(C) of the Act 
describes the floor adjustment factor, 
which is set at 0.99 for FY 2013, 0.98 
for FY 2014, and 0.97 for FY 2015 and 
subsequent fiscal years. 

Section 1886(q)(4) of the Act sets forth 
the definitions of `àggregate payments 
for excess readmissions '' and `àggregate 
payments for all discharges '' for an 
applicable hospital for the applicable 
period. The term `àggregate payments 
for excess readmissions '' is defined in 
section 1886(q)(4)(A) of the Act as ` t̀he 
sum, for applicable conditions * * * of 
the product, for each applicable 
condition, of (i) the base operating DRG 
payment amount for such hospital for 
such applicable period for such 
condition; (ii) the number of admissions 
for such condition for such hospital for 
such applicable period; and (iii) the 
`Èxcess Readmission Ratio* * * for 
such hospital for such applicable period 
minus 1. '' The `Èxcess Readmission 
Ratio'' is a hospital-specific ratio 
hospital-specific ratio based on each 
applicable condition. Specifically, 
section 1886(q)(4)(C) of the Act defines 
the Excess Readmission Ratio as the 
ratio of ` r̀isk-adjusted readmissions 
based on actual readmissions '' for an 
applicable hospital for each applicable 
condition, to the `r̀isk-adjusted expected 
readmissions '' for the applicable 
hospital for the applicable condition. 

Section 1886(q)(5) of the Act provides 
definitions of `àpplicable condition, '' 
`èxpansion of applicable conditions, '' 
`àpplicable hospital, '' ` àpplicable 
period, '' and `r̀eadmission. '' The term 
`àpplicable condition, '' which we 
address in detail in this proposed rule, 
is defined as a `c̀ondition or procedure 
selected by the Secretary among 
conditions and procedures for which: (i) 
readmissions * * * represent 
conditions or procedures that are high 
volume or high expenditures * * * and 
(ii) measures of such readmissions 
* * * have been endorsed by the entity 
with a contract under section 1890(a) 
* * * and such endorsed measures 
have exclusions for readmissions that 
are unrelated to the prior discharge 
(such as a planned readmission or 
transfer to another applicable hospital). '' 
The term `èxpansion of the applicable 
condition '' refers to the Secretary's 
authority, beginning with fiscal year 

2015, ` t̀o the extent practicable, [to] 
expand the applicable conditions 
beyond the 3 conditions for which 
measures have been endorsed * * * to 
the additional 4 conditions that have 
been identified by the Medicare 
Payment Advisory Commission in its 
report to Congress in June 2007 and to 
other conditions and procedures as 
determined appropriate by the 
Secretary.'' 

Section 1886(q)(5)(C) of the Act 
defines `àpplicable hospital, '' that is, a 
hospital subject to the readmission 
reduction program, as a `s̀ubsection (d) 
hospital or a hospital that is paid under 
section 1814(b)(3) [of the Act], as the 
case may be.'' The term `àpplicable 
period, '' as defined by section 
1886(q)(5)(D) of the Act, `m̀eans, with 
respect to a fiscal year, such period as 
the Secretary shall specify. '' As 
explained in this proposed rule, the 
`àpplicable period '' is the period from 
which data are collected in order to 
calculate various ratios and adjustments 
under the Hospital Readmissions 
Reduction Program. 

Section 1886(q)(6) of the Act sets forth 
the reporting requirements for hospital- 
specific readmission rates. Section 
1886(q)(7) of the Act limits 
administrative and judicial review of 
certain determinations made pursuant 
to section 1886(q) of the Act. Finally, 
section 1886(q)(8) of the Act requires 
the Secretary to collect data on 
readmission rates for all hospital 
inpatients for `s̀pecified hospitals '' in 
order to calculate the hospital-specific 
readmission rates for all hospital 
inpatients and to publicly report these 
readmission rates. 

2. Implementation of the Hospital 
Readmissions Reduction Program 

a. Overview 

We intend to implement the 
requirements of the Hospital 
Readmissions Reduction Program in the 
FY 2012, FY 2013, and future IPPS/ 
LTCH PPS rulemaking cycles. 

b. Proposed Provisions in the FY 2012 
IPPS/LTCH PPS Rulemaking 

As explained above, the adjustment 
factor set forth in section 1886(q) of the 
Act does not apply to discharges until 
FY 2013. Therefore, we are able to 
implement the Hospital Readmission 
Reduction Program over two years. We 
are first addressing issues such as the 
selection of readmission measures and 
the calculation of the excess 
readmission ratio, which will then be 
used, in part, to calculate the 
readmission payment adjustment factor. 
Specifically, in the FY 2012 IPPS 
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(MedPAC). Report to Congress: Promoting Greater 
Efficiency in Medicare; 2007. Available at http:// 
www.medpac.gov/documents/ 
Jun07_EntireReport.pdf. Accessed January 10, 2011. 

rulemaking, we are addressing portions 
of section 1886(q) of the Act related to 
the following provisions: 

· Selection of applicable conditions; 
· Definition of ` r̀eadmission; '' 
· Measures for the applicable 

conditions chosen for readmission; 
· Methodology for calculating the 

Excess Readmission Ratio; 
· Public reporting of the readmission 

data; and 
· Definition of `àpplicable period. '' 
With respect to the topics of 

`m̀easures for readmission '' for the 
applicable conditions, and 
`m̀ethodology for calculating the Excess 
Readmission Ratio, '' we will specifically 
address the following: 

· Index hospitalizations; 
· Risk Adjustment; 
· Risk Standardized Readmission 

Rate; 
· Data sources; and 
· Exclusion of Certain Readmissions. 

c. Proposed Provisions To Be Included 
in the FY 2013 IPPS/LTCH PPS 
Proposed Rule 

In the FY 2013 IPPS rulemaking, we 
will address the provisions in section 
1886(q) of the Act that are related to the 
payment adjustment, as well as the rest 
of the provisions in section 1886(q) of 
the Act that are not addressed in the FY 
2012 IPPS/LTCH PPS rulemaking. 
Specifically, in the FY 2013 IPPS/LTCH 
proposed rule, we plan to address 
section 1886(q) of the Act related to the 
following provisions: 

