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EXECUTIVE SUMMARY

Purpose and Background

Thisinquiry assesses how State agencies and accreditors oversee ambulatory surgica centers
(ASCs) and how the Centers for Medicare & Medicaid Services (CMS) holds them
accountable. In addition to this report, thisinquiry includes two supplementa reports.
Supplementa Report 1: The Role of Certification and Accreditation and Supplementa
Report 2: Holding the State Agencies and Accreditors Accountable.

Medicare annually pays over $1.6 billion for procedures performed by over 3,000 ASCs.
Quiality oversght of ASCs revolves around the Conditions of Coverage, Medicare's st of
minimum health and safety requirements. ASCs must become Medicare certified by a State
survey and certification agency or privately accredited to show that they meet the Conditions.
The overwhelming mgority of ASCs choose to become certified by State agencies.

While ambulatory surgery has been shown to have good outcomes, routine procedures can
result in serious complications and degth. For example, a patient undergoing a routine
Medicare-covered gynecologic procedure died in an ASC from complications; a patient whose
bladder was perforated during surgery in an ASC was transported while bleeding to the nearest
emergency room; a patient undergoing one of the most common procedures in Medicare,
cataract extraction, went into cardiac arrest and died on the operating table in an ASC.

Findings

Oversight of ASCs is more important than ever
Medicare ASCs are experiencing explosve growth—more than doubling in number from 1990

to 2000. Over the same period, the annua volume of mgjor procedures they performed
increased by 730 percent, from 12,000 to over 101,000 procedures.

But Medicare’s system of quality oversight is not up to the task
Nearly athird of ASCs certified by State agencies have not been recertified in 5 or more years.

Accredited ASCs are surveyed at least every 3 years, but the survey process devotes less
atention to verifying compliance.

And it lacks accountability
CMS doeslittle to hold State certification agencies and accreditors accountable to the

Medicare program and the public.
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Recommendations

CMS should determine an appropriate minimum cycle for surveying ASCs
certified by State agencies

CMS should update the Medicare Conditions of Coverage for ASCs
Add sections to address patient rights and continuous quality improvement. Make the

conditions adjustable to match the levels of surgery performed by different ASCs.

CMS should ensure that State agency certification and accreditation strike an

appropriate balance between compliance and continuous quality improvement
Monitor State agencies and accreditors to ensure that they protect the public from poor
performing ASCs while encouraging the rest to go beyond minimal heglth and safety standards.

CMS should hold State agencies and accreditors fully accountable to the
Medicare program for their performance overseeing ASCs
Use dectronic data reporting, Federd oversight surveys, and formd, periodic evauationsto
monitor and provide feedback to State agencies and accreditors.

CMS should do more to hold State agencies and accreditors accountable to the
public for their performance overseeing ASCs
Take stepsto increase public information about State agency certified and accredited ASCs
and the accessibility of State agencies and accreditors complaint processes. Publish
performance information about State agencies and the accreditors.

Comments on the Draft Reports

Within the Department, we received comments from CMS. We dso solicited and received
comments from the Accreditation Association for Ambulatory Hedlth Care, the Joint
Commission on Accreditation of Hedthcare Organizations, and the American Association for
Accreditation of Ambulatory Surgicd Fadilities. Thefull text isincluded in gppendix A. In
response, we made severa clarifying and technica changes.

The commenters expressed much genera support for our recommendations. CM S elaborated
on options it is condgdering that are in accord with many of our recommendations. However,
citing resource congraints and other concerns, it did not fully commit itself to a number of our
recommendations, particularly those caling for aminimum survey cycle and amore ble
complaint process. We urge CM S to devote a sense of urgency to the early warning sgnd we
provide and to develop an action plan detailing the specific actionsit will take to improve ASC
oversight.

Some commenters took issue with our concerns about the depth of accreditation surveys. We
gtill conclude that accreditation surveys tend to pay more attention to education and
improvement than to verifying compliance, but in the findl reports did give more prominence to
the need for balance between compliance and improvement.
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INTRODUCTION

Purpose

To assess how State agencies and accreditors oversee ambulatory surgical centers (ASCs) and
how the Centers for Medicare & Medicaid Services (CMS) holds them accountable.

Background

ASCs in the Medicare Program

In 2000, Medicare paid $1.6 billion for 4.3 million procedures performed in ambulatory
aurgical centers (ASCs). ASCs are generdly free-standing facilities and may only bill Medicare
for surgica procedures that the Centers for Medicare & Medicaid Services (CMS) has
determined can be performed safely outside of the hospital. Currently, over 3,000 ASCs
participate in Medicare.

While ambulatory surgery has been shown to have good surgical outcomes, even routine
procedures can result in serious complications and death.? For example, a patient undergoing a
routine Medicare-covered gynecologic procedure died in an ASC from complications during
surgery; a patient whose bladder was perforated during surgery in an ASC was transported
while bleeding to the nearest emergency room; a patient undergoing one of the most common
procedures in Medicare, cataract extraction, went into cardiac arrest and died on the operating
tablein an ASC. While these adverse events could happen in any setting, the risk of such
complications and the fact that more elderly patients with poorer hedlth conditions are
becoming candidates for ambulatory surgery illustrate the necessity for strong quality oversight
of ASCs.?

Quality Oversight of ASCs

Quality oversght of ASCs revolves around the Conditions of Coverage, Medicare' s set of
minimum health and safety requirements. CM S requires that ASCs become Medicare-
certified by a State survey and certification agency or privately accredited to show that they
meet the Conditions. While ASCs are free to choose which route they take, over 90 percent
elect to become certified by State agencies rather than through accreditation. Some ASCsthat
are certified by State agencies, however, are also accredited for reasons other than Medicare
certification.

The focus of certification by State agencies and accreditation is routine ingpections of ASCs,
caled surveys. Generdly, surveys are conducted to add new ASCs to Medicare, reevauate
those dready in the program, and respond to complaints or adverse events. State agency
surveysfollow CMS' survey protocol, which is based on the Conditions. Accreditation
surveys, however, are based on accreditors own standards. Thus, only accreditors whose
standards meet or exceed the Conditions may survey ASCs for Medicare.* CMS has
gpproved three accreditors. the American Association for Accreditation of Ambulatory Surgical
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Facilities, the Accreditation Association for Ambulatory Health Care, and the Joint Commission
on Accreditation of Hedthcare Organizations.®

Holding State Agencies and Accreditors Accountable

CMS tools for monitoring and holding State agencies and accreditors accountable to
Medicare include: 1) eectronic data reporting thet, for each survey, identifies the provider,
survey date, standards not met by the provider, and follow-up activity;

2) Federa oversght surveys during which CM S gtaff observe surveys unfold or evauate
recently surveyed facilities; and, 3) periodic evauations whereby CM S conducts formal
reviews of State agencies and accreditors performance.

Toolsfor holding State agencies and accreditors accountable to the public include:

1) public release of data on the performance of ASCs; 2) complaint processes that investigate
complaints about poor care received in ASCs; and 3) public release of data on the
performance of State agencies and accreditors.

This Inquiry and This Report

Thisinquiry focuses on the oversght of ASCsand is part of alarger plan to assessthe qudity
overdght of ambulatory surgery in the Medicare program. We chose to evaduate the oversght
of ASCsfirgt because they are one of the fastest growing settings for ambulatory surgery in
Medicare. In addition to this report, thisinquiry includes two supplementd reports:
Supplementa Report 1: The Role of Certification and Accreditation and Supplementd
Report 2: Holding the State Agencies and Accreditors Accountable.

We conducted this ingpection in accordance with the Quality Standards for Inspections
issued by the President’s Council on Integrity and Efficiency.
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FINDINGS

Oversight of ASCs is more important than ever

Medicare ASCs are experiencing explosive growth

From 1990 to 2000, the number of ASCs hasincreased by close to 200 facilities ayear while
during the same period the number of hospitals decreased dightly. In fact, over the past 5
years, the growth rate of ASCs outpaces al other settings in Medicare except for
comprehensve rehabilitation facilities and rura hedlth dinics.

As the number of ASCs has increased, S0 too has the number of surgica procedures that they
perform. From 1990 to 2000, the annua volume of procedures performed by ASCs grew by
over 220 percent, from 1.3 to 4.3 million procedures. This growth outpaces that of Medicare's
two other main surgical settings, hospital outpatient departments and inpatient hospitals, which
grew by 78 percent and 38 percent respectively.

Scope and complexity of procedures are on the rise

From 1990 to 2000, CM S approved over 800 new procedures for ASCs—bringing the total
number of approved procedures to nearly 2,300.° Many of these new procedures are major
procedures that involve high levels of anesthesiaand invasiveness. In fact, CMS now dlows
ASCsto conduct over 600 major procedures that together represent over a quarter of al
approved procedures. Recently CM S proposed expanding its list of approved procedures to
over 2,500 procedures, 743 of which are mgjor procedures.’

