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provisions of the Hospital OQR Program
applicable to the ASCQR Program
‘‘[e]xcept as the Secretary may
otherwise provide.’’ Finally, section
1833(i)(2)(D)(v) of the Act states that, in
implementing the revised ASC payment
system for 2011 and each subsequent
year, ‘‘any annual update under such
system for the year, after application of
clause (iv) [regarding the reduction in
the annual update for failure to report
on quality measures] shall be reduced
by the productivity adjustment
described in section
1886(b)(3)(B)(xi)(II).’’ Section
1833(i)(2)(D)(v) of the Act also states
that the ‘‘application of the preceding
sentence may result in such update
being less than 0.0 for a year, and may
result in payment rates under the
[revised ASC payment system] for a year
being less than such payment rates for
the preceding year.’’
2. Proposed Reduction to the ASC
Payment Rates for ASCs That Fail To
Meet the ASCQR Program Requirements
for the CY 2014 Payment Determination
and Subsequent Payment Determination
Years
The national unadjusted payment
rates for many services paid under the
ASC payment system equal the product
of the ASC conversion factor and the
scaled relative payment weight for the
APC to which the service is assigned.
Currently, the ASC conversion factor is
equal to the conversion factor calculated
for the previous year updated by the
MFP-adjusted CPI–U update factor,
which is the adjustment set forth in
section 1833(i)(2)(D)(v) of the Act. The
MFP-adjusted CPI–U update factor is
the Consumer Price Index for all urban
consumers (CPI–U), which currently is
the annual update for the ASC payment
system, minus the MFP adjustment. As
discussed in the CY 2011 MPFS final
rule with comment period (75 FR
73397), if the CPI–U is a negative
number, the CPI–U would be held to
zero. Under the ASCQR Program, any
annual update would be reduced by 2.0
percentage points for ASCs that fail to
meet the reporting requirements of the
ASCQR Program. This reduction would
apply beginning with the CY 2014
payment rates. For a complete
discussion of the calculation of the ASC
conversion factor, we refer readers to
section XIV.H. of this proposed rule.
To implement the requirement to
reduce the annual update for ASCs that
fail to meet the ASCQR Program
requirements, we are proposing that we
would calculate two conversion factors:
A full update conversion factor and an
ASCQR Program reduced update
conversion factor. We are proposing to
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calculate the reduced national
unadjusted payment rates using the
ASCQR Program reduced update
conversion factor that would apply to
ASCs that fail to meet their quality
reporting requirements for that calendar
year payment determination. We are
proposing that application of the 2.0
percentage point reduction to the
annual update may result in the update
to the ASC payment system being less
than zero prior to the application of the
MFP adjustment.
The ASC conversion factor is used to
calculate the ASC payment rate for
services with the following payment
indicators (listed in Addenda AA and
BB to this proposed rule, which are
available via the Internet on the CMS
Web site): ‘‘A2,’’ ‘‘G2,’’ ‘‘P2,’’ ‘‘R2,’’
‘‘Z2,’’ as well as the service portion of
device intensive procedures identified
by ‘‘J8.’’ We are proposing that payment
for all services assigned the payment
indicators listed above would be subject
to the reduction of the national
unadjusted payment rates for applicable
ASCs using the ASCQR Program
reduced update conversion factor.
The conversion factor is not used to
calculate the ASC payment rates for
separately payable services that are
assigned status indicators other than
payment indicators ‘‘A2,’’ ‘‘G2,’’ ‘‘J8,’’
‘‘P2,’’ ‘‘R2,’’ and ‘‘Z2.’’ These services
include separately payable drugs and
biologicals, pass-through devices that
are contractor-priced, brachytherapy
sources that are paid based on the OPPS
payment rates, and certain office-based
procedures and radiology services
where payment is based on the MPFS
PE RVU amount and a few other specific
services that receive cost-based
payment. As a result, we also are
proposing that the ASC payment rates
for these services would not be reduced
for failure to meet the ASCQR Program
requirements because the payment rates
for these services are not calculated
using the ASC conversion factor and,
therefore, not affected by reductions to
the annual update.
