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OFFICE OF INSPECTOR GENERAL

The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, as
amended, is to protect the integrity of the Department of Health and Human Services’ (HHS)
programs as well as the health and welfare of beneficiaries served by those programs. This
statutory mission is carried out through a nationwide network of audits, investigations, and
inspections conducted by three OIG operating components: the Office of Audit Services, the
Office of Investigations, and the Office of Evaluation and Inspections. The OIG also informs the
Secretary of HHS of program and management problems and recommends courses to correct them.

OFFICE OF AUDIT SERVICES

The OIG’s Office of Audit Services (OAS) provides all auditing services for HHS, either by
conducting audits with its own audit resources or by overseeing audit work done by others. Audits
examine the performance of HHS programs and/or its grantees and contractors in carrying out
their respective responsibilities and are intended to provide independent assessments of HHS
programs and operations in order to reduce waste, abuse, and mismanagement and to promote
economy and efficiency throughout the Department.

OFFICE OF INVESTIGATIONS

The OIG’s Office of Investigations (OI) conducts criminal, civil, and administrative investigations
of allegations of wrongdoing in HHS programs or to HHS beneficiaries and of unjust enrichment
by providers. The investigative efforts of OI lead to criminal convictions, administrative
sanctions, or civil money penalties. The OI also oversees State Medicaid fraud control units which
investigate and prosecute fraud and patient abuse in the Medicaid program.

OFFICE OF EVALUATION AND INSPECTIONS

The OIG’s Office of Evaluation and Inspections (OEI) conducts short-term management and
program evaluations (called inspections) that focus on issues of concern to the Department, the
Congress, and the public. The findings and recommendations contained in these inspection reports
generate rapid, accurate, and up-to-date information on the efficiency, vulnerability, and
effectiveness of departmental programs. This report was prepared in the Boston regional office
under the direction of Mark R. Yessian, Ph.D., Regional Inspector General, and Martha B. Kvaal,
Deputy Regional Inspector General. Project staff included:

BOSTON HEADQUARTERS

Joyce M. Greenleaf, Project Leader Barbara Tedesco, Technical Support Staff
Elizabeth A. Robboy

To obtain a copy of this report, call the Boston Regional Office at (617) 565-1050.
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EXECUTIVE SUMMARY

PURPOSE

The purpose of this study is to assess the beneficiary complaint process of Medicare Peer
Review Organizations.

BACKGROUND

In April 1993, the Medicare Peer Review Organizations (PROs) altered the way they
ensure the necessity, quality, and appropriateness of care rendered to Medicare
beneficiaries. Previously, PROs did this by addressing individual clinical problems
identified primarily through reviewing random sample medical records. Now PROs aim
to improve the overall practice of medicine by analyzing patterns of care and outcomes
and by sharing information with the medical community. Under this approach, the PROs’
random sample record reviews--already reduced from earlier levels--are being completely
phased out. Thus, the PROs’ process for receiving and investigating complaints from
Medicare beneficiaries takes on added significance. It becomes a major vehicle through
which the PROs can identify and respond to individual instances of poor medical care. It
is vital, therefore, that the complaint process be functioning well.

This report is based primarily on data from surveys of 22 PROs representing 72 percent
of the beneficiary population in the country and aggregate data from the Health Care
Financing Administration (HCFA) reflecting all the PROs’ record review workload,
including complaints, during the fourth contract. Our findings are based on PROs’
experiences under the fourth contract with HCFA.

FINDINGS

Complaints to PROs can be an important source for identifying quality-of-care
problems.

> Between 10 and 15 percent of the complaints to all 53 PROs led to confirmed
quality-of-care problems.

> Half the PROs in our sample identified health systems problems through
complaints.

Medicare benceficiaries are often unaware of their opportunities to complain to PROs
about the quality of their medical care.

> Seventy-seven percent of Medicare beneficiaries did not even know about the
PROs, according to a recent national OIG survey.




> Thirteen of the 22 PROs (59 percent) in our sample cited difficulties in making
beneficiaries aware of the complaint process.

As it works now, the complaint process has some flaws that undermine its effectiveness.

> Lack of Substantive Responses. The Federal confidentiality regulations preclude
PROs from sharing the results of their investigations with the beneficiaries without
physicians’ consent.

> Few Complaints. The PROs received too few complaints to identify patterns of
poor care by individual physicians and hospitals.

> Lengthy Process. Beneficiaries can wait a long time for the results of the PROs’
complaint investigation.

RECOMMENDATIONS

The complaint process needs to be working well in order for HCFA to achieve its stated
mission. Below we offer our recommendation in three parts, one part to address each
flaw we identified. It also addresses the lack of awareness about the PROs’ complaint
process that we found among beneficiaries. If implemented, our recommendation would
result in a complaint process that is more effective and more accountable to beneficiaries.
Further, it would contribute to HCFA’s mission and to goals from its strategic plan.