· Base operating DRG payment 
amount, including policies for SCHs 
and MDHs; 

· Adjustment factor (both the ratio 
and floor adjustment factor); 

· Aggregate payments for excess 
readmissions; 

· Applicable hospital; and 
We believe it is appropriate to first 

address the readmission measures and 
the calculation of the excess 
readmission ratio that will then be used, 
in part, to calculate the readmission 
payment adjustment factor and the 
application of the readmission payment 
adjustment factor to inpatient hospital 
payments. We believe the 2-year 
rulemaking schedule provides adequate 
time and opportunities for careful 
consideration of the various aspects of 
this program by both CMS and 
stakeholders prior to implementation of 
the Hospital Readmission Reduction 
Program in FY 2013. 

d. Proposed Expansion of the 
Applicable Conditions To Be Included 
in the Future Rulemaking 

Pursuant to section 1886(q)(5)(B) of 
the Act, the Secretary `s̀hall, to the 

extent practicable, '' expand the list of 
applicable conditions beyond the 3 
conditions for which measures have 
been endorsed and add 4 conditions 
that have been identified by MedPAC 
for the Hospital Readmission Reduction 
Program. We plan to implement this 
section of the Act in later rulemaking. 

3. Proposed Provisions for the Hospital 
Readmission Reduction Program 

a. Proposed Applicable Conditions for 
the FY 2013 Hospital Readmission 
Reduction Program 

Section 1886(q) of the Act sets forth 
payment adjustments for applicable 
hospitals to account for excess 
readmissions, for applicable conditions, 
that are high volume or high 
expenditure, in the hospital. These 
payment adjustments are determined 
based on the occurrence of readmissions 
for `àpplicable conditions. '' When 
selecting `àpplicable conditions, '' the 
Secretary must select among conditions 
and procedures for which (1) 
readmissions are `h̀igh volume or high 
expenditure; and (2) `m̀easures of such 
readmissions '' have been endorsed by 
the entity with a contract under section 
1890(a) of the Act (currently NQF) and 
such endorsed measures have 
exclusions for readmissions that are 
unrelated to the prior discharge. 
Consistent with these requirements, we 
are proposing to include AMI, HF and 
PN as ̀ àpplicable conditions '' for the 
Hospital Readmissions Reduction 
Program in FY 2013 and subsequent 
fiscal years. As set forth below, we 
believe these conditions meet the 
criteria for `àpplicable conditions '' 
under section 1886(q)(5)(A) of the Act. 
We also note that in the 2007 Report to 
Congress that we referred to earlier in 
the overview section, MedPAC listed 
three conditions: AMI, HF, and PN, as 
priorities for hospital-specific public 
reporting of readmission rates. 48 

With regards to the first criterion, that 
readmissions of `àpplicable conditions '' 
be ̀ h̀igh volume or high expenditure, '' 
MedPAC identified AMI, HF, PN as 
being among the seven conditions and 
procedures associated with 
approximately 30 percent of potentially 
preventable readmissions, 49 based on an 
3M analysis conducted for MedPAC of 
2005 MedPAR (Medicare FFS hospital 

claims). Of these seven conditions and 
procedures, HF and PN were the highest 
in terms of volume and expenditures. 

Additionally, in our analysis of the 
235 diagnostic categories for 
hospitalization based on 2008 Medicare 
hospital claims data, HF and PN were 
first and second, respectively, as the 
most frequent diagnostic category for 
both total admissions and total 
readmissions. AMI was ninth among the 
235 conditions in terms of frequency of 
admission and 8th in frequency of 
readmission. We therefore believe that 
AMI, HF and PN consitute high volume 
and high expenditure conditions 
particularly as relates to hospital 
admission and readmission. 

With regards to the second criterion, 
we believe that measures of 
readmissions for these applicable 
conditions also meet the statutory 
requirements. Section 1886(q)(5)(A)(i) of 
the Act requires that each `àpplicable 
condition '' have `m̀easures of 
readmissions '' that ` (̀I) have been 
endorsed by the entity with a contract 
under section 1890(a); and (II) such 
endorsed measures have exclusions for 
readmissions that are unrelated to the 
prior discharge. '' As discussed in section 
IV.C.3.c. below, we believe that our 
proposal to select AMI, HF, and PN as 
`àpplicable conditions '' is consistent 
with this statutory requirement. The 
NQF (the entity with a contract under 
section 1890(a) of the Act) has endorsed 
`m̀easures of readmissions '' for each of 
these three conditions, and those NQF- 
endorsed measures ̀ h̀ave exclusions for 
readmissions that are unrelated to the 
prior discharge (such as a planned 
readmission or transfer to another 
applicable hospital). '' 

We believe AMI, HF, and PN meet 
both prongs of the definition of 
`àpplicable condition. '' Therefore, we 
are proposing to include AMI, HF, and 
PN as ̀ àpplicable conditions '' for the 
Hospital Readmissions Reduction 
Program for FY 2013 and subsequent 
fiscal years. We invite public comment 
on this proposal. 

b. Proposed Definition of `R̀eadmission '' 

Section 1886(q)(5)(E) of the Act 
defines `r̀eadmission '' as, ̀ ìn the case of 
an individual who is discharged from an 
applicable hospital, the admission of the 
individual to the same or another 
applicable hospital within a time period 
specified by the Secretary from the date 
of such discharge. '' The definition 
further states that ` [̀i]nsofar as the 
discharge relates to an applicable 
condition for which there is an 
endorsed measure * * * such time 
period (such as 30 days) shall be 
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consistent with the time period 
specified for such measure. '' 