Office-based surgical procedures
(performed more than 50 percent of the
time in physicians’ offices) and
separately paid radiology services
(excluding covered ancillary radiology
services involving certain nuclear
medicine procedures or involving the
use of contrast agents, as discussed in
section XIV.D.2.b. of this proposed rule)
are paid at the lesser of the MPFS nonfacility PE RVU-based amounts and the
standard ASC ratesetting methodology.
We are proposing that the standard ASC
ratesetting methodology for this
comparison would use the ASC
conversion factor that has been
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calculated using the full ASC update
adjusted for productivity. This is
necessary so that the resulting ASC
payment indicator, based on the
comparison, assigned to an office-based
or radiology procedure is consistent for
each HCPCS code regardless of whether
payment is based on the full update
conversion factor or the reduced update
conversion factor.
For ASCs that receive the reduced
ASC payment for failure to meet the
ASCQR Program requirements, we
believe that it is both equitable and
appropriate that a reduction in the
payment for a service should result in
proportionately reduced copayment
liability for beneficiaries. Therefore, we
are proposing that the Medicare
beneficiary’s national unadjusted
copayment for a service to which a
reduced national unadjusted payment
rate applies would be based on the
reduced national unadjusted payment
rate.
We are proposing that all other
applicable adjustments to the ASC
national unadjusted payment rates
would apply in those cases when the
annual update is reduced for ASCs that
fail to meet the requirements of the
ASCQR Program. For example, the
following standard adjustments would
apply to the reduced national
unadjusted payment rates: The wage
index adjustment, the multiple
procedure adjustment, the interrupted
procedure adjustment, and the
adjustment for devices furnished with
full or partial credit or without cost. We
believe that these adjustments continue
to be equally applicable to payment for
ASCs that do not meet the ASCQR
Program requirements.
We invite public comment on these
proposals.
XVII. Proposed Inpatient Rehabilitation
Facility (IRF) Quality Reporting
Program Updates
A. Overview
In accordance with section 1886(j)(7)
of the Act, as added by section 3004 of
the Affordable Care Act, the Secretary
established a quality reporting program
(QRP) for Inpatient Rehabilitation
Facilities (IRFs). The IRF Quality
Reporting Program (IRF QRP) was
implemented in the FY 2012 IRF PPS
final rule (76 FR 47836). We refer
readers to the FY 2012 IRF PPS final
rule (76 FR 47873 through 47883) for a
detailed discussion on the background
and statutory authority for the IRF QRP.
In this proposed rule, we are
proposing to: (1) Adopt updates on a
previously adopted measure for the IRF
QRP that will affect annual prospective
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payment amounts in FY 2014; (2) adopt
a policy that would provide that any
measure that has been adopted for use
in the IRF QRP will remain in effect
until the measure is actively removed,
suspended, or replaced; and (3) adopt
policies regarding when notice-andcomment rulemaking will be used to
update existing IRF QRP measures.
While we generally would expect to
publish IRF QRP proposals in the
annual IRF Prospective Payment System
(PPS) rule, there are no proposals for
substantive changes to the IRF PPS this
year, so we are only publishing an
update notice. Because full notice-andcomment rulemaking is required for
what we are proposing for the IRF QRP,
we needed to identify an appropriate
rulemaking process in which we could
insert our IRF QRP proposals. As this
proposed rule was already scheduled to
include additional pay-for-reporting
proposals for the Hospital OQR Program
and quality reporting requirements for
the ASCQR Program, it offered an
opportunity to allow the public to
review all three quality programs’
proposals in concert with one another in
a timeframe that would be appropriate
for implementing these IRF QRP
proposals in time for the FY 2014 IRF
PPS payment cycle. Therefore, we
elected to include the IRF QRP
proposals in this CY 2013 OPPS/ASC
proposed rule.