These changesin the list of gpproved procedures have resulted in adramatic increase in the
volume of mgor procedures performed in ASCs. Between 1990 and 2000, the annua volume
of major procedures taking place in ASCs increased by 730 percent, from 12,000 to over
101,000 procedures, while those in outpatient departments and hospitals grew by 392 percent

and 57 percent respectively.

But Medicare’s system of quality oversight is not up to the task

State agencies’ ability to adequately oversee ASCs is crumbling

Nearly athird of ASCs certified by State agencies (872) have gone 5 or more years and 136
facilities have gone 10 or more years without a recertification survey.® From 1990 to 2000, the
elapsad time between recertification surveys of ASCs aready in the program more than
doubled, from 1.8 yearsto 4.4 years. Elgpsed time between surveys grew so dramaticaly
during this period because the level of State agency surveys changed little while the number of
ASCs certified by State agencies more than doubled.® These numbers are significant because
the overwhelming magjority of ASCs—over 90 percent —are certified by State agencies.

State agencies oversght of ASCsis aso wesk in following through with complaints. In the
past 5 years, State agencies responded to 141 complaints with a complaint survey.
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Y et, as of 2001, 47 percent of these complaints remain unresolved—in some cases for as many
as5years. Infact, nearly afifth of these complaints are againg facilities that have deficiencies
serious enough to warrant termination from Medicare.

In addition, the standards that drive State agency surveys, the Medicare Conditions of
Coverage, have not been updated since the inception of the ASC program in 1982. Thus,
State agency certification has failed to kegp pace with important advancesin qudity oversight.
For example, the Conditions do not address patient rights, such as handling patient complaints
and safeguarding patient privacy. They dso fail to address continuous quaity improvement.t
CMS has begun to address these issues in the Conditions for other provider typesincluding
nursing homes, home hedlth agencies, and hospitals'?> We note that CM S attempted to update
the Conditionsin 1996, but its effort never reached conclusion.

Finaly, State agency surveys perform afocused review around the Conditions, but fail to
encompass quaity improvement. These surveys are characterized by a chalenging, direct
gpproach in which surveyors am to enforce minimums, rather than educate toward quaity
improvement. This approach is reinforced by CMS' survey policy, which states that surveyors
are not to educate, advise, or consult with the facility on waysto improve its qudity of care.

Accreditors offer routine surveys based on up-to-date standards, but pay
less attention to verifying compliance

Unlike State agencies, accreditors survey ASCs every 3 years. This gives them and their
gtandards high vishility and alows them to keep aoreast of changesin facilities. In addition, the
accreditors update their standards far more often than CMS, in some cases annudly. This
alows them to keep pace with advances in technology and changes in the ASC industry. For
example, each has developed standards concerning maignant hyperthermia, a recently
recognized complication triggered by common generd anesthetics. Findly, accreditors tailor
their sandards to reflect the varying risk and complexity of services offered by different ASCs.

By ther nature, accreditors focus on continuous quality improvement through peer-to-peer
interaction during surveys.® Y e, while on-site, accreditation surveyors must assess compliance
with hundreds of sandards, usudly within surveysthat last lessthan 2 days. This packed
agenda and the accreditor’ singructive gpproach result in less attention to verifying compliance
with thelir sandards. For example, we observed surveyors asking a series of questions about
key standards, but not verifying the existence of supporting evidence. At times this gpproach
can result in superficid review.

Medicare’s system of quality oversight lacks accountability

CMS does little to hold State agencies and accreditors accountable to the
Medicare program

CMS does little to monitor the performance of State agencies and accreditors. It limitsits use
of electronic survey data to reviewing quarterly summaries of deficiencies, and does
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not use it to monitor elgpsed times between surveys, disciplinary actions, or other metrics of
performance. It cannot obtain a unified picture of survey activity in the ASC program because
State agency and accreditation data each contain different information and are stored in
separate, incompatible systems!* It rardly performs Federa oversight surveys to monitor State
agencies and accreditors performance surveying ASCs. While State agencies and accreditors
conducted over 3,400 surveys of ASCs from 1995 to 2001, CM S conducted just 15 Federd
oversght surveys—11 of which werein Cdifornia. Findly, CMS' periodic, formd evauations
shed little light on performance. Evauations of State agencies only address their performance
surveying nursing homes and those for accreditors are largely removed from their performance
surveying ASCs.

With so little monitoring of their performance, CM S is hard-pressed to provide meaningful
feedback to State agencies and accreditors. It provides virtualy no feedback to the State
agencies on their performance overseeing ASCs. Its feedback to the accreditors, which is
comprised of aletter following formd evauation, islimited sSnce it focuses on their policies and
procedures rather than the quality of surveysthey conduct.

Findly, CMS routine, operationa feedback to State agencies and accreditors is problematic.
Officids from State agencies and accreditors cited lingering confusion over the permissibility of
keeping Medicare patients for overnight stays, the required frequency of Life Safety Code
surveys, and which accreditors were approved to survey ASCs.

CMS does little to hold State agencies and accreditors accountable to the
public

State agency certification provides little public information on the performance of ASCs,
accreditation provides dightly more. While CM S uses the Medicare web site, a telephone
hotline, and postings within facilities to disseminate State agency survey reports for other
provider types, it does not do so for ASCs.® The Medicare handbook, which it sendsto all
Medicare beneficiaries, makes no mention of survey reports. Such reports are available
through CM S offices or State agencies. However, these reports lack comparative information,
leaving the public with no information on an ASC's performance relative to its past or its peers.

The availability of accreditation survey reportsis dso limited; only the Joint Commission makes
them available to the public. The Joint Commission makes survey results, cdled performance
reports, available over the phone and on-line. These reportsinclude accreditation decisions,
dates of surveys, and comparative information to other ASCs. They aso identify those areas
requiring improvement and whether they were resolved.

CMS does little to make State agencies complaint process accessible to Medicare consumers.
For example, it does not provide prominent, clear ingtructions for lodging complaints on the
Medicare web ste or over the Medicare telephone hotline, nor does it require ASCs to post
complaint ingtructions.’® ¥’ In the Medicare handbook it instructs beneficiaries to bring
complaints to peer review organizations, but recent OIG inquiries have found that they have
flawed complaint processes.’® The complaint processes of the accreditors are dightly more
accessble. Though not required by CM S, they include toll-

Quality Oversight of ASCs: A System in Neglect 8 OEI-01-00-00450



free numbers on certificates of accreditation, which ASCs generaly post in their lobbies, and/or
solicit complaints or feedback through their web stes.

Findly, CMS makes no information available on how well State agencies and accreditors carry
out their charge to the Medicare program. It does not publish the results of forma evauations,
summaries of complaint volumes againgt State agency certified/accredited ASCs, or other
information that would allow comparison across State agencies and accreditors.
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RECOMMENDATIONS

CMS should determine an appropriate minimum cycle for
surveying ASCs certified by State agencies

In determining aminimum survey cycle for ASCs, CM S should consider the nature and risks of
care ASCs ddliver.’® CMS should also consider a strategic approach that addresses survey
cyclesfor ASCs within the overd| context of adequately surveying dl types of providers
certified by State agencies. 1n addition, it should consder how its andysis of certain data could
help it prioritize surveys across ASCs. For example, it could draw on volume of Medicare
procedures, complaint history, and whether an ASC is accredited for reasons other than
Medicare certification. CMS should dso consder whether the financia demands presented by
the risng number of Medicare-certified providers warrant establishing user fees, which would
require alegidative change. Such steps might enable CM S to better manage and plan for
growth in the number of certification surveys required to adequately oversee certified providers.

CMS should update the Medicare Conditions of Coverage for ASCs

At a minimum, add sections that deal with patient rights and continuous
guality improvement

CMS should add a section to the Conditions that addresses issues such as how ASCs will
respect patients  dignity and resolve patient complaints. Such a step would reflect CMS
renewed focus on beneficiaries within its strategic plan and gods amed a strengthening
beneficiary satisfaction and protections.