The three NQF-endorsed readmission 
measures define a readmission as 
occurring when a patient is discharged 
from the applicable hospital to a non- 
acute setting (for example, home health, 
skilled nursing, rehabilitation or home) 
and then is admitted to the same or 
another acute care hospital within a 
specified time period from the time of 
discharge from the index 
hospitalization. The time period 
specified for these measures is 30 days. 
Because the measures as endorsed by 
NQF are calculated based on 
readmissions occurring within 30 days, 
we are proposing 30 days as the time 
period specified from the date of 
discharge for the purpose of defining 
readmission for the purpose of the 
Hospital Readmissions Reduction 
Program. This is in compliance with the 
statutory requirement that the time 
period specified by the Secretary from 
the date of discharge for the purpose of 
defining readmission be consistent with 
the time period specified for the 
endorsed measures. We invite public 
comment on our proposal to adopt, 
without revision, a proposed definition 
of readmission with a time period of 30 
days from the date of discharge from the 
index hospital as set forth in the 
existing NQF-endorsed measures. 

c. Proposed Readmission Measures and 
Related Methodology 

(1) Proposed Readmission Measures for 
Applicable Conditions 

As explained above, section 
1886(q)(5)(A)(ii) of the Act requires that 
each ̀ àpplicable condition '' selected by 
the Secretary have `m̀easures of 
readmissions '' that `h̀ave been endorsed 
by the entity with a contract under 
section 1890(a)'' and that `s̀uch 
endorsed measures have exclusions for 
readmissions that are unrelated to the 
prior discharge. '' We are proposing to 
adopt three NQF-endorsed, hospital 
risk-standardized readmission measures 
for AMI, HF, and PN which are 
currently included in the Hospital IQR 
Program. These existing measures are: 

· Acute Myocardial Infarction 30-day 
Risk Standardized Readmission 
Measure (NQF# 0505); 

· Heart Failure 30-day Risk 
Standardized Readmission Measure 
(NQF#0330); and 

· Pneumonia 30-day Risk 
Standardized Readmission Measure 
(NQF#0506). 

CMS adopted these measures for the 
Hospital IQR Program in the FY 2009 
IPPS/LTCH final rule for FY 2010 
payment determination (73 FR 48606) 

and the CY 2009 OPPS/ASC final rule 
with comment period (73 FR 68781). 
The NQF (the entity with a contract 
under section 1890(a) of the Act) has 
endorsed each of these `m̀easures of 
readmissions '' and, as explained in more 
detail below, those NQF-endorsed 
measures ̀ h̀ave exclusions for 
readmissions that are unrelated to the 
prior discharge. '' Therefore, we believe 
these measures meet the statutory 
requirements for selection for the 
Hospital Readmissions Reduction 
Program, and we are proposing them, 
without modification, as measures for 
the program. 

(2) NQF Endorsement of Measures of 
Readmissions 

We note that these measures and their 
underlying methodologies were 
endorsed by NQF. We are proposing to 
adopt, for purposes of the Hospital 
Readmissions Reduction Program, the 
measures and related methodologies as 
they are currently endorsed by NQF. 
This includes the currently endorsed 
30-day time window, risk-adjustment 
methodology, and exclusions for certain 
readmissions that comprise the 
measures. We believe that this proposal 
to adopt, without modification, these 
measures of readmission is consistent 
with the statutory language, which 
requires the measures of readmissions to 
be ̀ èndorsed by the entity with a 
contract under section 1890(a). '' If we 
were to modify the endorsed measures, 
we are concerned that they would no 
longer be considered `èndorsed.'' If the 
NQF were to later endorse a revised 
measure for one of these conditions, we 
would then propose through notice and 
comment rulemaking that the revised 
measure be used prospectively for 
purposes of the Hospital Readmissions 
Reduction Program. 

We welcome public comment on this 
proposal to use, for each of the proposed 
applicable conditions, existing measures 
as endorsed by the NQF. 

(3) Endorsed Measures With Exclusions 
for Unrelated Readmissions 

Section 1886(q)(5)(A)(i)(ii)(II) of the 
Act requires that each of the 
readmission measures also has 
`èxclusions for readmissions that are 
unrelated to the prior discharge (such as 
a planned readmission or transfer to 
another applicable hospital). '' The three 
NQF-endorsed readmission measures 
that we are proposing for inclusion in 
the Hospital Readmissions Reduction 
Program have exclusions that meet this 
statutory requirement. Under each 
measure, certain unrelated readmissions 
are not taken into account when 

determining the number of readmissions 
under the measures. 

The AMI 30-day risk standardized 
readmission measure, as endorsed by 
the NQF and as proposed in this rule, 
has exclusions for certain unrelated 
readmissions. Because admissions for 
Percutaneous Transluminal Coronary 
Angioplasty (PTCA) or Coronary Artery 
Bypass Graft (CABG) may be staged or 
are typically scheduled readmissions for 
patients initially admitted for AMI, the 
AMI 30-day risk standardized 
readmission measure does not count as 
readmissions those admissions after 
discharge that include PTCA or CABG 
procedures, unless the principal 
discharge diagnosis for the readmission 
is one of the following diagnoses that 
are not consistent with a scheduled 
readmission: heart failure, acute 
myocardial infarction, unstable angina, 
arrhythmia, and cardiac arrest (that is, 
readmissions with these diagnoses and 
a PTCA or CABG procedure are counted 
as readmissions). We adopted this 
approach when first developing this 
measure after consultation with clinical 
experts, including cardiologists, and 
review of relevant readmissions data. 

During the development of the 
readmission measures for both HF and 
PN, we similarly asked clinical experts 
to identify planned readmissions for 
these conditions, that is, those which 
would not count as a readmission, after 
an admission for HF or PN. Specifically, 
the clinical experts were asked whether 
there were common follow-up causes of 
readmissions for a scheduled procedure 
that represented a continuation of care 
after either a HF or PN admission, 
respectively. No such related, planned 
procedures were identified as occurring 
commonly after the index admissions 
for HF or PN at the time of the 
development of the IQR measures. 
Therefore, no similar exclusions exist 
for the HF and PN measures of 
readmissions as they are currently 
endorsed. 