B. Updates to IRF QRP Measures Which
Are Made as a Result of Review by the
NQF Process
Section 1886(j)(7) of the Act generally
requires the Secretary to adopt measures
that have been endorsed by the entity
with a contract under section 1890(a) of
the Act. This contract is currently held
by the NQF. The NQF is a voluntary
consensus standard-setting organization
with a diverse representation of
consumer, purchaser, provider,
academic, clinical, and other health care
stakeholder organizations. The NQF was
established to standardize health care
quality measurement and reporting
through its consensus development
process.2
The NQF undertakes to: (1) Review
new quality measures and national
consensus standards for measuring and
publicly reporting on performance; (2)
provide for annual measure
maintenance updates to be submitted by
the measure steward for endorsed
quality measures; (3) provide for
measure maintenance endorsement on a
2 For more information about the NQF Consensus
Development Process, we refer readers to the Web
site at: http://www.qualityforum.org/
Measuring_Performance/Maintenance_of_NQFEndorsed%C2%AE_Performance_Measures.aspx).
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3-year cycle;(4) conduct a required
follow-up review of measures with time
limited endorsement for consideration
of full endorsement; and (5) conduct ad
hoc review of endorsed quality
measures, practices, consensus
standards, or events when there is
adequate justification for a review.3 In
the normal course of measure
maintenance, the NQF solicits
information from measure stewards for
annual reviews and in order to review
measures for continued endorsement in
a specific 3-year cycle. In this measure
maintenance process, the measure
steward is responsible for updating and
maintaining the currency and relevance
of the measure and for confirming
existing specifications to the NQF on an
annual basis.4 As part of the ad hoc
review process, the ad hoc review
requester and the measure steward are
responsible for submitting evidence for
review by a NQF Technical Expert panel
which, in turn, provides input to the
Consensus Standards Approval
Committee which then makes a decision
on endorsement status and/or
specification changes for the measure,
practice, or event.
Through the NQF’s measure
maintenance process, the NQF-endorsed
measures are sometimes updated to
incorporate changes that we believe do
not substantially change the nature of
the measure. Examples of such changes
could be updated diagnosis or
procedure codes, changes to exclusions
to the patient population, definitions, or
extension of the measure endorsement
to apply to other settings. We believe
these types of maintenance changes are
distinct from more substantive changes
to measures that result in what can be
considered new or different measures,
and that they do not trigger the same
agency obligations under the
Administrative Procedure Act.
We are proposing that, if the NQF
updates an endorsed measure that we
have adopted for the IRF QRP in a
manner that we consider to not
substantially change the nature of the
measure, we would use a subregulatory
process to incorporate those updates to
the measure specifications that apply to
the program. Specifically, we would
revise the information that is posted on
the CMS IRF QRP Web site at: http://
3 For more information about the NFQ Ad Hoc
Review process, we refer readers to the Web site at:
http://www.qualityforum.org/Projects/ab/
Ad_Hoc_Reviews/CMS/Ad_Hoc_ReviewsCMS.aspx).
4 For more information about the NQF Measure
Maintenance process, we refer readers to the NQF
Web site at: http://www.qualityforum.org/
Measuring_Performance/Improving_NQF_Process/
Process_Assessment_Measure_Maintenance.aspx.
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www.cms.gov/IRF-Quality-Reporting/ so
that it clearly identifies the updates and
provides links to where additional
information on the updates can be
found. In addition, we would refer IRFs
to the NQF Web site for the most up-todate information about the quality
measures (http://www.qualityforum.
org/). We would provide sufficient lead
time for IRFs to implement the changes
where changes to the data collection
systems would be necessary.
We would continue to use the
rulemaking process to adopt changes to
measures that we consider to
substantially change the nature of the
measure. We believe that our proposal
adequately balances our need to
incorporate NQF updates to NQFendorsed IRF QRP measures in the most
expeditious manner possible, while
preserving the public’s ability to
comment on updates to measures that so
fundamentally change an endorsed
measure that it is no longer the same
measure that we originally adopted. We
note that, in the FY 2013 IPPS/LTCH
PPS proposed rule (77 FR 27870), we
proposed a similar policy for the
Hospital IQR Program, the PPS Cancer
Exempt Hospital (PCH) Quality
Reporting Program; the Long-Term Care
Hospital Quality Reporting (LTCHQR)
Program, and the Inpatient Psychiatric
Facility (IPF) Quality Reporting
Program.