CMS should ensure that the Conditions require ASCs to conduct continuous quality
improvement efforts. Over the longer term, we urge CM S to explore developing a set of
standardized performance measures for ASCs. CMS could aso use such measures to monitor
ASCs performance and adjust the frequency and focus of surveys. CMS dready hasasmilar
initiative underway for nurang homes and home hedlth agencies. Both the Medicare Payment
Advisory Commission and Congress have recently called on CM S to explore the expanded use
of qudity indicators®

Make the Conditions adjustable to match the levels of surgery performed by
different ASCs

In updating the Conditions, CM S should move away from its current one-size-fits-al modd and
instead consider an adjustable gpproach that would enable surveyors to tailor them to individud
ASCs.2 Such an approach might take into account anesthesia, invasiveness, and other factors
that drive the risk and complexity of procedures done by agiven ASC. Thiswould improve the
effectiveness and efficiency of State agency certification as well as minimize the regulatory
burden by focusing the standards and the State agency survey around the level of services
offered by each ASC.
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CMS should ensure that State agency certification and
accreditation strike an appropriate balance between compliance
and continuous quality improvement

While compliance typifies the regulatory approach taken by State agencies, continuous quality
improvement is centrd to the collegia gpproach of accreditors. Both have important roles to
play in qudity oversght. In previouswork, the OIG has highlighted work done by the Nationa
Roundtable on Hedlth Care Quality and others that suggests both gpproaches have value, but
not so much that one should dominate a the expense of the other.?2 Balance between the
approaches would protect the public from poorly performing ASCs while encouraging the rest
to improve beyond minima hedth and safety sandards. Y et, qudity overdght of ASCs
provided by State agencies and accreditors engages dmost exclusively in one gpproach or the
other.

CMS should hold State agencies and accreditors fully accountable
to the Medicare program for their performance overseeing ASCs

Use electronic data reporting to monitor basic metrics of performance

CMS should use metrics such as eapsed time between surveys, follow-through with
deficiencies and complaints, and trends in deficiency citations to continuoudy monitor State
agencies and accreditors progress overseeing ASCs. This type of monitoring would alow
CM S to detect problems within State agency certification and accreditation and take actionsto
correct them. In addition, it would enable CM S and State agencies to better manage survey
resources, thus avoiding problems we found such as unresolved complaints and letting ASCs go
10 or more years without a survey.

Y et, to make better use of survey data, CMS must address limitationsin their structure. We
note that CM S isin the process of designing a new system for survey dataand, in fact, is
dready using it for nursng homes and home hedlth agencies. Thus, as CMS plansto move
ASCs onto its new system, we offer some specificsfor it to consder. First, CMS should
ensure that its gpproach captures both State agency and accreditation data and alows them to
be aggregated. The data should support monitoring the performance of accreditors and State
agencies. Second, CM S should ensure that its system captures data on termination tracks,
plans of correction, and reduced accreditation periods. Third, if CM S implements standardized
performance indicators for ASCs, its system should house such data and support their use for
adjusting the frequency and focus of surveys—asits new system does now for nursing homes
and home hedlth agencies®

Conduct periodic Federal oversight surveys to monitor the nature and
extent of review done during State agency and accreditation surveys

In conducting these surveys, CM S should use an gpproach that alows for consstency among
Federd reviewers. CM S should also ensure that oversight surveys result in both routine and
forma feedback to State agencies and accreditors. Without the benefit of Federd oversight
surveys, it is nearly impossible for CM Sto judge the qudity of review conducted by State
agencies and accreditors on Medicare' s behalf.
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Conduct formal, periodic evaluations of State agencies’ and accreditors’
performance overseeing ASCs

CMS newest approach to evauation of State agencies uses nationd thresholds that are based
on measurable indicators of performance—but thus far it focuses only on nursng homes. We
urge CM Sto broaden the scope of its evaluations of State agencies to incorporate other types
of providers, including ASCs, and to use them to examine performance specific to each type of
provider they survey. In addition, CM S should focus its eva uations of accreditors toward
assessing their performance overseeing ASCs, in addition to assessing their organizationa
capacity and operating policies.

Provide feedback to State agencies and accreditors on their performance
CMS should use eectronic survey data, Federd oversight surveys, and forma evauations to
inform routine and formal feedback to State agencies and accreditors. However, we note that
for CMSto effectively monitor and provide feedback to State agencies and accreditors, it
should first work with them to establish a common set of performance expectations for the
oversight of ASCs.

In addition, CM S should consider establishing a policy clearinghouse as away of disseminating
policy to State agencies and accreditors in a smultaneous and consistent manner. Such a
clearinghouse would eiminate the confusion around CM S palicy that we observed during our
review. We note that CM S has aready established asmilar clearinghouse for nursing homes,

CMS should hold State agencies and accreditors accountable to
the public for their performance overseeing ASCs

Asour hedth care system moves toward a consumer-oriented marketplace, public
accountability takes on increasing importance. Public accountability leverages CMS' oversight
by focusing the attention of the public, Medicare beneficiaries, and interest groups on the
performance of ASCs and how well State agencies and accreditors ensure that ASCs provide
qudity care. Indeed, consumer orientation and itsimplicationson CMS' programs comprise a
major theme within CM S strategic plan.?* The CMS Administrator has recently reaffirmed
CMS' commitment to enhancing the information available to the public on the Medicare
program.® However, & thistime, the information available to Medicare beneficiaries about the
performance of ASCs, their ability to complain about poor quality of care, and the performance
of the qudity oversgght system itsdlf is woefully inadequate.

Take steps to increase the availability of performance information about
ASCs certified by State agencies, including publishing it on the Medicare
web site

CMS should make full use of mechanismsit has avallable to disseminate performance
information about ASCs. For example, with little effort, CM S could immediately place the
results of State agency surveys on the Medicare web Ste, asit has done for nursing homes and
didyssfadilities. In addition, CM S should make them available by request over the Medicare
telephone hotline and provide ingructions for obtaining them within
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the Medicare Handbook. Finaly, CMS should require ASCs to post survey results on-site for
patients to see—as it now does with nursng homes.

CMS should improve the usefulness of survey results to Medicare consumers by adding
compardive information such as the average number and types of deficiencies outstanding at all
ASCs. Inaddition, CM S should seek to supplement them with other datathat it already has
available, such asthefacility’s survey and complaint history. Findly, if CMS were to implement
performance indicators for ASCs, summaries and comparisons of these data should be made
avallable to consumers as well.

Increase the accessibility of State agencies’ complaint process

CMS should make full use of toalsit has avallable to solicit complaints from Medicare
consumers. Specificaly, CM S should make clear, easy-to-find ingtructions for how to
complain about ASCs available on the Medicare web site and over the Medicare telephone
hotline. CMS should aso require ASCsto post complaint ingtructions. These Sepsarein line
with CMS commitment to collecting and investigating complaints that it outlinesin its srategic

plan.

Negotiate with the accreditors to increase public information about
accredited ASCs and the accessibility of their complaint processes

CMS should work with the accreditors to define a minimum amount of information that they will
make available about the Medicare ASCs they accredit. Similarly, CM S should work with the
accreditors to ensure that their complaint mechanisms are accessible to Medicare consumers.

In both cases, each of the accreditors dready hasin place aweb site and tel ephone number
where they could make information available. Findly, CM S should require accredited ASCsto
post survey results and complaint ingtructions.

Publish information on the performance of State agencies and accreditors
CMS should use the Medicare web ste, the Medicare telephone hotline, and other resources
to disclose performance reviews of State agencies and accreditors. Information it discloses
could include comparative summaries of survey data reporting, results of Federa oversight
surveys, and forma evduations. Should CM S implement performance indicators for ASCs,
information could also include comparative summaries of the performance of State agency
certified and accredited ASCs.  Such disclosure holds State agencies and accreditors
accountable for how well they oversee ASCs and can be useful for Medicare beneficiaries who
have a choice between State agency certified and accredited facilities.
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COMMENTS ON THE

DRAFT REPORT

CMS

We received comments from CMS, the Accreditation Association for Ambulatory Hedlth
Care, the Joint Commission on Accreditation of Hedlthcare Organizations, and the American
Association for Accreditation of Ambulatory Surgica Facilities. Below, we summarize their
comments and offer our reponse to them initalics. Appendix A containsthe full text of dl the
comments.

CMS expressed genera concurrence with many of our recommendations and cited many
optionsit is consdering that are in accord with them. However, noting resource congraints and
other concerns, it did not fully commit itsdf to our key recommendeations caling for aminimum
survey cycle, amore accessible complaint process, and the publication of survey results.

We under stand the constraints CMS faces and the compl exity of the issues associated
with ASC oversight. Yet, we urge CMSto view our report as an early warning signal and
to devote a sense of urgency to our recommendations. Aswe note in the report,
Medicare ASCs are experiencing explosive growth and increasingly are performing
major procedures that involve high levels of anesthesia and invasiveness. We urge CMS
to develop an action plan and timetable that set forth specific actionsit will take to
improve its oversight of ASCs.

Accreditation Association for Ambulatory Health Care

The Accreditation Association for Ambulatory Health Care generdly agreed with our findings
and recommendations. It asked that our reports include comparative data on safety across
surgica settings and took issue with our concern about the depth of accreditation surveys. It
noted that it has added aform to its website to solicit feedback, such as complaints, about its
accredited centers. It aso supported our cdl for a baance between compliance and
continuous quaity improvement efforts and noted its new policy for random, unannounced
surveys, which will be effective in 2002.