Under the three NQF-endorsed risk- 
standardized readmission measures that 
we are proposing in this proposed rule, 
transfers to other acute care facilities are 
excluded from each of the readmission 
measures. The NQF-endorsed proposed 
measures consider these multiple 
contiguous hospitalizations to be a 
single acute episode of care. The 
measures attribute the readmission for 
transferred patients to the hospital that 
ultimately discharges the patient to a 
non-acute care setting (for example, to 
home or a skilled nursing facility). 
Thus, in the case of a patient who is 
transferred between two or more 
hospitals, if the patient is readmitted in 
the 30 days following the final 
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hospitalization, the measures attribute 
such a readmission to the hospital that 
discharged the patient to a non-acute 
care setting. We believe that the 
exclusion of transfers to other 
applicable hospitals under the measures 
is sufficient to meet the requirement set 
forth in section 1886(q)(5)(A)(ii)(II) of 
the Act that certain `ùnrelated '' 
readmissions be excluded from the 
measures selected for use in the 
program. We invite public comment on 
our proposal to adopt, without revision 
or modification, the exclusions for 
unrelated admissions set forth in the 
existing NQF-endorsed measures. 

(4) Methodology of Proposed 
Readmission Measures 

In the following section, we describe 
the major components of the measure 
methodology of the three NQF-endorsed 
risk-standardized readmission measures 
for AMI, HF and PN proposed for the 
implementation of the Hospital 
Readmissions Reduction Program. 
Additional details about each of these 
measures may be found online at 
http://www.QualityNet.org > Hospital- 
Inpatient > Readmission Measures > 
methodologies. This Web page is 
located at http://www.qualitynet.org/
dcs/ContentServer?c=Page&pagename=
QnetPublic%2FPage%2FQnetTier4
&cid=1219069855841. 

Briefly, as is described in more detail 
in the sections below, the measures are 
risk-standardized rates of readmission. 
For each hospital qualifying index 
hospitalizations are identified based on 
the principal discharge diagnosis of the 
patient and the inclusion/exclusion 
criteria (section IV.C.3.c.(4)(A), Index 
hospitalization). Each hospitalization is 
evaluated for whether the patient had a 
readmission to an acute care setting in 
the 30-days following discharge (section 
IV.C.3.c.(4)(B), Readmission). Patient- 
risk factors, including age, and chronic 
medical conditions are also identified 
from inpatient and outpatient claims for 
the 12-months prior to the 
hospitalization for risk-adjustment 
(section IV.C.3.c.(4)(D), Risk- 
Adjustment). The readmissions, sample 
size for each hospital, and patient risk- 
factors are then used to calculate a risk- 
standardized readmission ratio for each 
hospital. For the purposes of publicly- 
reporting the measures, this risk- 
standardized readmission ratio is then 
multiplied by the national crude rate of 
readmission for the given condition to 
produce a risk-standardized 
readmission rate (RSRR) (section 
IV.C.3.c.(5)(B)). 

As stated above, we invite public 
comment on our selection of the three 
readmission measures, as endorsed by 

the NQF, and as described in more 
detail below. 

(A) Index Hospitalization 

An index hospitalization for each of 
the readmission measures is the 
hospitalization from which we evaluate 
the 30 days after discharge for possible 
readmissions. The measures, as 
endorsed by the NQF, evaluate eligible 
hospitalizations and readmissions of 
Medicare patients discharged from an 
applicable hospital (as defined by 
section 1886(q)(5)(C) of the Act) having 
a principal discharge diagnosis for the 
measured condition in an applicable 
period. The NQF endorsed measures, as 
specified, exclude patients under 65 
years of age. 

The discharge diagnoses for each 
applicable condition are based on a list 
of specific ICD±9±CM codes for that 
condition. These codes are listed in the 
2010 Measures Maintenance Technical 
Report: Acute Myocardial Infarction, 
Heart Failure, and Pneumonia 30-Day 
Risk-Standardized Readmission 
Measures. They also are posted on the 
QualityNet Web site: http:// 
www.QualityNet.org > Hospital- 
Inpatient > Readmission Measures > 
methodologies. See http:// 
www.qualitynet.org/dcs/ 
ContentServer?c=Page&pagename=
QnetPublic%2FPage%2FQnetTier4&
cid=1219069855841. 

The current NQF-endorsed CMS 30- 
day risk standardized readmission 
measures exclude the following 
admissions from the group of index 
hospitalizations: 

· Hospitalizations for patients with 
an in-hospital death (because they are 
not eligible for readmission); 

· Hospitalizations for patients 
without at least 30 days post-discharge 
enrollment in Medicare FFS (because 
the 30-day readmission outcome cannot 
be assessed in this group); 

· Hospitalizations for patients 
discharged against medical advice 
(because providers did not have the 
opportunity to deliver full care and 
prepare the patient for discharge). 

(B) Readmission 

As explained above, the initial 
hospitalization assessed for a 
readmission is called the index 
hospitalization. The proposed measures, 
as endorsed by the NQF, define 
readmission as a second admission to 
another acute care hospital within 30- 
days of the index hospitalization. Under 
the proposed measure, as endorsed by 
the NQF, a patient who is readmitted 
twice within 30 days simply is counted 
as having been readmitted; this patient's 
readmissions are not counted differently 

than a patient with a single readmission 
within 30 days of discharge. 