C. Proposed Process for Retention of IRF
Quality Measures Adopted in Previous
Fiscal Year Rulemaking Cycles
We expect that the measures that we
adopt for purposes of the IRF QRP will
remain current and useful for a number
of years after their initial adoption.
While we could elect to adopt measures
for each fiscal year’s payment
determinations, we believe that it would
be easier for all concerned if we adopt
the measures in perpetuity with an
expectation that we will propose to
remove, suspend or replace them
through future rulemaking if necessary.
Therefore, for the purpose of
streamlining the rulemaking process, we
are proposing that when we initially
adopt a measure for the IRF QRP for a
payment determination, this measure
will be automatically adopted for all
subsequent fiscal year payment
determinations or until such time as we
might propose and finalize its removal,
suspension, or replacement.
Quality measures may be considered
for removal by CMS if: (1) Measure
performance among IRFs is so high and
unvarying that meaningful distinctions
in improvements in performance can no
longer be made; (2) performance or
improvement on a measure does not
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result in better patient outcomes; (3) a
measure does not align with current
clinical guidelines or practice; (4) a
more broadly applicable measure
(across settings, populations, or
conditions) for the particular topic is
available; (5) a measure that is more
proximal in time to desired patient
outcomes for the particular topic is
available; (6) if a measure that is more
strongly associated with desired patient
outcomes for the particular topic
becomes available; or (7) collection or
public reporting of a measure leads to
negative unintended consequences.
For any such removal, the public will
generally be given an opportunity to
comment through the annual
rulemaking process. However, if there is
reason to believe continued data
collection of a measure raises potential
safety concerns, we will take immediate
action to remove the measure from IRF
QRP and not wait for the annual
rulemaking cycle. Such measures will
be promptly removed with IRFs and the
public being immediately notified of
such a decision through the usual IRF
QRP communication channels,
including listening session, memos,
email notification, and Web postings. In
such instances, the removal of a
measure will also be formally
announced in the next annual
rulemaking cycle. We are inviting
public comment on our proposal that
once a quality measure is adopted, it is
retained for use in the subsequent fiscal
year payment determinations unless
otherwise stated.
We are proposing to apply this
principle to the two measures that were
selected for use in the IRF QRP
beginning on October 1, 2012. These
adopted measures are: (1) CatheterAssociated Urinary Tract Infection
(CAUTI) Outcome Measure (NQF
#0138),5 and (2) Percent of Residents
with Pressure Ulcers that Are New or
Worsened (NQF #0678).
We invite public comment on our
proposal to apply the principle of
retention of the two above-stated quality
measures that were adopted for use in
5 The CAUTI measure that was adopted in the FY
2012 IRF PPS final rule dated August 5, 2011 was
titled ‘‘Urinary Catheter-Associated Urinary Tract
Infection [CAUTI] Rate Per 1,000 Urinary Catheter
Days for ICU patients.’’ However, this measure was
submitted by the CDC (measure steward) to the
NQF for a measure maintenance review. As part of
their NQF submission, the CDC asked for changes
to the measure, including expansion of the scope
of the measure to non-ICU settings, including IRFs.
The NQF approved the CDC’s request on January
12, 2012. Due to the changes that were made to the
measure, the CDC believed that it was appropriate
that the measure title be changed. This measure is
now titled ‘‘National Health Safety Network
(NHSN) Catheter Associated Urinary Tract Infection
(CAUTI) Outcome Measure.’’

VerDate Mar<15>2010

18:22 Jul 27, 2012

Jkt 226001

the IRF QRP in the FY 2012 IRF PPS
final rule (76 FR 47874 through 47878).