The HCFA should work with PROs to identify cost-effective ways to correct the flaws in
the complaint process. Toward that end, HCFA should:

> Require PROs to respond substantively to the complainant. The HCFA should
give this the highest priority.

A substantive response would require a PRO to describe: (1) what it did to investigate the
complaint, (2) what the investigation revealed, including whether a quality-of-care
problem was confirmed and, if so, the nature of the problem, and, (3) if a quality-of-care
problem was confirmed, what action the PRO took based on it.

> Identify cost-effective ways to enhance Medicare beneficiaries’ awareness of
PROs and the complaint process.

The HCFA should allow PROs more flexibility in conducting their outreach activities.
Such flexibility could allow PROs to survey local beneficiaries, target outreach to family
members of beneficiaries as well as pre-retirement groups, and even cultivate new
outreach strategies in the medical community. The HCFA should also identify benchmark
practices or promising approaches to informing beneficiaries of the complaint process.
The recent work of HCFA’s Beneficiary Communications Steering Committee and others
could contribute to this effort.
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> Streamline the complaint process.

The HCFA should search for ways in which the process of investigating and responding to
complaints could be expedited. It could benefit by examining ways in which other bodies
conduct reviews for complaints about medical care. It could also identify and share
promising approaches taken by individual PROs to streamline the complaint process.

COMMENTS ON THE DRAFT REPORT

We solicited and received comments on the draft report from the Health Care Financing
Administration (HCFA), the American Medical Peer Review Association (AMPRA), the
American Medical Association (AMA), the American Association of Retired Persons
(AARP), and the Coalition for Consumer Protection and Quality in Health Care Reform
(hereafter referred to as the Coalition). We include the complete text of the detailed
comments in appendix E. We also received a comment of concurrence from the Assistant
Secretary for Planning and Evaluation. Below, we summarize the major comments of the
respondents on our three recommendations and then, in italics, summarize our responses.
In the report, we also made a number of minor technical corrections in response to
respondent comments.

The HCFA took our first recommendation on substantive responses to complaints under
advisement, expressing concerns about balancing such responses with the due process
rights of providers. The AMPRA and the AMA expressed general support for substantive
responses but also stressed the need to balance this with the due process rights of
providers. The AARP and the Coalition both expressed strong support for our
recommendation. With respect to concerns raised by HCFA, AMPRA, and the AMA, we
understand the difficulty of achieving a workable balance between the principles of the
Health Care Quality Improvement Program and the basics of an effective complaint
process. However, we maintain our commitment to the point made in our report: that
without a substantive response to beneficiaries, it is not likely that HCFA can develop a
complaint process that is credible to beneficiaries.

The HCFA and the other respondents all agreed with our recommendation to enhance
beneficiary awareness of the complaint process.

The HCFA expressed concern that our recommendation to streamline the complaint
process might result in a less complete or conscientious review. All the other respondents
agreed opportunities exist to streamline the process. We recognize opportunities to
streamline may be limited but maintain that such opportunities do exist. Thus, we suggest
that HCFA reconsider this recommendation. We believe that some streamlining of the
complaint process is essential to achieving a more effective process.
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INTRODUCTION

PURPOSE

The purpose of this study is to assess the Medicare Peer Review Organizations’
beneficiary complaint process under the fourth contract period.

BACKGROUND
Peer Review Organizations and the Health Care Quality Improvement Program

In April 1993, the Medicare Peer Review Organization (PROs) began implementing their
fourth contracts with the Health Care Financing Administration (HCFA). These contracts
marked major changes in the PROs’ aims and operations. Prior to the fourth contracts,
PROs had sought to ensure the necessity, quality, and appropriateness of care rendered to
Medicare beneficiaries by identifying and addressing individual clinical problems. They
did this through reviewing medical records, which at times represented as much as

15 percent of Medicare hospital discharges.

Since 1993, PROs have aimed to improve the overall practice of medicine by analyzing
patterns of care and outcomes and by sharing information with the medical community.
The HCFA refers to this initiative as the Health Care Quality Improvement Program
(HCQIP). The HCQIP rests heavily on the precepts of continuous quality improvement,
which hold that it is far more important to improve the overall performance levels even
slightly than it is to identify and correct poor performers at the margin. This emphasis
reflects the kind of redirection called for by the Institute of Medicine in its comprehensive
assessment of Medicare quality assurance efforts.’

Thus, PROs’ operational responsibilities are much different than in the past. They have
reviewed far fewer medical records. For at least part of the fourth contract period, the
PROs have conducted record reviews on a 5 percent inpatient random sample, though by
October 1995 that sample will be completely eliminated.> Appendix A displays the
sources of record reviews during the early implementation of the fourth contract. The
HCFA still requires the PROs to conduct record reviews in certain instances under the
fourth contract. These instances include quality-related beneficiary complaints.?