While our reports do reference literature on the safety of ambulatory surgery, presenting
compar ative data on safety across all settings was outside the scope of our inquiry, which
focused on the oversight of ambulatory surgery centers. Futureinquiries are planned
that will examine the oversight of ambulatory surgery performed in hospital outpatient
departments and physician offices. We still conclude that accreditation surveys pay more
attention to education and improvement than to verifying compliance, and spell out the
details for that conclusion in the supplemental report, “ The Role of Certification and
Accreditation.” Furthermore, we give more prominence to the importance of balance
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between compliance and improvement in the final reports. Finally, we made changes to
the reports to clarify certain points and acknowledge the Association’ s feedback
mechanism on its web site.

Joint Commission on Accreditation of Healthcare Organizations

The Joint Commission generdly agreed with the findingsin our reports. It pointed out that
many accredited ASCs have not eected to use their accreditation for deemed status. The Joint
Commission took issue with our concern about the depth of accreditation reviews and the
helpfulness of the survey information it discloses.

In the final reports, we clarified that some ASCs surveyed by Sate agencies for Medicare
certification may also, in fact, be accredited without electing to use their accreditation
for deemed status. We urge CMSto consider this information, along with volume of
Medicare claims and complaints, in determining how to best use its limited resources and
prioritize ASCs for State agency surveys. We still conclude that accreditation surveys
pay mor e attention to education and improvement than to verifying compliance. We give
mor e prominence to the importance of balance between compliance and improvement in
the final reports. Finally, although we still contend that a scoring system that resultsin
the great majority of ASCs falling into one broad category of accreditation
(Accreditation with Type | Recommendations) does little to help consumers differentiate
between an ASC with few or many recommendations for improvement, we did clarify the
performance information available from the Joint Commission.

American Association for Accreditation of Ambulatory Surgery Facilities
The American Association generdly agreed with our conclusions. It noted thet its certificates of
accreditation include a toll-free number for complaints and that these certificates are generdly

displayed prominently by its accredited ASCs.

In the final reports, we clarified that the certificates of accreditation include a toll-free
number and address for filing complaints.
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. J/ DEPARTMENT OF HEALTH & HUMAN SERVICTES Gontara for edars & Maican Services
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Adwrinistralor
wWashington, DG 20201

MRk OEC 17 2001

TO: Janet Rehngmst
Lospeetor General
Office of Inspector Generzl

FROM: Thomas A. Scully “7ogan, Cﬁ_,«éi—/))
Administrator

Centers for Modicare & Mndicaidfﬁ"crwicas

SURJECT: Office of Inspector Generel (O165) Draft Reporls: Quality Chversighs of

. Ambuiletory Surgical Centersyd Svstem (v Weylert (OFT-01-00-00450),
The Role of Certification and Accreditation, Swyplemental Report T (OEI-
O] =-C0=004 5 1}', arnd _Ffoirz’irlg ;';'!'r]l't?_.{g&n{;.!m' i _.-'fr_':'rr-_rdf.:ur; Agmm‘;pﬁb}'ﬁl
Supplemenral Report 2 (OE1-01-00-00452)

Thank sou for the opportunity io review and comment on the above-re ferenced drull
reports. Crverall, we generally concur with the findings and meny of the
recermriendations detniled in the reports. We ahare your concerns that data on quality
isgucs in anbulatory surzical centers {ASCS) are limited and that analvsis of these issues
14 lergely hosed on anecdota] information.  Through eur own analysis of sarvey and
cortification issucs with regard to ABCs, we have rmgu.i.wd tany of the sume concems
identificd in your reports. Wo have, in fact, already bepum fmplementing many of the
proposals included in the recommendations, Our detailed comments to the specific
recommendations arc outlined below,

OIG Recommendntion
The Centers for Medicare and Medicaid Services (TMS) should determine an appropriate
tmmimem eyels for survenng cerbified ASCE,

CMS Pesponse

The CME penerally agress that given the neture of surgical procedures being performed
in ABCs, there ore inherent riska involved, Howover, there are tisks mvolved In
receiving any wpe of hoalth care in any setting, Absent any verifiable deta W suppuri
such a fiak analyais, we do not bolisve it i3 possible at this fime to move o a process in
swhich facilities are protitized for surveys based primarily vn the sks inhersnt wo the
types of procedurss pecformed.

The CMS does take a strategic approach to performing survess ol health care facilities in
which we ettempt to balance cusrent Tegisiative and budgetary privrilics wilh wvaileble
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resources, and we will continue to do 5o, The overarching goal in this spproach i3 the
protection ol the Medicare beneficiaries. Additionally, we will explore the usc of a basic
analysis of claims data for ASCs In order to manage sarvey resources vithin our
minimum cyele to survey high-volume facilities and those with aberrant billing parterns
first. One particular stategy that we arc cxploring ia to review claima dats to identify
e e Tacilities that aever or seldom Bill for Medicers sevvices, and wse this
inlornation in menaging survey wotkload priositica.

Williin 1kis recommendation, it s supgested that CMS may wish to consider whether the
financial demands presentad by the rsing nomber of Medicarc-certificd providers
wrran! establishing user fess. This Agency action wiiuld require a legislative change.
Tlser fees may be more aporooriate for ABCs than for other provider types given the fact
that 4 lurge numiber of A3Cs that become Medicare certified do so to meset the
reyuiremants of other thind=party payers, and do not treat Medicare bencficarics.

OIG Recommendation
CMS should update the Medicare Conditions for Coverage for ASCs,

e AL awminmmr, add seetions that deel with pabent nghts and continuous guality
Improvemel.

ChiS Response

We recognise hat the current ASC Conditions for Coverags do not adequately address
[he inany changes that have taken place in the ASC commumty in recent years. The
CMS is very inlerested in ensaring thet our proposed revisions to the ABC regulations
sirenehen patients' rights and continueus cuality tmprovement. This aspect of the OI1G
recommendation will be considered in the revision of the ASC Conditions for Covorage.

& Make the Conditions adjustable to match the levels of surgery performed by different
ABCs.

S Response
This OIG recommendation will be considered o the revision of the ASC Conditions for

Coverage.

OIG Recommendation
CS should hold State agencies and seereditors fully aceountable to the Medicure
pragram for their performancs vversesing ASCs.

s Ulse electronic data reporting to monitor basic metrics of performance.
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Chis Response

W concur with this recommendation, The CMS is already invulved in designing the
new Cuality Improvement Evahuation System fur survey data. As mentioned in the
report, the new system 15 currently being used to capturs survey data for nursing homes
and home health agencies. We hope to expand its use w inclwle survey data for other
facility types in the near firture. Wo have long recopnized the value in developing
standardized performance indicators for all providers. At this point in tine, there are no
organizations that have developed reliable qualily indicators for surgical procedures. We
will continue 1o discuss this approech with the accrediting vrganizations and othet
representatives of the health care commumity in hopes of developing such systems in the
tuture.

»  Conduct periodic Federa] oversisht surveys to monitor the natore and extent of
© review dene during certification and accredilstion survevs.

CMS Response
Woacknowledge that Federal sarveyors conduct very few louk-behind surveys of

certified facilities for the purpose of overseeing md evaloating the stere agency
surveyors. The CMS Central Office and Reglonal Office (RO staff will work together to
devise strategies to increase Federal presence und Lo improve cor oversight of state
agency certification of ASCs. Towsver, CM3 ROs luce muny of the same resource
constraints thet the statc agencies do, and any improvememns in this ares will lely be
harnpered by limited resources and current lexislative and budget priorites. As we have
done with some other provider categorics, we will explore the possibility of obtaining
funding, and by contmecting with organizations (o function a3 qur agents and perform
validation surveys of facilities approved by the state survey sgencies,

s Conduet formal, periodic evalualions of smate agencies' and accreditors’ performance
wvemseng ASCs,

LMS Responss )
W concur with this recommendalion, The CMS has begun 1o incorporate elements of

the program beyond nursing homes in the vversiyht evaluation of state agency
performance, and we plan to continually cohance our evalustion of the state apencies.

There ure prucadures deluiled in repulatdons that address oversight and evaluation af
acerediting orpanizations, and we have eonducted Fporous evaluatdons of each
application with deeming authority for ASCy, We also note that ten of thres
organicutions curmently approved will be evainated for renewral of their desmming authority
this wear. However, te number of accredited ASCs deemed to meet Medicare’s
Conditions of Coverage is curreatly very small. Forus to develop a validation process
with staristical significance iz close w impossible at this point in time, given the small
nurm et of sovtelited ASCs, The CWIS will expand its accreditation end validation
program o other provider Types including ASCs during this fiscal year. As previously
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mentioned, obtaining a statistically valid sample his year i1l not be possible given the
small number of wewrediled ASCs unil cument resource constrainm, but we will use this
validalion process as a starting poiot 1o build vpun in the future.

e Provide feedback to State agencies and accreditors on their performance.