Likewise, we invite public comment on
our proposed use of the process, as
stated above, for retention of future IRF
QRP quality measures after adoption
into the IRF QRP.
D. Adopted Measures for the FY 2014
Payment Determination
We have previously identified the
measurement of pressure ulcers and the
prevalence of urinary tract infections
(UTI) as two critical areas for quality
measurement under the IRF QRP. While
section 1886(j)(7) of the Act generally
requires the adoption of endorsed
measures, there were no NQF-endorsed
measures for the two desired areas in
the IRF context at the time CMS was
conducting its rulemaking. As section
1886(j)(7)(D)(ii) of the Act authorizes the
use of measures that are not endorsed
when there are no feasible and
practicable endorsed options, in the FY
2012 IRF PPS final rule (76 FR 47874
through 47876), we adopted
applications of an NQF-endorsed
pressure ulcer measure that had been
endorsed for use in skilled nursing
facilities (NQF #678) and a CDC
measure, the CDC’s Urinary Catheter
Associated Urinary Tract Infection
[CAUTI] rate per 1, 000 urinary catheter
days, for Intensive Care Unit [ICU]
Patients (NQF #0138), that had NQF
endorsement for use in intensive care
settings of hospitals.
1. Clarification Regarding Existing IRF
Quality Measures That Have Undergone
Changes During NQF Measure
Maintenance Processes
In the FY 2012 IRF PPS final rule (76
FR 47874 through 47876), we used the
endorsement exception authority under
section 1886(j)(7)(D)(ii) of the Act. This
authority permitted us to adopt the
Urinary Catheter-Associated Urinary
Tract Infection [CAUTI] rate per 1, 000
urinary catheter days, for Intensive Care
Unit [ICU] Patients measure (NQF
#0138). We chose to adopt this measure
because there was no NQF-endorsed
CAUTI measure available to assess the
prevalence of urinary catheterassociated urinary tract infection
[CAUTI] rates in the IRF setting.
As stated in section XVII.C. of this
proposed rule, the CAUTI measure
steward, the CDC, submitted the CAUTI
Measure to NQF for a scheduled
measure maintenance review in late
2011. At that time the CDC also filed a
request to expand the CAUTI measure to
non-ICU settings, including IRFs. The
NQF granted the CDC’s request for an
expansion of the scope of endorsement
of the CAUTI measure to additional
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non-ICU care settings, including
‘‘rehabilitation hospitals.’’ The NQF
defined the term ‘‘rehabilitation
hospitals’’ as including both
freestanding IRFs as well as IRF units
that are located within an acute care
facility. Despite the expansion in the
scope of endorsement of the CAUTI
measure, the original NQF endorsement
number was retained. However, the
measure was re-titled ‘‘National Health
Safety Network (NHSN) Catheter
Associated Urinary Tract Infection
(CAUTI) Outcome Measure.’’ 6
As amended, the expanded CAUTI
measure also uses a different data
calculation method, which is referred to
as the standardized infection ratio
(SIR).7 8 9 10 The change in the data
calculation method does not, however,
change the way in which IRFs will
submit CAUTI data to the CDC. IRFs
will still be required to submit their
CAUTI data to the CDC via the National
Healthcare Safety Network (NHSN)
online system.
Under the originally endorsed version
of the CAUTI measure the CDC
calculated an infection rate per 1,000
urinary catheter days. Under the new
method, CDC will use a SIR calculation
method, which is comprised of the
actual rate of infection over the
expected rate of infection.11 We believe
that the SIR calculation method is a
more accurate way to calculate the
CAUTI measure results for comparative
6 http://www.qualityforum.org/
MeasureDetails.aspx?actid=0&SubmissionId=1121
#k=0138&e=0&st=&sd=&s=n&so=a&
p=1&mt=&cs=&ss=.
7 Centers for Disease Control and Prevention
(2012, January), Central Line-Associated
Bloodstream Infection (CLABSI) Event. Retrieved
from http://www.cdc.gov/nhsn/PDFs/pscManual/
4PSC_CLABScurrent.pdf.