The Complaint Process

The Omnibus Budget Reconciliation Act of 1986 (Public Law 99-509) requires PROs to
review all written, quality-related complaints received from Medicare beneficiaries.*

Once the PRO receives a quality-related beneficiary complaint in writing, it must review
the appropriate medical records. The PRO manual requires that each task in investigating
the complaint be completed within certain timeframes (see appendix B for a complete
review of the timeframes involved). Once all reviews and re-reviews are completed, the




PRO invites the provider and/or physician to comment on the case. It also seeks consent
from the physician to allow information about the case to be disclosed back to the
beneficiary, as required in the confidentiality regulations.’

The Significance of the Beneficiary Complaint Process Under the Fourth Contract

With less review under the fourth contract, the beneficiary complaint process has become
especially important to PROs’ ability to identify questionable care. The process represents
a key safety valve for beneficiaries, their families, and advocates, who can register
complaints against individual physicians and hospitals. The HCFA recognizes the
heightened significance of the complaint process and includes it in three of the four
elements it uses to define beneficiary protections.® In its vision statement describing the
successful PRO in 5 years, HCFA suggests that "[PROs] will have earned a position of
trust in the eyes of plans, providers, and practitioners and beneficiaries" and that this
public trust will be "based on responsive investigation of complaints and protection of
consumers."” Thus, it is important that the complaint process functions well.

METHODOLOGY

We relied on three primary sources: (1) surveys of officials from 22 PROs, (2) aggregate
data from HCFA reflecting all PROs’ record review workload, and (3) a national survey
of Medicare beneficiaries. The 22 PROs represent 72 percent of the beneficiary
population in the country. We chose those 17 PROs in States with the largest beneficiary
populations and 5 of those with the lowest beneficiary populations. (See appendix C for a
more detailed discussion of our methodology.)

Our findings are based on PROs’ experiences under their fourth contract with HCFA.

Hereafter, we use the term complaints to refer to those quality-related complaints made to
PROs by or on behalf of beneficiaries that prompted the PROs to review medical records.

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




FINDINGS

Complaints to PROs can be an important source for identifying quality-of-care
problems.

> Between 10 and 15 percent of the complaints to all 53 PROs led to confirmed
quality-of-care problems. In contrast, less than 1 percent of the random sample
record reviews led to such problems. Proportionally, then, complaints have been a
richer source of quality-of-care problems, even though the majority of such
problems have emerged from the random sample record reviews.

Data from our sample of 22 PROs confirm the value of complaints as a source of
information about quality of care. Between 8 and 14 percent of complaints led those
PROs to identify and confirm quality-of-care problems.® All but one PRO in our sample
confirmed least one quality-of-care problem through a beneficiary complaint.’

The quality-of-care problems identified through complaints involved both physicians and
hospitals. About two-thirds of all the quality-of-care problems the 53 PROs identified
involved physicians and one-third, hospitals. In our sample of 22 PROs, we found about
half the problems involved physicians and half, hospitals.

The importance of complaints as a source of confirmed quality problems is magnified
when we consider just how few record reviews are triggered by complaints. Just

0.1 percent of all PRO record reviews were conducted due to complaints (see appendix
D). Yet the quality-of-care problems stemming from those reviews accounted for

2 percent of all problems identified by the PROs under the fourth contract. As the
random sample reviews continue to decrease, however, complaint reviews will constitute a
larger share of the PROs’ remaining review work.

> Half the PROs in our sample identified health systems problems through
complaints. These systemic issues included such problems as beneficiaries being
prematurely discharged from hospitals and lapses in their treatment during transfers
among different care settings.

Identifying systemic causes of quality-of-care problems is clearly a focus of the PROs
under their fourth contract. In our sample, 11 PROs (10 from the high-population and
1 from the low-population stratum) reported having identified 17 instances of health
systems problems through their investigations of complaints. The systems problems
included: four systems related to discharge planning; three to communications; two to
transfers; and eight to issues such as patient restraints, protocols for pressure ulcer
prevention, and lack of timely reporting of test results, among others.'°

A health systems problem identified by one PRO, for example, concerned the proper
placement of feeding tubes. Based on a complaint, this PRO learned that a beneficiary
suffered complications due, at least in part, to being fed through a feeding tube inserted




into a lung. No protocol existed to confirm the tube’s proper placement through x-ray or
other imaging. The PRO alerted facilities in its area and its own reviewers to the
potentially catastrophic consequences of improper tube placement.

> Sixteen of the 22 PROs (73 percent) in our sample rated the complaint process as
critical to their ability to protect beneficiaries from individual instances of poor
care.

Officials from one PRO with whom we spoke pointed out that the opportunity to complain
is an important safeguard to identifying problems that will no longer be caught through the
random sample review. Officials from another PRO noted that identifying even one
quality-of-care problem through a complaint can protect many other beneficiaries from
facing the same problem. Others pointed out that the experience of complaining, could,
in fact, be cathartic for beneficiaries.

The HCFA also recognizes the importance of the complaint process, as reflected in an
internal memorandum on beneficiary protection:

The purpose of the beneficiary protection program is to reduce the likelihood of
harm, from both systemic causes and from individual incompetent or impaired
providers and practitioners. Additional protection will be afforded by addressing
specific instances of poor care identified through beneficiary complaints.