CHS Response

As we improve our evaluation of the state agencies and acereditors and develop
additional performarnce measures, we will provide the states and accreditnrs with
additional feedback regerding their performance.

MG Recommendation

CMS should hold State agencies and accraditors aceountable to the public for their
performance overseeing ASCs.

= Take steps to increase the availability of performance infonmetion about certitiad
ABCH, including publishing it on the Medicare website.

[n the firre we plan to do this; hawever, given the current deay in survey cyvcles for
many ASCa, we are reluctant to publish data that ars out of date, or are rot an acourate
reflection of the ASCs” quality of care. To the extent that we can move ahead with more
Frequent surveys, electrenic dats reporting, and increasing their wsefulness, it is our intent
w0 make pertormance information more readily svailable to the public.

¢ Increase the accessibility of certification’a eomplaint process.

CME Response

Wersengmize that the eormplaine process is an important compeonent of quality oversight
and therefore concnr with this recammendation, The CMS is currently working to
improve the complaint proczss for all provider types. We hope to standardize and
irmgrove the commplaint peocasa acmss all provider types- creating a gystemn that 35 more
responsive and consistent

» [Mepotiate with the accreditors to increase public information about aceredited ASCa
and the accessibility of their complaint processes.

CMS Response
-We will continue to have an open dialogne with the acarediting organizations on this
18gue. .
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= Publish information on the performance of State agencies and accreditors.

CME Respomae
To the extent that we develop viable performance measures and data, we will explore the

possthility of making the information readily available to the public,

The Role of Certification and Accreditation, Supplemeniol Repors 1

O1G Recommendation
CME should enzure that certification and accreditation strike an appropriate balance
between complinnce and continnous quality improvement.

CME Response

We agree with your findings that efriking a balance betwoen compliance and quality
oversigat is essential to protect the public from poorly performing ASCE while
encourzging the rest to improve beyond minimal health and safety standards. We also
believe that adding continuous quality improvement to the Conditions for Coverage
would be very useful in bringing balance betwesn compliance and continuous quality
improvemnent. As wetovise our Conditions for Coverage affecting the various provider
groups, we are utilizing Cuality Assessment Performance Initiatives that encourage self-
asgessment by providers of servige, Thus, thes aspect of the 016 recommendation will be
considered in our revisions of the ASC Conditions for Coverage,

It is difficult to fzclate quality when examining the issues surounding ASCs. We believe
it would be beneficial for a future study to examing the ASC benefit in its entirety,
specifically to evaluate the statutory description of an ASC, as well as payment policy
and provider enrallment issues.

Attarhment
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Technical Coruments

OEL-01-00-00430

WETE.
OEI-01-00-00451

Tage 22, second paragraph, ascéond scntence- Recommend replacing the word
“sample™ with samples.

Fagz 29, endnote 24= The number “24" should be mmber 23.

OEL-01-00-Di452

Page 5, sccond peragraph- Recommend changing sentence to read: The Conditions are
exfabiisked in the regulations by CMS.

Dage 17, sccond parapraph, sccond sentense- Resommend teplacing the word “sample”
with samples.

Page 18, third pompraph, third sentence- Remove the word “the.™

Pagz 19, cndnote 9, accopd scntence- Inscrt the word éo between the words “approved”
and “acoredit™

Pagz 21, first sentence- Replace *Health Plans and Providers (CHEPY with Medicare
Maunagement (CMM]).

Pagre 21, endnote 23, first sentence- Recommend placing the word website bofore
(wre . mediceare. gov),

Page 21, endnote 22, last sentence- Replace the word “we™ with were.
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Accreditorion Asscciation
fur Ambulecory Healdk Care, Inc,

John E. Borke, Ph.O.
Sxeemppive Director & CEO

Ciecember 6, 2001

Jurae R.:*_-]mcjlqjsh Tnapectoe G oneral
HHE/Office of Inspector Geners]
oo 5246, Cohan Budlding

330 Tndependence Averme, 3,50,
Washingion, [ 20201

Taenr Inspectot Ganeral Relmguist:

O behalF of the Accredittion Aszocianon for Ambudzingg Health Cane, 1drn plegsed o submit the
areached commantz on the Emft repoct, Slealos Oreeripht o Ambedarery Surginsd Censrs, and de o
aupplermen ] repars.

We agres that thuiz smdy is timely and impartasst Foe the teasons stabed inyeme letter of Movember 6.
We sppreciared the opparmmity o pacticipete in the shudy and enjoyed working with the O1G s@il n
its develaprment, Phease letus know of we g be of ang farther assistance.

Zincerely,

Kf ,:Lsc{'r-u-'f/:%nu-n._c____

John . Burke, FID

Excmtive Tireemr & CEO

Enc.

JEB/jib

Az01 O Slepwlew Boad, Suirs 300
Eilmerre, [linods G000

BAT KS3a060

Fsor 447 4330023

Jehnbus@iamd wong

wyreaaahc ooy
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|AI Accreditarion Assocacion

for Ambulatory Health Care, Inc.

Deecmber 6, 2H1T

Junet Rehnguist, Inspector General
HHSMOfice of nspecior General
Room 5244, Cohen Buildng

330 Independence Avenus, 8.W.
‘Washingtan, TC 20201

Re: Draft Report: Quality Qversight of Ambulatory Sursical Centers
Supplemental Repert 1: The Rele of Cenafication and Accreditalion
Supplemental Report 2: Holding State Agensies and Aceroditors Acconntable

Dear .[T_EPH.'.LICIL' Cenerel Rn]nuiuis'r:

Thank you for the apportunily o provide comments on the drall report, Qualicy Oversieht of
Ambulatory Surgical Centers, and two supplemental raports, The Bole of Cortifieation and
Accreditation (Supplemental Eeport 1), and Holding State Apencics and Accreditors Accountable
{Supplemental Report 2), We appreciate the apporimity ta be ivolved in this process,

The AAAHC russion is te develop standards to advance and promee patiznt safety, quality, valus
and meagurement of performance for ambulatory health core dirough peer hased acoreditation
processcs, adueation, and reeearch. AAAHC is committed to wocking with the Centers for Madicars
& Medicaid Services (CMS) to eraurs that smbmlarney surfery conters (ASCs) provide the highest
guality of cars. With (his gs backeround, AAAHC would Uke to take this opportunity o camment
on soveral specific arcas of the above referenced reports, : :

We agres with the Tieaft Repect”s findings that L} acereditors survey ambulatory cars coganizations
more frequently than 2are agencies; I) acereditors wpoatz their standards anneally, of mors
Breyuenlly if necessary, with input of national expents, survevors, and the public: 3) accreditors apply
their stenderds to refleot the varying sk and eemplexity of sarviess olfaed by ASCs.

AAAHC S Standards and Survey Process Committee mests segolardy to review current standards ond
progedures and rscommend tn the Brand of Tlirectars chenges oo imprgyve the apcreditation procese.

AMATIC also agrees with the reconumendation that CMS3 should determine an appropriate minimum
ayele for surveying Médicare-certified ASCs. (Draft Report, p. 10) We recognize both the value of
the nageing meaitoring of ASCs and the need for o specified minimum time betweea surveys. Om
he other hand, the report should point out that some ASCa that have not bem aurveyed recently by
CME may be aceredited and may have besn subject tn & mare cecent accreditation FUrvEY,

Anather recomanendatian is that CMS should updats dhe Medicare Conditiens of Coverage by

adding seetions on patisnt Sights snd continucus quality improvesvent, (Dralt Repurt, p. 100 Agair,
we appland this recommendadon, A4 AHC has always emphasised the importanee of patient rights
and quality mmprovement, deseribed in the Chapter 1 and 5 of the A4ARC Accreditation Handb ook,

3200 Qld Qlevveice Raxal, Suiee 300
Wi lonerre. Clinals G000

847 8568040

Fue 847 8539028

wrwusahr.ong
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W' do not apree with the statoreent an p. 7 that accreditation’s insrmiceive approach may result in
superficial review. AASHCT vigorously voifies cowpliance witl its standards. Wi require extensive and
engoing training of AAATIC survevors in order to asserc ey maintain g workine kacwdedor of all
standards resulting in a1 ofSective verification of womplianes, This is accomplished dirough assesanenl of
spproprizte docamentation, responses Trom personnel to detailed questions conceeting implementation
and ovher oorsite observations and information gathermg methodclogies. Sdrveyors are trained heaith

ware professionels who are gbls to verity sompliance threwgh knowledgeeble observetion,

As recoramendad on page 20 of Supplemental Bepart 1, CMS should ensy e tlal there §s an APPrOgTIaT

balanes Selveen cortification and acersditztion, ard complidnce end eontinuous quality (nprovenent.