With the exception of the exclusions 
discussed previously (transfers and 
planned readmissions, as discussed in 
the Exclusions for Unrelated 
Readmissions section above), the 
proposed measures, as currently 
endorsed by the NQF, include 
readmissions for all causes, without 
regard to the principal diagnosis of the 
readmission. There are several reasons 
for this approach. First, from the 
patient's perspective, readmission from 
any cause is an adverse event. We want 
the measures to be patient-centered 
measures. Second, although we would 
expect few hospitals to use gaming 
strategies, we strive to make sure that 
measures do not create incentives for 
them to do so. Limiting the 
readmissions to particular diagnoses 
creates an opportunity for hospitals to 
potentially avoid having readmissions 
counted by changing coding practices. 
Further, do so could create a perverse 
incentive whereby hospitals begin to 
avoid patients with conditions that are 
part of the readmissions measures. 
Third, there are not clinically and 
technically sound and accepted 
strategies for accurately identifying 
readmission that are unrelated to 
hospital quality based on the 
documented cause of readmission. For 
example, a patient with HF who 
develops an HAI may ultimately be 
readmitted for sepsis. It would be 
inappropriate to consider the 
readmission as unrelated to the care the 
patient received for HF. Finally, we 
believe it is important that hospitals 
strive to reduce readmissions from all 
causes, not just those that are 
readmissions measures; while the 
measures do not presume that each 
readmission is preventable, 
interventions have generally shown 
reductions in all types of readmissions. 
The NQF measures are intended to 
provide incentives for hospitals to 
reduce readmissions and not to achieve 
zero readmissions. 

(C) Time Window 

The three proposed measures, as 
endorsed by the NQF, count 
readmissions within a 30-day period 
from the date of the initial discharge 
from the index hospitalization. This is 
the standard time period to be 
considered a readmission. The 
timeframe of 30 days is a clinically 
meaningful period for hospitals, in 
collaboration with their medical 
communities, to reduce readmission 
risk. This time period for assessing 
readmission is an accepted standard in 
research and measurement. We believe 
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that during this 30-day time period, 
hospital and community partners can 
take steps to reduce risk by ensuring 
patients are clinically ready to be 
discharged, improving communication 
across providers, reducing risks of 
infections, and educating patients on 
symptoms to monitor whom to contact 
with questions and where and when to 
seek follow-up care can influence 
readmission rates. 

(D) Risk Adjustment 

Section 1886(q)(4)(C)(i)(I) of the Act 
requires that the number of 
readmissions used in the Excess 
Readmission Ratio be risk adjusted. This 
language requires us, when comparing 
hospitals' readmission rates, to account 
for differences in the severity of illness 
of the patients that hospitals treat. Risk 
adjustment essentially ` l̀evels the 
playing field '' for comparing hospital 
performance by taking into account that 
some hospitals' patients are sicker than 
others on admission and therefore have 
a higher risk of readmission. 

The methodology for calculating the 
RSRRs under the NQF-endorsed 
measures that we are proposing adjust 
for key factors that are clinically 
relevant and have strong relationships 
with the outcome (for example, patient 
demographic factors, patient co-existing 
medical conditions, and indicators of 
patient frailty). Under the current NQF- 
endorsed methodology, these covariates 
are obtained from Medicare claims 
extending 12 months prior to, and 
including, the index admission. This 
risk-adjustment approach adjusts for 
differences in the clinical status of the 
patient at the time of the index 
admission as well as for demographic 
variables. 

A complete list of the variables used 
for risk adjustment and the clinical and 
statistical process for selecting the 
variables for each NQF-endorsed 
measure, as proposed, is available in the 
publicly-available technical 
documentation of the existing measures 
for AMI, HF, and pneumonia. The risk 
adjustment variables for each condition 
are presented in the 2010 Measures 
Maintenance Technical Report: Acute 
Myocardial Infarction, Heart Failure, 
and Pneumonia 30±Day Risk- 
Standardized Readmissions Measures 
that are posted on http:// 
www.QualityNet.org > Hospital- 
Inpatient > Readmission Measures > 
Resources. The variables used are 
Condition Categories that group ICD±9± 
CM codes into clinically coherent 
variables. The 2010 Condition Category- 
ICD±9±CM Crosswalk provides a map to 
the specific ICD±9±CM codes in each 
variable and is also posted on http:// 

www.QualityNet.org > Hospital- 
Inpatient > Readmission Measures > 
Measure Calculation Methodology or 
readers may use the following Web site 
address: http://www.qualitynet.org/dcs/ 
ContentServer?c=Page&pagename=
QnetPublic%2FPage%2
FQnetTier4&cid=1219069855841 

(E) Applicable Period 

Section 1886 (q)(5)(D) of the Act 
authorizes the Secretary to specify the 
`àpplicable period '' with respect to a 
fiscal year. Currently, for Hospital IQR 
Program public reporting purposes, we 
use three years of data (three 12-month 
increments) to calculate the three 
proposed readmission measures. This 
provides substantially more data than a 
one or two year time frame and 
increases the precision of the measure 
in distinguishing performance among 
hospitals. This is advantageous in the 
display of the three proposed 
readmission measures on Hospital 
Compare where we categorize hospital 
performance into one of three discrete 
categories: ̀ B̀etter than the US national 
rate,'' ` Ǹo different than the US national 
rate,'' and `Ẁorse than the US national 
rate.'' 

For the FY 2013 Hospital 
Readmissions Reduction Program, we 
are proposing to use 3 years of data for 
discharges from July 1, 2008 through 
June 30, 2011 as the applicable period 
upon which to calculate excess 
readmission ratios for each of the three 
proposed measures. Based on our 
experience with the IQR program, we 
believe that this timeframe increases the 
precision of the measures in 
distinguishing performance among 
hospitals. However, for purposes of the 
Hospital Readmissions Reduction 
Program, we will not be categorizing 
hospital performance in three 
categories; rather, we will be using the 
measures to calculate excess 
readmission ratios for the three 
conditions. We are currently conducting 
analyses to determine an appropriate 
data period (for example, 1 year, 2 years, 
3 years) that will yield reliable excess 
readmission ratios for the three 
proposed measures. We intend to 
consider both the positive and negative 
consequences of using longer or shorter 
data periods for this program. Should 
our analysis or public comment indicate 
that a shorter data period yields excess 
readmission ratios with acceptable 
reliability, we may consider finalizing a 
shorter time period. 

We invite public comment and 
suggestions on the topic of an 
appropriate length for the applicable 
period to consider using for the three 

proposed readmission measures for the 
FY 2013 payment determination. 