The extent to which PROs have referred complaints to other parts of the medical
community, known as joint referrals, underscores the importance of their roles within
those communities. The PROs make referrals when complaints raise concerns beyond the
PROs’ authority, such as concerns about the cleanliness of a facility or the qualifications
of its staff. In our sample, 19 of the 22 PROs referred some of the complaints they
investigated to others in the medical community. Overall, these PROs referred at least

17 percent and possibly as many as 29 percent of all the complaints they received.’? As
shown in figure 1, PROs referred the majority of complaints to fiscal intermediaries

(33 percent), followed by HCFA project officers (25 percent), and survey and certification
agencies (13 percent).'




Figure 1
Complaints Jointly Referred by PROs Under the Fourth Contract
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Note: N=560 complaints. These represent joint referrals for 19 of the 22 PROs in our sample.
Complaints may be jointly referred to more than one entity.
Source: HHS Office of Inspector General Survey of 22 PROs, January 1995

In addition to making joint referrals to others, the PROs in our sample reported
occasionally receiving referrals from members of the medical community. Most often,
these referrals came from physicians, but some also came from hospitals and State
medical boards. Not one PRO in our sample, however, had explicit policies to encourage
referrals from either physicians, hospitals, or medical boards. While these referrals were
few in number, the PRO officials described them as solid and often including specific
details. '

Medicare beneficiaries are often unaware of their opportunities to complain to PROs
about the quality of their medical care.

> Seventy-seven percent of Medicare beneficiaries did not even know about the
PROs, according to a recent national OIG survey.

> Thirteen of the 22 PROs (59 percent) in our sample cited difficulties in making
beneficiaries aware of the complaint process.

In accord with their contracts, the PROs in our sample have conducted outreach activities
aimed at increasing beneficiaries’ awareness of their rights under Medicare and of their
opportunities to complain about quality to the PROs. They reported undertaking roughly
the same range of outreach activities (see the box on the next page).




Twenty of the 22 PROs judged their
outreach activities critical. When asked
which outreach activities lead to the most
complaints, PROs identified local
presentations more often than any other
activity.” Yet reaching beneficiaries
through such presentations has presented
some difficulties. In many large States,
the beneficiaries are dispersed and thus
difficult to reach.!® Many beneficiaries
are unable to attend local presentations due
to frailty, weather conditions,
inconvenience, or lack of knowledge about
the presentations.

Successfully reaching beneficiaries not
involved in local senior centers presents
challenges to the PROs. Although many
PROs rely in part on direct mailings to
beneficiaries, some questioned their value,
because beneficiaries are often inundated
with reading materials. And while
indications from HCFA suggest that PRO
outreach activities have become an
increasingly important part of the work
that PROs do, resources for those
activities remain limited.

As it works now, the complaint process has some flaws that undermine its effectiveness.

>

Lack of Substantive Responses. The Federal confidentiality regulations preclude
PROs from sharing the results of their investigations with the beneficiaries without
physicians’ consent. Thirteen of the 22 PROs (59 percent) in our sample judged
these regulations to be a major barrier to a more effective complaint process.

The confidentiality regulations hinder the PROs’ ability to be responsive to beneficiaries
who complain. These regulations require the PROs to gain the consent of physicians
before disclosing information to the beneficiary. Without that consent, PROs cannot
reveal the results of the record reviews and must therefore respond in generalities. The
box on the next page presents one PRO’s response to a beneficiary complaint in which the
PRO did in fact confirm a physician problem, but the physician failed to consent to
disclosure. These restrictions frustrate the PROs, and, in the words of one PRO official,
"leave beneficiaries feeling cheated."




When the physician does consent to
disclosure, the information released by the
PRO is still limited in some important
ways. The response would likely exclude
any PRO actions directed to the physician,
such as education or referral to the
hospital quality assurance committee. The
box below presents part of such a
response.

According to the complaint data for the
22 PROs in our sample, physicians
consented to disclose information to the
beneficiary 45 percent of the time.!”
However, when the complaint involved a
confirmed physician quality-of-care
problem, physicians consented 13 percent
of the time. Some PROs appear more
successful than others in gaining physician
consent for disclosure. For example, one
PRO in our sample gained physicians’
consent for 90 percent of all complaints
for which it requested consent and for

50 percent of the complaints involving
confirmed physician problems. Thirteen
of the 22 PROs in our sample reported
that they had yet to gain consent for any
complaint involving a confirmed physician
quality-of-care problem. !

> Few Complaints. The PROs received too few complaints to identify patterns of
poor care by individual physicians and hospitals. In fact, 9 of the PROs
(41 percent) judged lack of beneficiary complaints to be a major barrier to their
ability to identify quality-of-care concerns.