AAANC acereditatiom recoanizes the nead for this important balanes and attempts to achieve it in the

followwing wava: . g e & i

= As sated above, guality dnproeewit i e cormeestone of e AAAMC decredimtion program. -
Aszeazmcnts of the elements of an active quality improvemenit program are interwoven throughot
the standards inthe L4440 Handbaok,

* While compliance with cach A& AHC standard may not be neceszarily dizcussed at the summation
comforence after a survey, survavars evaluate complianee with all applicable standerds in reporting
their survey findings to AAAHC,

= Comtrary to the assertion on p. 18 of Supplemental Report 1, ASC staff do not have the authority o
select the medical recons (o be revigwed by surveyors, To nssurs both faadomness and the ahility to
idanlify potentizl problem arcas throneh elinical record Teview, survevors are specifically instructed
k2 reaview @ sample of medical records thar illustrats the gypes of health care services pravided; 2
spoatrom of providers Gl have privilsges al the crganizacion, and 21 récords invelving deaths
transfers, litigmtion, eod vnplemed cutcamas/ingidents. : : o e

+ Effestive in 2002, A4 AHC has adopted a policy to conduct randoem, unonnoumesd BAFVGYS a3 an
additipmal tool for verifying compliance betwesn regolar ON=2ile EUrveys.

Bupplemzntal Reporl 2 confains a finding that Setizit complaml mechanizms have Uirdted accessibiliy, 0 0T
(Draft Supp. Report 2, pags 11} We taks scriougly AAATIC's responsilsilily Lo the Medicars Program and
ensuning, through aceraditation, quality care for Medicare benefiviariva. We rcoognize and agros that

ASCs must provide patients a mechanism by which tn file complaints. . One of tha sequirements in the

AMAFC chaprer covering Righis of Patienss is that organizations mmst infiorm patients shout procedures

for exprassing suggestions Lo Lhe urganization and policiss regarding grievanse procedures and extemnal

appenls. Several other standards alzo rofor to the organization's responsibiliy to adept palicies and

procedures te resclve grisvances and appenls..

AMATIC policy offecs mierested indndduals the opportnity b0 present relevanl informetion aboat an
ASC being surveyed, with a promisent posting of notics of survey required 31 days prior 1 the survey
Wi also added a patient complaint form an the AAAHC web site 10 solicit this type of information,

AAAHC iz concerned about a lack of context with certain statsments in the draft repert. We urge the
delfetion of examples cited of pationt deaths allegedly céourmng in ASCs, Adverss outcomes accur in all
hezlth care seftings due 1o various reaseas, incloding those narelaced fo the care provided. The report
lacks sufTcient detail regarding thoss deaths for the infonmaticn te be nsedl o policymakers.  Adorenver,
willwal e suates such as comparative data on safery across surgical settings, these meamples danot
scrve a usefi! purpose and will likely serve to mislead e public and policymakers. References on
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sradies on complications and dearhs should be deleted, 25 the stodies involved are noc of ASCs, Amy
references used with regard to negative curcomes should be balaneed with readily avanlasle dats showang
ASCy positive recird dun providing sule, bicl guality surgical services. In £a21, we beliove that the repert
ahould cr'{pl.tmtl\ romqmzc the ke rates of mnmplr‘aﬁlm:s Fgr proceduress por Rl in ASCy and
previous OIG Radings in tis regand.

{One af the findings 15 that {.‘MS has approved new proced:inzs for ASCs that invalve “high levels of
ancsthesia o1 vasivencss.” (p. 6) As & point of clarification, curment regulations prohibe CMS from
adding to the ASC list any ]:lrmdun:s that genzmlly result in extensive Uuod loss, Tequite major invasion
af bady cavitiea, direatly involve major blood laas or are goacrally life threatening. This is u:[pmid.'nL
information mr wsers of the repost. - - : 7

The 1eport -:iiSCusses Mac]iu:.arz-, certification and acereditation az of they are mutually cechizive items, To
clsar up amy confision, the fnal report should make it clear that compliance with the Medicare
Cenditions of Coverage may be achieved either fheougls & state survey or accredimatics. - ASCs are-
relieved of the obligation of undergoing & sinte survey by choosing anacoreditation deeired starus survey,

Alsa oo page &, the report cites siatstics anthe number of ASCs that have nat been subject wa
recenification survey by 2 state ageney in S-vear and 10-vear periods, We sugpest that the Snal repoct
include information, if available, on whether this situation is limited to a few siates oo Madicars
contractors, or is & chromiv nationvade problem.

Fimal'y, we heliove that this study of Madicare ASCs should bz releaszd at the same tme 2e the ather two
studics an outpatient surgery, covering hosplital oupatent deparmments and paysician office wased -
surgery. Belzasmg similar date on all thres seqings seould provids patients a1d policymakers wil
comprehonaive and moaningful somparative information.

AAAHC supparrs 8 collaboralive, working relationship with CMS to monitor ASCs. We would be open

1c gxplosing various ways Lo enhance this process, inclnding expanded wse of clectronia data reparting,

Fedaral m‘ar‘ig.h of surveys, feomal periodic svaluations, and the establishment of 2 feedback mechanism

for momitoring performance. Of course, we would ask that CMS include d.lix.-l'l:.'d.l 1ation oroenizations and
. other interestad partices in the dnv\.,]npmm"t of such processes,

We Sll[:l]:ll:r]'t a reasoiabie and effective public-privels ssctor partnersh p on behalf of the Medicare and
Medicaiad palienl population in the United States. Such a parmersidp 18 best served through a
collaborative evaluation process to promote optinem goality ol cae for every oitizen, Wi thank you ﬁ;n_-
the opportuniey to cammant on.the chave referenced reparts and loak fareard to contimuing our work on -
behalf of MBS in the process of the oversight of ASCs,

Smecerehy,
CJ Ctd i e -é‘a‘n.ﬁ‘t M

. William Hanle, MDD
President
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Juim Commission
ar Sesrraiaion of Faabfcam ok

Seflieg i Staadand for Jually Jo deait Care

Deoember 6, 2001

Janet Rehneuist

Tuspector General

Office of the Inspector Gencral
5250 Wilber J. Cohen Building
330 Independence Averme, SW
Washingron, DO 20201

Pee: Droft Report; “Ouality Oversight of Ambulatory Surgical Canter
A gystem in Neglect” ; ;

Dzar Ma. Rehnguist:

We appreciate the opportunity to provide comments on the above referenced report and
the two supplemental teports, “The Role of Certification and Accreditation”™ and
“Holding State Agencies and Accreditors Accoumabls ™

While we generally agree with the proposed findings of the report, it does make
allegations about the effectiveness of the accreditation process w determine cotmplimoce
that are incorrect and not supported in the report. We will discuss these in relations to the
specific findings in the reports;

Owversight of ASCs is more imporiani than ever.

We believe the QTG has acourately assessed the growth in ASCs that bas vccuned and
the fact that approximately 20% of the Geilities participate in Medicare as the remlt of
federal medicare certification performed by state agencies. & should be noted thot mamny
of these organizations are also avcrediled, bul have nol dested o uss e accreditation
for “deemed status.”™ These ASCs chose to receive the benefiiz of Joimt Commission
accreditation, imespective of Medicare. For example, whils we aceredit over 300 ASCs,
only ahout 50 elect to use their secreditstion for Medicare, We wre only one of the threc
organizations approved for “deemed stetus" under Medicare and we cannot commenl o
the experience of the orher accreditors in this ares

Ore Ramissaron Boulevag Memhar Crganizsncng Amarican Denk’ Aseodstion

Dasoroe Termica, L &3 Anecicn Colace ol Famclrs  Amarican Hoepal Amoecatisn
L:\'ﬁ.'g_?'ﬂ!-d][l] limnrioan Endagn ol Sanjeong Armarcar Medes Aseeciaiion
e patn.org
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Timet Rehnquist o I
Inspector General
Pags 2 of 4