(F) Data Sources 

As discussed above, the adjustment 
under section 1886(q) of the Act is made 
to the `b̀ase operating DRG payment 
amount, '' and components of the ratio 
used to determine a hospital's 
adjustment factor also use that payment 
amount. Payments under section 1886 
of the Act, including the `b̀ase operating 
DRG payment amount, are made for 
services furnished to Medicare's fee-for- 
service population under part A. 
Therefore, for purposes of implementing 
the Hospital Readmissions Program 
under section 1886(q) of the Act, we are 
proposing to use Medicare claims data 
for the Medicare FFS population only. 
This is the same universe of claims used 
for calculating the endorsed measures 
for the purposes of the IQR program. 

The administrative data sources for 
the risk adjustment analyses are 
Medicare administrative claims datasets 
that contain FFS inpatient and 
outpatient (Medicare Parts A and B) 
claims information in the prior 12 
months and subsequent one month for 
patients admitted in each of these years. 
We are proposing to use claims from the 
index hospitalization included the 
measure and from the prior 12 months 
from all of these data sources to gather 
risk factors. If the patient does not have 
any claims in the 12 months prior to the 
index hospitalization admission, only 
comorbidities from the included 
admission are used. 

We welcome public comment on this 
proposal. 

(G) Minimum Number of Discharges for 
Applicable Conditions 

Section 1886 (q)(4)(C)(II)(ii) of the Act 
authorizes the Secretary to exclude 
readmissions for an applicable 
condition for which there are ` f̀ewer 
than a minimum number (as determined 
by the Secretary). '' Currently, for public 
reporting purposes under the IQR 
program, only hospitals with at least 25 
discharges for each of the three 
proposed applicable conditions are 
included in the display of the three 
proposed readmission measures on 
Hospital Compare. We chose this 
number of discharges for the IQR based 
on our findings that using fewer cases 
did not provide sufficiently reliable 
information on hospital performance. In 
general the larger the number of cases, 
the more reliable is the information. We 
are currently conducting additional 
analyses to determine further evaluate 
the appropriate minimum number of 
discharges needed to yield reliable 
excess readmission ratios for the three 

VerDate Mar<15>2010 17:47 May 04, 2011 Jkt 223001 PO 00000 Frm 00148 Fmt 4701 Sfmt 4702 E:\FR\FM\05MYP2.SGM 05MYP2em
cd

on
al

d 
on

 D
S

K
2B

S
O

Y
B

1P
R

O
D

 w
ith

 P
R

O
P

O
S

A
LS

2



25935 Federal Register / Vol. 76, No. 87 / Thursday, May 5, 2011 / Proposed Rules 

proposed measures. However, based on 
our experience with the IQR program, 
we are proposing to use the current 
threshold of 25 discharges for each of 
the three measures for the Hospital 
Readmissions Reduction Program. 
However, should our analysis or public 
comment indicate that a different 
minimum number of discharges would 
be more appropriate for this program, 
we would consider finalizing a different 
number. 

We invite public comment and 
suggestions on the topic of appropriate 
minimum number of discharges to 
consider for the three proposed 
readmission measures. 

(H) Reporting Hospital-Specific 
Readmission Rates 

Section 1886(q)(6)(A) of the Act 
requires the Secretary to `m̀ake 
information available to the public 
regarding readmission rates of each 
subsection (d) hospital under the 
readmission reduction program. '' 
Section 1886(q)(6)(B) of the Act requires 
the Secretary to `ènsure that a 
subsection (d) hospital has the 
opportunity to review and submit 
corrections for, the information to be 
made public with respect to the hospital 
* * * prior to such information being 
made public. '' Section 1886(q)(6)(C) of 
the Act requires the Secretary to post 
the hospital-specific readmission 
information on the Hospital Compare 
Web site in an easily understandable 
format. 

We currently report information on 
the three readmission rates we are 
proposing in this proposed rule on the 
Hospital Compare Web site for each 
subsection (d) hospital. We provide 
hospitals with an opportunity to 
preview their readmission rates for 30- 
days prior to posting on the Web site. 
We propose to use a similar process and 
timeframe for the rates calculated for the 
Hospital Readmissions Reduction 
Program. Through this process hospitals 
will be able to review the information 
and submit to CMS corrections in 
advance of the information to be made 
public. We will carefully review all 
such correction submissions and 
determine the appropriateness of any 
revisions. We will inform the hospital 
requesting corrections of our findings 
and we will make any appropriate 
revisions to the information to be made 
available to the public regarding the 
hospital's readmission rates. 

We invite public comment on this 
proposal. 

(I) Readmission Rates for All Patients 

Section 1886(q)(8)(A) of the Act 
requires the Secretary to calculate 

readmission rates for all patients for a 
`s̀pecified hospital '' for an applicable 
condition and `òther conditions deemed 
appropriate by the Secretary for an 
applicable period. '' Section 
1886(q)(8)(D)(ii) of the Act defines 
`s̀pecified hospital '' as: subsection (d) 
hospitals; hospitals described in clauses 
(i) through (v) of subsection (d)(1)(B) 
(psychiatric hospitals, rehabilitation 
hospitals, children's hospitals, LTCHs, 
and cancer hospitals); and, `às 
determined feasible and appropriate by 
the Secretary, other hospitals. '' Such 
information is to be calculated in the 
same manner as used to calculate 
readmission rates for hospitals with 
respect to the postings on the CMS 
Hospital Compare Web site. Section 
1886(q)(8)(C) of the Act requires 
specified hospitals, or a State or an 
appropriate entity on behalf of the 
hospitals, to submit to the Secretary, in 
a form, manner and time specified by 
the Secretary, data and information 
determined necessary to calculate the 
all patient readmission rates. Section 
1886(q)(8)(D) of the Act defines `àll 
patients '' to mean patients who are 
treated on an inpatient basis and 
discharged from a specified hospital. 
We are not proposing any specific 
policies to implement section 1886(q)(8) 
of the Act at this time, but we invite 
public comment and suggestions for 
issues related to implementation of 
these provisions, such as the 
mechanisms to collect the all-patient 
data, the collection of patient identifiers 
to track patient care history across 
multiple settings to conduct risk 
adjustment for outcome measures, what 
entities could submit all patient data on 
behalf of hospitals, and more generally, 
the requirement for all patient data 
submission. 