During our telephone interviews, PRO officials often noted that while they judge the
complaint process as critical to their ability to protect beneficiaries, they lack the volume
of complaints to identify patterns emerging from them. Under the HCQIP, identifying
patterns is an important prerequisite to taking any action directed toward a physician or a
hospital based on quality-of-care problems. With PROs receiving so few complaints, the
likelihood of identifying such patterns is small. The PROs in our sample received
between 8 and 164 complaints per million beneficiaries. Even when we accounted for the
length of time these PROs have operated under the fourth contract, the number of

complaints remained low.!*




Overall, complaints have accounted for about 0.1 percent of the PROs’ review caseload.
The bulk of their review caseload comes from the 5 percent random sample (about

72 percent).”* And the low volume of complaints coupled with the reduction in record
review overall weakens the PROs’ ability to identify quality-of-care problems, and thus
patterns.

We noted previously that beneficiaries are often unaware of the PROs and that PROs
acknowledge difficulties in reaching beneficiaries. The low volume of complaints may
also be related to other factors as well. For example, half the PRO officials with whom
we spoke identified beneficiaries’ reluctance to file a complaint as a major barrier and
nearly half as a minor barrier. These officials noted that beneficiaries fear reprisals from
the medical community on which they rely and also respect. This reluctance can be
exacerbated in rural areas where beneficiaries have fewer choices of where to receive their
care. Another factor that may account for the low volume of complaints is that
beneficiaries can complain to others, such as State medical licensure boards, ombudsmen,
hospitals, or their own physicians, rather than the PROs. But how often they complain to
these other entities is unknown. Nothing in the PRO manual, however, directs the PROs
to encourage beneficiaries to lodge their complaints with all the possible entities.

> Lengthy Process. Beneficiaries can wait a long time for the results of the PROs’
complaint investigation. Fifteen of the PROs (68 percent) judged the length of the
process to be a major barrier to a more effective beneficiary complaint process.

The complaint process involves multiple steps, ending with the PROs’ final responses to
the beneficiaries who complained. Each step has a specific timeframe for completion, and
these make it difficult for PROs to respond quickly (see appendix B for the complaint
timeframes). If a complaint involves no confirmed quality-of-care problem, the process
should last a maximum of 110 days. However, when the PRO identifies a quality-of-care
problem, the process can take up to 220 days--250 if a re-review is requested. In one
complaint we reviewed, which involved both a confirmed quality-of-care problem and a
re-review, the beneficiary received the PRO’s final response 266 days after the PRO
received the complaint.

The PRO officials who cited length of the process as a major barrier reported being
constrained by it. They identified with the beneficiaries’ frustrations and suggested that
the length could discourage beneficiaries from complaining to the PRO.

Many PRO officials with whom we spoke are trying, where possible, to streamline the
process, or at least to better prepare beneficiaries for the long wait. For example, one
PRO routinely combines its request for consent to disclosure with the physician’s
opportunity to request a re-review, thereby shaving as many as 60 days. Another PRO
employs a case management approach, so that beneficiaries have a single contact person
throughout the process. Other PROs inform the beneficiaries about the timeframes when
they complain. Some correspond routinely with beneficiaries throughout the process.




RECOMMENDATIONS

The complaint process needs to be working well in order for HCFA to achieve its stated
mission of serving "beneficiaries effectively."” Below we offer our recommendation in
three parts, one part to address each flaw we identified. It also addresses the lack of
awareness about the PROs’ complaint process that we found among beneficiaries. If
implemented, our recommendation would result in a complaint process that is more
effective and more accountable to beneficiaries. Further, it would contribute to HCFA’s
mission and to goals from the strategic plan that call for HCFA to "act on [program]
weaknesses to assure they respond to beneficiaries’ needs. "2

The HCFA should work with PROs to identify cost-effective ways to correct the flaws in
the complaint process. Toward that end, HCFA should: '

> Require PROs to respond substantively to the complainant. The HCFA should
give this the highest priority.

A substantive response would require a PRO to describe: (1) what it did to investigate the
complaint, (2) what the investigation revealed, including whether a quality-of-care
problem was confirmed and, if so, the nature of the problem, and, (3) if a quality-of-care
problem was confirmed, what action the PRO took based on it.

Many physicians and hospitals are likely to have concerns about providing such feedback
to those who have complained to the PROs. But at a time of increasing consumer
involvement in patient-care decisions, beneficiaries (and their families) are unlikely to
have confidence in a process that fails to afford them substantive feedback on how the
PROs responded to their complaints.

To facilitate substantive responses, HCFA could amend the PRO regulations to eliminate
the requirement that physicians consent to disclosure before providing feedback to
complainants. It has been considering such a revision for some time. Another, more
expeditious approach would be for HCFA to issue contract modifications or manual
instructions calling for substantive responses to complainants. This approach would
require an interpretation that a regulatory amendment is unnecessary because of HCFA’s
existing statutory authority that allows disclosure "to the extent that may be necessary to
carry out the purposes of" the PRO program.

> Identify cost-effective ways to enhance Medicare beneficiaries’ awareness of
PROs and the complaint process.