8 National Quality Forum (2012), National
Healthcare Safety Network (NHSN) Central lineassociated Bloodstream Infection (CLABSI)
Outcome Measure. Retrieved from http://
www.qualityforum.org/QPS/0139.
9 Centers for Disease Control and Prevention
(2012, January), Catheter Associated Urinary Tract
Infection Event. Retrieved from: http://
www.cdc.gov/nhsn/PDFs/pscManual/
7pscCAUTIcurrent.pdf.
10 National Quality Forum (2012), National
Healthcare Safety Network (NHSN) Catheter
Associated Urinary Tract Infection (CAUTI)
Outcome Measure. Retrieved from http://
www.qualityforum.org/QPS/0138.
11 The SIR calculation requires the establishment
of ‘‘expected’’ rates of infection. We understand that
CDC will need to collect the CAUTI data that will
be submitted under the IRF QRP for a period of time
(at least 12 months) in order to establish an
‘‘expected’’ rate for each IRF location type prior to
being able to calculate a SIR. As required by Section
3004 of the Affordable Care Act, we will, at a later
date, establish public reporting policies in a
separate rulemaking. However, we do not intend to
publicly report IRF QRP CAUTI measure data until
sometime after CDC has established the expected
rate and is capable of generating SIR values.
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purposes because it takes into account
an IRF’s case mix. In addition, use of the
SIR calculation does not require any
change to the type of data required to be
submitted by IRFs or method of data
submission that IRFs must use in order
to comply with the CAUTI measure
reporting requirements.
We are making the following
proposals in regards to the CAUTI
measure: (1) We are proposing to adopt
changes made to the NQF #0138 CAUTI
measure which will apply to the FY
2014 annual payment update
determination; (2) we are proposing to
adopt the CAUTI measure, as revised by
the NQF on January 12, 2012, for the FY
2015 payment determination and all
subsequent fiscal year payment
determinations; and (3) we are
proposing to incorporate, for use in the
IRF QRP, any future changes to the
CAUTI measure to the extent these
changes are consistent with our
proposal in section XVII.B. of this
proposed rule to update measures. We
welcome comments on these proposals.
2. Proposed Updates to the ‘‘Percent of
Residents Who Have Pressure Ulcers
That Are New or Worsened’’ Measure
In the FY 2012 IRF PPS final rule (76
FR 47876 through 47878), we again used
the endorsement exception authority
under section 1886(j)(7)(D)(ii) of the Act
to adopt an application of the ‘‘Percent
of Residents with Pressure Ulcers that
Are New or Worsened’’ measure (NQF
#0678). We selected this measure
because there was no other NQFendorsed measure available to assess the
percentage of patients with pressure
ulcers that are new or worsened in the
IRF setting at that time. We recognized
that the NQF endorsement of this
measure was, at that time, limited to
short-stay nursing home patients, but
we noted our belief that this measure
was highly relevant to patients in any
setting who are at risk of pressure ulcer
development and a high priority quality
issue in the care of IRF patients.
Therefore, in the FY 2012 IRF PPS final
rule, we finalized the adoption of an
application of the NQF-endorsed #0678
pressure ulcer measure. We also said
that we would request that the NQF
extend its endorsement of this short-stay
nursing home pressure ulcer measure to
the IRF setting (76 FR 47876 through
47878).
In April 2012, CMS filed an ad hoc
request for review of the NQF #0678
short-stay pressure ulcer measure with
the NQF. In addition, we also requested
an expansion of this measure to other
care settings. As noted in the FY 2012
IRF PPS final rule discussion of our
adoption of an application of this
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measure in the IRF context, we believe
this measure is highly applicable to all
post acute care settings, including IRFs
(76 FR 47876). If the pressure ulcer
measure is revised by the NQF, we
anticipate that it will be re-titled
‘‘Percent of Patients or Residents with
Pressure Ulcers That Are New Or
Worsened’’ (NQF #0678) so as to reflect
the expansion in the scope of the
applicable patient population.