(5) Proposed Excess Readmission Ratio 

(A) Statutory Background 

Section 1886(q)(4)(C) of the Act 
requires the Secretary to develop a risk- 
adjusted `Èxcess Readmission Ratio.'' 
The Excess Readmission Ratio will be 
used in the calculation of `àggregate 
payments for excess readmissions '' as 
required under section 1886(q)(4)(A)(iii) 
of the Act, which, in turn, is used to 
determine the adjustment factor under 
section 1886(q)(3). Specifically, section 
1886(q)(4)(C)(i) states that the term 
``̀ Excess Readmission Ratio' means 
* * * with respect to an applicable 
condition for a hospital for an 
applicable period * * * the ratio of 
* * * risk adjusted readmissions based 
on actual readmissions * * * to * * * 
the risk adjusted expected 
readmissions. '' The statute also requires 

that the numerator and denominator of 
the ratio, that is, ` r̀isk adjusted 
readmissions based on actual 
readmissions '' and the `r̀isk adjusted 
expected readmissions, '' be determined 
`c̀onsistent with a readmission measure 
methodology that has been endorsed 
under paragraph (5)(A)(ii)(I). '' 

(B) Proposed Excess Readmission Ratio 
Methodology 

We are proposing to use the risk- 
standardized ratio calculated for the 
NQF-endorsed measures for AMI, HF, 
and PN as the `èxcess readmission 
ratio. '' This risk-standardized ratio 
(excess readmission ratio), as required 
by statute, is a ratio of ` r̀isk adjusted 
readmission based on actual '' to `r̀isk 
adjusted expected readmissions. '' 
Moreover, use of this ratio meets the 
statutory requirement that the 
numerator and denominator of the ratio 
be determined in a manner that is 
`c̀onsistent with '' an NQF-endorsed 
readmission measure methodology. 

The proposed ratio is a measure of 
relative performance. If a hospital 
performs better than an average hospital 
that admitted similar patients (that is, 
patients with the same risk factors for 
readmission such as age and 
comorbidities), the ratio will be less 
than one. If a hospital performs worse 
than average, the ratio will be greater 
than one. Hospitals with a ratio greater 
than one have excess readmissions 
relative to average quality hospitals with 
similar types of patients 

As part of the Hospital IQR Program, 
the risk-standardized ratio to the 
measure result is reported on Hospital 
Compare Web site. The risk- 
standardized ratio is the unique result 
produced by the measures for each 
hospital for each condition to assess 
relative hospital performance. Hospitals 
may not be familiar with this ratio, 
because the measure result reported on 
Hospital Compare for each hospital and 
each condition is this ratio multiplied 
by a constant (the national raw rate of 
readmission for the condition), and it is 
currently presented as the risk- 
standardized readmission rate (RSRR). 
Multiplying by a constant transforms 
the ratio into a rate (the risk- 
standardized readmission rate) that is 
better understood by consumers. Thus 
Hospital Compare results for CMS 
readmission measures are computed as 
follows: 

[Hospital risk-standardized ratio] X 
[national raw readmission rate] (i) 
Numerator and Denominator of the 
Risk-Standardized Ratio (Excess 
Readmission Ratio) 
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The NQF-endorsed measures, which 
we are proposing for the Hospital 
Readmissions Reduction Program, 
calculate this risk-standardized ratio 
(excess readmission ratio) using 
hierarchical logistic modeling, which is 
a widely accepted statistical method 
that evaluates relative hospital 
performance based on outcomes such as 
readmission. The method adjusts for 
variation across hospitals in how sick 
their patients are when admitted to the 
hospital (and therefore variation in 
hospitals' patients' readmission risk) as 
well as the variation in the number of 
patients that a hospital treats to reveal 
difference in quality. The detailed 
methodology for these measures is 
publicly-available and the calculation 
SAS packs are made available upon 
request. This is the calculation software 
that permits the measures to be 
calculated. We describe the key details 
of the methodology here. 

In order to model the extent to which 
hospitals affect patients' risk of 
readmission, this statistical model first 
analyzes data on all the patients 
discharged from all hospitals for a given 
condition that indicate for each patient 
what comorbidities were present when 
the patient was admitted and whether or 
not the patient was readmitted and 
calculates: 

· How much variation in hospital 
readmission rates overall is accounted 
for by variation across hospitals in 
patients' individual risk factors (such as 
age and other medical conditions); a risk 
weight (beta-coefficient) is calculated 
for each patient risk factor at all 
hospitals. The specific approach and 
variables used in the risk adjustment are 
discussed below. 

· How much variation in readmission 
rates is accounted for by hospitals' 
contribution to readmission risk, after 
adjusting for differences in readmission 
due to differences in patients' risk 
factors. The model estimates the amount 
by which a specific hospital increases or 
decreases patients' risk of readmission 
relative to an average hospital based on 
the hospitals actual readmission relative 
to hospitals with similar patients. The 
estimated amount each hospital 
contributes (or subtracts) from its 
patients readmission risk compared to 
hospitals with similar patients is called 
the `h̀ospital-specific readmission 
effect.'' It is used only in the numerator 
to estimate the adjusted actual 
readmissions. The hospital-specific 
effect will be negative for a better than 
average hospital, positive for a worse 
than average hospital, and close to zero 
for an average hospital. If there are no 
quality differences resulting in excess 
readmissions among hospitals (if all 

hospitals had the same readmission 
rates relative to hospitals with similar 
patients), the hospital-specific effects for 
all hospitals will be zero and the ratio 
for all hospitals will be one. 