The HCFA should allow PROs more flexibility in conducting their outreach activities.
Such flexibility could allow PROs to survey local beneficiaries, target outreach to family
members of beneficiaries as well as pre-retirement groups, and even cultivate new
outreach strategies in the medical community. Any efforts in this realm could tie in
closely with HCFA'’s consumer information strategy.




The HCFA should also identify benchmark practices or promising approaches to
informing beneficiaries of the complaint process. The recent work of HCFA’s Beneficiary
Communications Steering Committee, the Communications Network sponsored by the
American Medical Peer Review Association, and the Citizen Advocacy Center could all
contribute to this effort.

> Streamline the complaint process.

The HCFA should search for ways in which the process of investigating and responding to
complaints could be expedited. It could benefit by examining ways in which other bodies
conduct reviews for complaints about medical care. It could also identify and share
promising approaches taken by individual PROs to streamline the complaint process. A
benchmarking effort of this kind would be in concert with the PROs’ overall emphasis on
continuous quality improvement.
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COMMENTS ON THE DRAFT REPORT

We solicited and received comments on the draft report from the Health Care Financing
Administration (HCFA), the American Medical Peer Review Association (AMPRA), the
American Medical Association (AMA), the American Association of Retired Persons
(AARP), and the Coalition for Consumer Protection and Quality in Health Care Reform
(hereafter referred to as the Coalition). We include the complete text of the detailed
comments in appendix E. We also received a comment of concurrence from the Assistant
Secretary for Planning and Evaluation. Below, we summarize the major comments of the
respondents on our three recommendations and then, in italics, offer our responses. In the
report, we made a number of minor technical corrections in response to respondent
comments.

RECOMMENDATIONS FROM THE DRAFT REPORT

The HCFA should work with the PROs to identify cost-effective ways to correct the flaws
in the complaint process. Toward that end, HCFA should:

> Require the PROs to respond substantively to the complainant. This is the
standard to which the Joint Commission on the Accreditation of Health Care
Organizations holds hospitals accountable. The HCFA should give this the
highest priority.

The HCFA took this recommendation under advisement, expressing concerns about
balancing such responses with the due process rights of providers. The AMPRA and the
AMA expressed general support for substantive responses but also stressed the need to
balance this with the due process rights of providers. The AMA specified in detail the
due process elements that it favors and expressed a preference for a regulatory approach
to any changes in the physician disclosure process. The AMPRA questioned the accuracy
of our reference to a standard from the Joint Commission on the Accreditation of Health
Care Organizations. The AARP and the Coalition both expressed strong support for our
recommendation. The AARP favored implementing the recommendation through contract
modifications rather than through regulation. The Coalition expressed frustration with the
lack of meaningful responses and questioned the PROs’ ability to represent Medicare
beneficiaries without a much improved complaint process.

With respect to concerns raised by HCFA, AMPRA, and the AMA, we understand the
difficulty of achieving a workable balance between the principles of the Health Care
Quality Improvement Program and the basics of an effective complaint process. However,
we maintain our commitment to the point made in our report: that without a substantive
response to beneficiaries, it is not likely that HCFA can develop a complaint process that
is credible to beneficiaries.

We appreciate AMPRA pointing out the out-of-date standard from the Joint Commission,
and we dropped the reference from the recommendation. The Commission’s 1996 manual
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calls for the resolution of complaints and recognizes the rights of patients to include
"unrestricted access to communication. "

> Identify cost-effective ways to enhance Medicare beneficiaries’ awareness of
PROs and the complaint process.

The HCFA and the other respondents all agreed with this recommendation.

While we welcome the widespread support for this recommendation, we stress that
increased beneficiary outreach sends a mixed message if it is not accompanied by reforms
that lead to more substantive responses to complaints. Increased outreach is likely to
raise beneficiaries’ expectations regarding complaint resolution. Those expectations could
be largely unmet without addressing our first recommendation.

> Streamline the complaint process.

The HCFA expressed concern that streamlining the complaint process might result in a
less complete or conscientious review. It suggested that beneficiaries be made aware of
the timeframes involved rather than streamlining the process. All the other respondents
agreed opportunities exist to streamline the process. The AMPRA and the AMA
suggested some steps of the review process can be performed concurrently, thereby
streamlining the process.

We recognize opportunities to streamline may be limited but maintain that such
opportunities do exist. Thus, we suggest that HCFA reconsider this recommendation. We
believe that some streamlining of the complaint process is essential to achieving a more
effective process.
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APPENDIX A

SOURCES OF RECORD REVIEWS DURING THE EARLY IMPLEMENTATION
OF THE FOURTH CONTRACT
(FOR REVIEWS COMPLETED THROUGH JUNE 30, 1994)

Number
Source of Record Being Reviewed (Percent) of
Inpatient Record
Reviews
Random Sample Record Reviews 381,875 (72.3%)
Mandatory Reviews, including
complaints* 44,575 (8.4%)
Miscellaneous Reviews? 101,681 (19.2%)
TOTAL 528,541¢ (100%)

NOTES: N=53 PROs.