As of the publication of this proposed
rule, the NQF review process for the
NQF #0678 pressure ulcer measure
expansion request is still in progress. If
the NQF expands the scope of
endorsement for this measure to the IRF
setting, without any substantive
changes, we are proposing to adopt and
use the revised pressure ulcer measure
in the IRF QRP, in accordance with the
policy set forth above in XVII.B. of this
proposed rule. We believe that, in this
anticipated scenario, the pressure ulcer
measure, as revised, will be
substantively the same measure,
although broader in scope, as the
current NQF-endorsed #0678 pressure
ulcer measure. We invite public
comments on our proposed use of this
policy.
In the meantime, we are proposing to
proceed with our plan, as finalized in
the FY 2012 IRF PPS final rule, to use
an application of the Percent of
Residents With Pressure Ulcers that Are
New or Worsened (NQF #0678) measure
for the FY 2014 payment determination
and all subsequent fiscal year payment
determinations.
XVIII. Proposed Revisions to the
Quality Improvement Organization
(QIO) Regulations (42 CFR Parts 476,
478, and 480)
A. Summary of Proposed Changes
The Utilization and Quality Control
Peer Review Program was originally
established by sections 142 and 143 of
the Tax Equity and Fiscal Responsibility
Act (TEFRA) of 1982 (Pub. L. 97–248).
The name of the individual
organizations covered under the
program was previously changed from
‘‘Peer Review Organizations’’ to
‘‘Quality Improvement Organizations’’
through rulemaking (67 FR 36539). We
have identified several changes that we
are proposing because they are essential
to remedying longstanding problematic
aspects of the QIOs’ review activities.
These proposed changes would enable
us to improve the QIO program by
ensuring that QIOs are better able to
meet the needs of Medicare
beneficiaries.
Several of the proposed changes are
specific to the QIOs’ processing of
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quality of care reviews, which includes
beneficiary complaint reviews.
Although references are made to QIO
sanction activities, the proposed
changes do not impact QIO sanction
activities or the regulations located in
42 CFR Part 1004.
In addition, as part of our review of
our regulations in light of the
President’s Executive Order on
Regulatory Reform, Executive Order
13563 (January 18, 2011), we have
identified several technical corrections
that would improve the readability and
use of the QIO regulations.
Below, in this proposed rule, we are
setting forth our proposals for revising
our regulations under 42 CFR Parts 476,
478, and 480 relating to the QIO
Program.
B. Quality of Care Reviews
Section 9353(c) of Public Law 99–509
amended section 1154(a) of the Act
(adding a new paragraph (14)) to require
QIOs (then PROs), effective August 1,
1987, to conduct an appropriate review
of all written complaints from
beneficiaries or their representatives
about the quality of services (for which
payment may otherwise be made under
Medicare) not meeting professionally
recognized standards of health care.
This authority was in addition to the
QIOs’ already existing authority under
section 1154(a)(1)(B) of the Act to
perform quality of care reviews. In order
to provide more clarity regarding the
QIOs’ roles, in this proposed rule, we
are proposing to add a definition of
‘‘quality of care review’’ under § 476.1
to make clear that this review type refers
to both beneficiary complaint reviews
(written or oral) and general quality of
care reviews. We also are proposing to
add under § 476.1 definitions for
‘‘beneficiary complaint’’ to mean a
complaint by a beneficiary or a
beneficiary’s representative alleging that
the quality of services received by the
beneficiary did not meet professionally
recognized standards of care and may
consist of one or more quality of care
concerns; ‘‘beneficiary complaint
review’’ to mean a review conducted by
a QIO in response to the receipt of a
written beneficiary complaint to
determine whether the quality of
Medicare covered services provided to
beneficiaries was consistent with
professionally recognized standards of
health care; and ‘‘general quality of care
review’’ to mean a review conducted by
a QIO to determine whether the quality
of services provided to a beneficiary(s)
was consistent with professionally
recognized standards of health care. We
are proposing that a general quality of
care review may be carried out as a
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