(ii) Numerator CalculationÐAdjusted 
Actual Readmissions 

For each hospital, the numerator of 
the ratio used in the NQF-endorsed 
methodology (actual adjusted 
readmissions) is calculated by 
estimating the probability of 
readmission for each patient at that 
hospital and summing up over all the 
hospital's patients to get the actual 
adjusted number of readmissions for 
that hospital. This estimated probability 
of readmission for each patient is 
calculated using: 

· The hospital-specific effect 
(increase, decrease, or no change in 
probability of readmission relative to 
the probability of readmission at an 
average hospital); 

· The intercept term for the model 
(the same for all hospitals and for both 
numerator and denominator equations); 

· The increase or decrease in the 
probability of readmission contributed 
by each of the patients' risk factors (risk 
adjustment coefficients multiplied by 
the patient's risk factors, X) 

Mathematically, the numerator 
equation can be expressed as: 

(iii) Denominator CalculationÐ 
Expected Readmissions (at an Average 
Quality Hospital Treating the Same 
Patients) 

The denominator of the risk- 
standardized ratio (excess readmission 
ratio) under this NQF-endorsed 
methodology sums the probability of 

readmission for each patient at an 
average hospital. This probability is 
calculated using: 

· The intercept term for the model 
(the same for all hospitals and for both 
numerator and denominator equations); 
and 

· The increase or decrease in the 
probability of readmission contributed 
by each of the patients' risk factors (risk 
adjustment coefficients multiplied by 
the patient's risk factors, X). 

This can be expressed mathematically 
as: 
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Thus, the ratio compares the total 
adjusted actual readmissions at the 
hospital to the number that would be 
expected if the hospital's patients were 
treated at an average hospital with 
similar patients. Hospitals with more 
adjusted actual readmissions than 
expected readmissions will have a risk- 
standardized ratio (excess readmission 
ratio) greater than one. 

Because the ratio is risk-adjusted, a 
hospital may have high crude 
readmission rates (number of 30-day 
readmissions among patients with the 
applicable condition divided by number 
of admissions for patients with the 
applicable condition) yet have a risk- 
standardized ratio (excess readmission 
ratio) less than one. For example, if a 
hospital with a higher than average raw 
readmission rate cares for very sick 
patients, the ratio may show that the 
adjusted actual number of readmissions 
(the numerator), which accounts for the 
case-mix, is actually lower than what 
would be expected for an average 
hospital caring for these patients 
(denominator) and therefore the Excess 
Readmission Ratio, as proposed, will be 
less than one, demonstrating that this 
hospital performs better than average, 
despite having a high crude readmission 
rate, and does not have excess 
readmissions. Similarly, if a hospital 
has a seemingly low unadjusted 
readmission rate but cares for a very low 
risk population of patients, it may be 
found to have an adjusted actual 
number of readmissions that is higher 
than the expected number of 
readmissions, and therefore a ratio 
greater than one. 

In summary, we are proposing to use 
the risk-standardized readmission ratio 
of the NQF-endorsed readmission 

measures as the Excess Readmission 
Ratio. The ratio is a measure of relative 
performance. If a hospital performs 
better than an average hospital that 
admitted similar patients (that is, 
patients with the same risk factors for 
readmission such as age and 
comorbidities), the ratio will be less 
than 1.0. If a hospital performs worse 
than average, the ratio will be greater 
than 1.0. 

We welcome public comment on our 
proposal to use this methodology for 
calculating the `r̀isk adjusted 
readmissions based on actual 
readmissions '' as well as the `r̀isk 
adjusted expected readmissions '' used to 
determine the Excess Readmission 
Ratio, as set forth in section 
1886(q)(5)(C) of the Act. 

D. Rural Referral Centers (RRCs) 
(§ 412.96) 

Under the authority of section 
1886(d)(5)(C)(i) of the Act, the 
regulations at § 412.96 set forth the 
criteria that a hospital must meet in 
order to qualify under the IPPS as an 
RRC. For discharges that occurred 
before October 1, 1994, RRCs received 
the benefit of payment based on the 
other urban standardized amount rather 
than the rural standardized amount (as 
discussed in the FY 1993 IPPS final rule 
(59 FR 45404 through 45409)). Although 
the other urban and rural standardized 
amounts are the same for discharges 
occurring on or after October 1, 1994, 
RRCs continue to receive special 
treatment under both the DSH payment 
adjustment and the criteria for 
geographic reclassification. 

Section 402 of Public Law 108±173 
raised the DSH adjustment for RRCs 
such that they are not subject to the 12- 

percent cap on DSH payments that is 
applicable to other rural hospitals. RRCs 
are also not subject to the proximity 
criteria when applying for geographic 
reclassification. In addition, they do not 
have to meet the requirement that a 
hospital's average hourly wage must 
exceed, by a certain percentage, the 
average hourly wage of the labor market 
area where the hospital is located. 

Section 4202(b) of Public Law 105±33 
states, in part, ` [̀a]ny hospital classified 
as an RRC by the Secretary * * * for 
fiscal year 1991 shall be classified as 
such an RRC for fiscal year 1998 and 
each subsequent year.'' In the August 29, 
1997 IPPS final rule with comment 
period (62 FR 45999), CMS reinstated 
RRC status for all hospitals that lost the 
status due to triennial review or MGCRB 
reclassification. However, CMS did not 
reinstate the status of hospitals that lost 
RRC status because they were now 
urban for all purposes because of the 
OMB designation of their geographic 
area as urban. Subsequently, in the 
August 1, 2000 IPPS final rule (65 FR 
47089), we indicated that we were 
revisiting that decision. Specifically, we 
stated that we would permit hospitals 
that previously qualified as an RRC and 
lost their status due to OMB 
redesignation of the county in which 
they are located from rural to urban, to 
be reinstated as an RRC. Otherwise, a 
hospital seeking RRC status must satisfy 
all of the other applicable criteria. We 
use the definitions of `ùrban '' and 
`r̀ural '' specified in Subpart D of 42 CFR 
part 412. One of the criteria under 
which a hospital may qualify as an RRC 
is to have 275 or more beds available for 
use (§ 412.96(b)(1)(ii)). A rural hospital 
that does not meet the bed size 
requirement can qualify as an RRC if the 
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