¢ PRO mandated reviews include beneficiary complaints and records flagged for the following
reasons: assistant at cataract surgery, Medicare code editor, hospital adjustment, referral from the
fiscal intermediary or regional office, and hospital-issued notices of noncoverage.

® Includes records selected for the following reasons: specialty hospital, DRG 468, day and cost
outliers, uniform clinical data set and cooperative cardiovascular project, focussed review selection,
intervening care, fiscal intermediary prepayment reject, intensified review, ventilator-dependent
unit, deemed admission, and other.

“ Frequency missing=410.

SOURCE: HCFA PROD3 database.

ANALYSIS: HHS Office of Inspector General.




APPENDIX B

SUMMARY OF THE FEE-FOR-SERVICE COMPLAINT REVIEW TIMEFRAMES

Number of | Cumulative
Days Days

Acknowledge complaint 15 15
Receive medical records 30* 45
Complete Review 30 75
If no quality concern:

Seek physician consent and 30 105

provider/physician comments; and

provide notice required by 476.132(a)(2)

Respond to complainant 5 110
If potential quality concern:

Provide opportunity for discussion 30 105

Confirm/resolve quality concern 20 125

Provide opportunity for re-review 60 185
If re-review not requested:

Seek physician consent and 30 215

provider/physician comments; and

provide notice required by 476.132(a)(2)

Respond to complainant 5 220
If re-review requested:

Resolve/confirm quality concern 30 215

Seek physician consent and 30 245

provider/physician comments; and

provide notice required by 476.132(a)(2)

Respond to complainant 5 250

* If documentation is incomplete or illegible, allow an additional 15 days for submission of requested information.

Source: HCFA, Peer Review Organization Manual, p. 537,




APPENDIX C

METHODOLOGY

We collected the data presented in this report primarily through telephone interviews and
mail surveys of 22 PROs. We chose these PROs through a stratified sample in which we
arrayed PROs according to the number of Medicare beneficiaries in each State (high and
low beneficiary population). We chose all 17 of the PROs for States in the high-
population stratum’ and a random sample of 5 PROs for States in the low-population
stratum.?> The PROs in our sample represent 72 percent of the Medicare beneficiary
population in the country. The response rate for both the telephone interviews and the
mail survey was 100 percent.

We sent out a mail survey in which we asked PROs for specific data under the fourth
contract. The data included how many complaints triggered a record review, how often
physicians consented to disclosure for both confirmed and non-confirmed problems, cases
that were referred elsewhere, and sources for confirmed quality-of-care problems.

We supplemented the mail survey with more in-depth telephone interviews. For the
interviews, we designed and pretested a discussion guide with questions about identifying
quality-of-care problems, the complaint process, outreach activities, barriers to identifying
individual quality-of-care problems, and barriers to establishing a more effective
beneficiary complaint process, among others.

We also drew on data from HCFA’s PROD3 data base (which includes the results of all
inpatient record reviews) and PRODS5 data base (which includes the results of all physician
reviews). Through these we obtained data on the number and sources of confirmed
physician and hospital quality-of-care problems for all PROs for reviews completed under
the fourth contract through June 30, 1994.2 Our tests of the data revealed that 10 PROs
reported no beneficiary complaints when, in fact, they had received such complaints.

! These included the following States (listed in descending order of beneficiary
population): California, New York, Florida, Pennsylvania, Texas, Ohio, Illinois,
Michigan, New Jersey, North Carolina, Massachusetts, Missouri, Indiana, Georgia,
Virginia, Wisconsin, and Tennessee.

? These included the following States (listed in descending order of beneficiary
population): New Mexico, Utah, Montana, South Dakota, and Delaware.

* In analyzing our data on complaints and confirmed quality-of-care problems, we
report the most conservative interpretations. We chose this approach to avoid double
counting complaints that resulted in confirmed problems with both a physician and a
hospital.




Nevertheless, when these data are viewed in the context of our telephone interviews and
survey data, we believe the findings and recommendations in this report are valid.

We also relied on data from a beneficiary survey conducted by the Office of Inspector
General (OIG) in the summer of 1994. The question relevant to our study sought to
determine the level of beneficiaries’ awareness of PROs. The OIG mailed this survey to a
randomly selected national sample of 1,299 Medicare beneficiaries, of which 20 were
either nondeliverable or mailed to beneficiaries who had died. A total of

1,002 beneficiaries returned completed surveys, a response rate of 78 percent. The
survey results presented in this report have a margin of error of 3.5 percent at the

95 percent confidence level.

To strengthen our understanding of the complaint process, we reviewed the PRO manual
and statutory and regulatory requirements concerning the complaint authority,
confidentiality, and disclosure.