But Medicare's syatem of quality oversight is mot up to the task

Asnoted in the feport, resurvey by the mate agency i3 infrequent at best. The Joint
Commission accreditation proccss requires that & provider be resurveyed at least every
thres yoars, The report comeetdy notes that the Joint Commission stamdards are revised on
a regular basis 1o reflect changes in the industry and to address the varying risk and
complexity of the services being offered. The report also eorrectly netes that adherence to
these standards does result in improvements inthe quality of care furnished by the ASC.
We must, howover, take exception to the allegution on Page 7 that acorcditors pay loss
attention to verifiiag ASC compliance. The statement that the survey approach can result
in a supcrficial review is, in the ease of the Jomt Commisnom survey, incorreet, The OTG
does not ditferentiate the three accreditors onthis issue. There is no evidence sited in the
report thet findings were in fact missed, Tt appears thet the OIG docs not recognize or
acknowledge that the use of well trained, crperienced, crodentialed surveyors applying
approprigte, current standards ean do o therough assessment and evaluntion of & provider
m the time and manner allottad. We recognize that State survey agencies frequently use
more surveyors for a greater period of time than does the Toint Commission whea
mszeasing o provider. This does not necessarily result in 2 more thorough review. The
comment by the OIG that they cbserved scoreditation surveyors asking questions about
key-stondards, but not van.ﬁ.rmg the supporting evidence does not ackrowledge or
rocogmize the a]u“ Jand triining of the surveyors in d:tr.rrmmng compliance, The Joint
Commission requires that all mrveyom ba ampl:-yeas of the Joint Commission, have at
leart & mastere depres and five vears experience with the type uf'mgammhun or services
they survey. I addition zll muveyors are provided extensive training in the standards, .
the acereditation process and quality improvement, The Joint Commission’s emphms on
the credentials, ecperience and tra].m.ng of ite surveyors have contributed ioa
comprebensive, credible and consistent survey of ASC.

And Lacks Accomntability

CMS reviews the standards used by accreditors for deemed statue purpoees and must

approve any changes to ensure consistency and also survey results. While more feed back

on their review of the acereditors process is desirable wa ra-r,-,ugmza that for this provider
category the numbere of organizations that are “deemed” in relation to the states . o
workload may result in a differemt priority than in other aress where deeming ocoure., Wla P
wrould coneur with the finding of the OIG that CMS should work with acereditors and the

elates when establishing performance expectations for the oversight of ASCs,

All Joint Commission accradited ASCs, whether deemed for Medicare or noi, receive a
survey at least every thres years and the correction of all deficiencies are monitorad and
reguired to be corrected within a preseribed time period In addition, as acknowledped n
the draft report, the Joint Commission is finmly committed to being publicly accountable
for the resulis of it acereditation activities, including the development of its standards
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and by making the results of its survey sctivity aveilable to the public, We would
disagrve with (he contention that the information publicly discloscd by the Joint
Commission is not helpful. Whils we all srive to improve the preseatation of information
(0 consumers, we do include on an organization specific basis the findings of the survey
a5 well asthe final accreditation decision, (sec Cuelity Check on the Joint Commission
website at wwrw jeaho.arg).

Receipt and proucsmng ufmnsumcr complaints 15 unmher aren of public accountability
that the Joint commission has cmphasized. Mot only do we have 3 toll free number
available to public to file complaints, we give instructions on filling complaints on qur
wehsite, We also include the 800 number on the Certificate of Accreditation awarded to
eauch accredited organization. Since the award of scoreditation is o significant
achicvement for the organizetion, they prominently display tha Cemhificate in public areas,

Beport Rnnmmendaunnm

We would concur that CMS should establish a minimum murvey eyele for ASCs W-e
believe the threeyear aycle used by the Joint Cotimission represents a reasonable
balance between cost and oversight and would recommend that CMS adopt this schedule, - -

The Medicare Conditions of Coverage should aleo be updated. While acereditors can and
do update thewr stondards on a regular basis; we are constrained by the deeming -
requirement to demonetrate conformance with the 1982 Medicare requu‘emen:ts, even if
they now advmaly efﬁact attmlpfts to improve the systems of care, :

W also niree that medlturs are reapunad'hlem ll'ue publ.tc and wheu their acn:redrtaum
18 uged to meet hedicure requirements to CMS. As noted in the draft report, the loint
Commission does respond to this responsibility in a numwber of ways, incliding an active
complaint procese, the publication of survey results, end the inclusion of multiple
stalesholders om ite many advisory committees for stenderds development. it is
-appropriate for CMS to recognize what the ac—rsdlton: are dmng in these areas whan
designing rts c-.rexa:g_h: pmms 3 E

'Ilcg..rd.l.ug the suppleunmh] qut'm St g . = .z'.'
We note tl:l.at rruuh uf the m.ﬁjrmanm from the s.u.ppl-ermem:al repmts is mcludedd.n ftur

primary report and is included in our comments cn that report. Following are additiomal
camments relating to the supplemental reports. -

Additional comments;

Supplemental Report 1:
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Watake exception to the statement on Page 2 that the educational nature of surveys,
number of standards and limited time on-site Tesults In less attention to compliance. As
noted in the draft report, the use of well trained, experienced, credentialed aurveyuns
applying appropriate, current standards can and does result in 4 thorough assessment and
evaluation of ASC providers. We recogrize that State survey agencies fTrequemtly use
more surveyors for a greater period of time than does the Jeint Commissivn whew
asssseing a provider. This, however, does not necessarily result in & more complets
evaluation of compliance :

We would also request a correction/clarification of Appendix C, endnote ne. 32, The
repart comrectly acknowledges that the Toint Commission makes instructions readily
available for consumers to file a complaint. The endnote also states, “ Nooe of the
accreditors require. . posticg of instructions for lodging complaints. ™ As noled, not onky
do we have a toll fres rumber available to public to file complaims, give instruclions on
filling complaints on our website, we also inchude the twoll free number om tie
Certification of Accreditation awarded to cach scoredited organization. While il is not a
requirement that the certificate be posted, since the award of necroditation is a significant
achievensent for the organization, they prominently display the certificate in public areas
where patients can see it and therefore the number for cortacting the Juint Commission s
posted on onsite. : ] g

supplemental Repert 2:

We are pleased that the report recognizes the Juint Conumission’s efforts to provide
information m consumers regarding aceredited organizations and the extent of
informaticn available at no cost to the consumer, . The information is availabls on the-
“Web and can he linked to the Medicare web site to fiurther assist beneficiaries seeking
information about providers that are also aceredited. s

W thank }I:I'I.J for thenppgrtulm to comment on these reports. If thers arc any qﬁ:i:stion.a
o mare informetion is needed please vonlast me at 202 783-6655, or C-Mail at
atirone(@jcaho ory.

R

Smeetely, .

Director, Federal Relations
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NEHIEAN ASSOCIATION FOR ACCREDITATION OF AMBULATORY SURGERY FACILITIES, INC.

ACCREDITATICN QFFICE: 1202 ALLANSOHN ROAD, MUNOELEIN, KLLIMNGES GOOG0-3ACE + 1BABS4S-5222 ur (34T 85058 = FAX [S4X) 5564300

Drzcemtber 5, 2001

Tvis. Janet Rehnquist

Inapector General

Dept. of Health and TTaman Services
Washington, D.C. 20201

Diar Ms, Reshrguist:

We wish to take this opporiunty to commend you for your review of the roles of certification and
accreditetion quality owvérsight of ambulatory surgery centers under Medicare and the thres draft
. reports that you forwarded to us for review, In general, we agree with your conclusions,

Howeever, we would like to the make point that, because acorediing agencies must meet o exceed
the conditions of coverage set forth by CRIAMES, we not omby Inspect for those conditions of coverage
bt also for the additional stemdards aet by oor accrediting organization aq well. Tn addition, we do
fook for complience of-all the standards within owr program which includes Quality Assurance and
Peer Review. We also believe our standards far exceed the conditions of coverage based on the
reguirernent that all surgecns must not onkby be ABAS certified  their surpical speciabty bt also hold
haspital privileges for those same procedures perforimed i their surgical facility. We wish to suggeat
that our standards are developed in a format that maekes inspection a somple, systemsatic, routine
review of all the stendards required to pass inspection for accreditation by a qualified and rained
health care practitioner.

Our program has a scomprehensive on-line peer review and quality assurance program. Each faality
and each sargeon in that facility is required to report on 2 sermi-annual basis, This unigue system can
provide ug with comprehensive, quantitative, and qualitaive data t¢ ensure continuing compliance
and cutcomes, The progrom not coly confirms 10086 compliance to standueds but requires Peer
Roznview, Quality Assurance, Outcomes reporting and contimicus quality imprevement.

We have distributed a certificate type poster to be prominenily displayed in the waiking room of cach
el our facilities with the name of cur orgamizetion end toll-fres telephons mmber 5o that complamts
cin be reported directly to our office,  Our orgamzation has an active “Investipatve Roview
Committes™ that reviews and invesogates all complaints submitted in regands (o our acerediled
faciliies. This committes cuTently reviews an aversze of six compluints annually and neomally
adjudicates themn within a 12-month period or less,

Hragigen F¥ord Precinen! Jecretnny Trammrer

ROWNALDE [VERSON, M .0 MITTHAET. F. MriGEIRE, M.Th TAMER & . ¥YATES, M D ATam HCHIE, ML
Pleesanden, Cal fomin Bamls Memiz, Caliliormia Caerp Hill, Pemmzydvamia Tt Meck, Miw ¥ork
LITREY APMTELDALTM, M.D. LESLIE BOLTOM, kD RICHARL DAy, ML GEOFFREY K. KEYEE, M.D
©meega, 1 mods Long Beach, Callfon a Engiewond, New Ry Lo Anpies, CHllfmi
HARLAN POLLCEK, M [, LAWHENLE &, HER, M., LIENN S THLIMPSLIN, B, D ELAW ARLY S, T RUPEMAN, M.I
Neliga, Taxmas B York. MNew York Sanw Moitich. Californis Awimluma. Frndd
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In yeur report you strese the fact that approximarely 1096 of the facilities are accredited and the
remning 0% are certified. You also make the statement that & substenfial number of facilitics have
not besn certified ia five venrs of more. The lecl of re-certificadon on g reasonable periodic basic
iy be the teason thit the overwhelming majerity of (Ambulatory Surgery Centers) ASCa
cottiaue medicare certification rather than scereditation by an independant agency. Tuforcement of
periodic inspeciion through the medicars cortification process may alleviate this problem,

We concur with your recommendation that the conditions for coverage skould be revised and wadated
to reflect the current state of the art in ambuletory surgery. The levels of accreditation should be
reflected in the wpgraded conditions of coverage based on the type of procedures pedformed and
ameslhesin used,

Hopefirllty, this information will be of use to you in your final report.  If we can be of Airther i
assigtanca to you, please contact our office &t 1-888-343-5222.
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Endnotes

1. 42 C.F.R,, sec. 416.2.

2. Mak A. Warner et d., “Mgor Morbidity and Mortaity Within 1 Month of Ambulatory Surgery and
Anesthesia” Journal of the American Medical Association 270 (September 22, 1993) 12: 1437-
1441.

G. Meza & F. Chung, “Return hospitd vidts and hospital readmissions after ambulatory surgery,”
Annals of Surgery 230 (November 1999) 5: 721-727.

Rebecca Twersky et d., “What happens after discharge? Return hospital visits after ambulatory
surgery,” Anesthesia & Analgesia 84 (February 1997) 2: 319-324.

3. Margaret Jean Hall et d., “ Ambulatory Surgery in the United States, 1996,” Advance Data: National
Center for Health Statistics, Centers for Disease Control 300 (August 12, 1998).

Mark A. Warner et d., “Mgor Morbidity and Mortaity Within 1 Month of Ambulatory Surgery and
Anesthesia” Journal of the American Medical Association 270 (September 22, 1993) 12: 1437-
1441.

4. Social Security Act, sec. 1865, 42 U.S.C. 1395bb.

5. These are the accreditors approved as of August, 2001. CMS announced in the Federal Register
(50 Fed. Reg. 66, 14906, March 14, 2001) that the American Osteopathic Association (AOA)
applied for recognition as a national accreditation program for ASCs for the Medicare program. As of
the date this report was issued the AOA had not yet been approved to accredit Medicare ASCs. The
Joint Commission on the Accreditation of Hedth Care Organizations and the Accreditation Association
for Ambulatory Health Care have been approved since December 19, 1996 ( 245 Fed. Reg. 61,
67042, Dec. 19, 1996). The American Association for Accreditation of Ambulatory Surgica Facilities
has had approval since December 2, 1998 (231 Fed. Reg. 63, 66554, Dec. 2, 1998).

6. CM S approves procedures to be performed in ASCs based on 42 C.F.R., sec. 416.65. These
standards limit ASC procedures to those that do not generally result in extensive blood loss, that do not
require mgor or prolonged invasion of body cavities, that do not directly involve mgor blood vessdls,
or that are not generaly emergency or life-threatening in nature.

7. Section 1833(i)(1) of the Social Security Act requires that the ASC list be reviewed and updated at
least biennidly. The current list of procedures approved for ASCs was last reviewed and updated in
1995. CM S has not updated thislist in over 6 years and has missed its last three scheduled update
deadlines.
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8. We count the number of ASCsthat have not had a survey in 5 or more yearsin a given year usng
the midyear, July 1, asthe point of reference for each year.

9. Year 2000 datais from December 2000. According to OSCAR, as of May 2001, 3,234 ASCs
participate in the Medicare program, of those, 2, 966 are certified.

10. OIG andyss of OSCAR data. Complaint files are considered to be unresolved if they arelisted in
OSCAR as*“pending.” We obtained atota of 18 complaint filesto check against OSCAR. We found
that the provider files marked pending in OSCAR have not had afollow-up survey or action against
them since the complaint survey was performed.

11. CM S does spesk to the importance of continuous qudlity improvement in its interpretive guiddines
to ASC surveyors. However, because the Conditions themsalves make no demand for ASCsto
conduct continuous quality improvement, CM S cannot hold ASCs responsible for not engaging in such
activities.

12. CM S hasimplemented the Minimum Data Set in nursing homes and the Outcome and Assessment
Information Set in home hedlth agencies. In addition, CMS cdlsfor qudity indicators within its
proposed update of the Conditions of participation for hospitals.

13. For more on the nature of accreditation, see Office of Inspector Genera, The External Review of
Hospital Quality: A Call for Greater Accountability (July 1999).

14. CM S dtores State agency datain its Online Survey Certification and Reporting System (OSCAR),
which resides on its mainframe computer. It stores accreditation data on a persona computer
Spreadsheet.

15. For example, CM S provides nursing home surveys and comparative data on nuraing homeson a
gpecia section of itsweb ste called “Medicare Compare’. CMS aso requires nursing homes to post
recent surveys for consumersto see. In addition, CMS requires State agencies maintain a hotline for
beneficiaries to obtain the results of home health surveys.

16. As of July, 2001, the Medicare web Ste (www.medicare.gov) listed points of contact for quality of
care and complaints together in a section caled ‘ Helpful Contacts,” placed two levels beneath the front
(home) page . The ligt contained points of contact for a dozen entities including those for complaints
about nursing homes and end stage rend disease diadysisfacilities. Peer Review Organizations appeared
at the end of thelist asa point of contact for complaints about quality of care. There were no
ingructions about how the complaint process works, itstimelines, or beneficiaries’ rights within the
complaint process.

17. We called the Medicare telephone hatline (1-800-MEDICARE) twice in February, 2001 to find
ingructions for complaining about poor care. One time the operator referred usto the Peer Review
Organization and the other to the State agency.
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18. See Office of Ingpector General, The Beneficiary Complaint Process of the Medicare Peer
Review Organization, OEI-01-93-00250, November 1995 and Office of Inspector Generd, The
Medicare Beneficiary Complaint Process - A Rusty Safety Valve, OEI-01-00-00060, August
2001.

19. CMS could aso consider whether particular ASCs are, in fact, treating Medicare beneficiaries.
Our andysis reveded 515 certified ASCs that made no Medicare clamsin 2000. Further andlysis
would be needed to determine whether these 515 are newly certified and therefore unlikely to have
clamsfor the year 2000.

20. In its 2000 Report to the Congress, Medpac recommended that CM S expand its indicator-driven
survey process for nursing homes and home hedlth agenciesto other providersin the Medicare
program. In the Benefits Improvement and Protection Act of 2000, Congress directed the Secretary to
work with Medpac and the Agency for Healthcare Research and Quality to examine and report on the
development of standard instruments for patient assessment across settings.

21. Such a change may require legidation.

22. Department of Health and Human Services, Office of Inspector Genera, The External Review of
Hospital Quality, OEI-01-97-00050; Office of Inspector Genera, The External Quality Review of
Dialysis Facilities, OEI-01-99-00050; Mark R. Chasin et &, “The Urgent Need to Improve Health
Care Quality: Institute of Medicine National Roundtable on Health Care Quality,” Journd of the
American Medica Association 280 (September 16, 1998) 11: 1000-1005.

23. CMS new system, called the Quality Improvement and Evauation System (QIES), uses the
Minimum Data Set merged with OSCAR data to allow State agencies to monitor the performance of
nursing homes. CMS aso uses these data to monitor the performance of State agencies. CMSis now
integrating the Home Health Care Outcome and Assessment Information Set into QIES to alow for
smilar capability for overseeing home hedlth agencies.

24. CMS Strategic Plan, Publication HCFA-02135, September, 1998.

25. Using Technology to Improve Medicare Before the Subcomm. on Science, Technology, and
Space of the Senate Comm. on Commerce, Science, and Transportation, 107" Cong., 1% Sess. 78
(2002).
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