APPENDIX D

RANDOM SAMPLE AND COMPLAINT REVIEW FOR ALL PROS
UNDER THE FOURTH CONTRACT
FOR INPATIENT RECORD REVIEWS COMPLETED THROUGH JUNE 30, 1994

Source of Records

Being Reviewed

Number of Record
Reviews

Number of Records
with a Confirmed
Quality Problem

Involving a
Physician and/or
Hospital

Percentage of
Records with a
Confirmed
Problem
Concern

Random Sample
Record Review

381,875 (72.3%)

4,255 (70.9%)

0.7% to 1.1%

Beneficiary
Complaints

737 (0.1%)

108 (1.8%)

9.8% to 14.7%

NOTE: N=53 PROs. The number of beneficiary complaints represented here should be considered conservative because of reporting flaws.

Ten PROs reported no beneficiary complaints when in fact they received such complaints under the fourth contract.

SOURCE: HCFA PROD3 and PRODS data bases.
ANALYSIS: HHS Office of Inspector General.




APPENDIX E

COMMENTS ON THE DRAFT REPORT

In this appendix, we present in full the comments from the Health Care Financing
Administration, the American Medical Peer Review Association, the American Medical
Association, the American Association for Retired Persons, and the Coalition for
Consumer Protection and Quality in Health Care Reform. In addition to receiving
comments from the groups listed, we also received a comment of concurrence from the
Assistant Secretary for Planning and Evaluation.




LsaaviCy,

‘(C DEPARTMENT OF HEALTH & HUMAN SERVICES Health Care Financing Administr

The Administrator
Washington, D.C. 20201

DATE: SEP | 1995
TO: June Gibbs Brown
Inspector General

L
FROM: Bruce C. Vladeck wd./ﬂ/
Administrator

SUBJECT: Office of Inspector General Draft Report: “Beneficiary Complaint Process
of the Medicare Peer Review Organizations (PROs)” (OEI-01-93-00250)

We reviewed the above-referenced report which assesses the beneficiary complaint
process of Medicare PROs. Attached are our comments on the report findings.

Thank you for the opportunity to review and comment on this report.

Attachment



Comments of the Health Care Financing Administration (HCFA)

on Office of Inspector General (OIG) Draft Report:

Beneficiary Complaint Process of the Medicare Peer Review Organizations (PROs)
(OEI-01-93-00250)

OIG Recommendation 1

HCFA should work with PROs to identify cost-effective ways to correct the flaws in the
complaint process. Toward that end, HCFA should: require PROs to respond
substantively to the complainant. This is the standard to which the Joint Commission on
the Accreditation of Health Care Orgamzauons holds hospitals accountable. HCFA
should give this the highest priority.

HCFA Response

HCFA will take this recommendation under advisement and further analyze its options.
Physician consent is a complex and sensitive issue, entailing the balancing of physician
due process and privacy interests with the need for meaningful feedback to beneficiaries..

We are also sensitive to the issue of full disclosure to the beneficianes as it may impede
the cooperative exchange of information between physician and PRO which enhances the
peer review process. A provider and/or practitioner might be far willing to less volunteer
of information which might directly or indirectly place them in jeopardy of civil
malpractice actions.

OIG Recommendation 2

HCFA should identify co:t-effective ways to enhance Medicare beneficiaries’ awareness
of PROs and the complaint process.

HCFA Response

HCFA concurs. Our Office of Beneficiary Services and Health Standards and Quality
Bureau will work together on beneficiary outreach activities which will enhance
beneficiary awareness of the complaint process. The beneficiary complaint process is an
important and complex issue, affecting beneficiaries, providers, physicians, and managed
care plans. We intend to meet with representatives of beneficiary, provider, physician,
and managed care organizations in developing a regulation that will improve this process.
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In addition to regulatory changes, it will be necessary for our outreach program to help
beneficiaries understand that an effective peer review process may limit full disclosure.
We will consider the complainant’s right to have information about himself/herself, and
the plan’s, provider’s, and practitioner’s rights to accurate information, while maintaining
personal privacy, to ensure a balanced approach.

Recommendation 3
HCFA should streamline the complaint process.

HCFA Response

We are concerned that attempts to expedite the process may actually result in less than
complete or conscientious review. The timeframes were established to allow adequate
time for all parties to consider and take appropriate action including, where necessary,
dialogue. We, therefore, are concerned about shortening the process, particularly in the

way cited in the report.

Rather than shortening the process, we would suggest making the beneficiary aware of
the timeframes and the necessity of the length of the process as part of an improved

information process.

In revising the PRO process, HCFA and the OIG could examine the End Stage Renal
Disease Network Grievance/Complaint policy which apparently works well.

Additional Comments

We are concerned about another aspect of the complaint process which has not been
addressed in the OIG report. We are concerned that current policy may not eliminate
barriers for minority and disabled beneficiaries. There should be studies to determine
whether complaints filed with PROs are submitted at at least the same rate from minority
and disabled beneficiaries as from the general Medicare population. The HCFA strategic
plan requires us to focus attention on eliminating barriers to special needs populations.

Revised:ES:PLB:PSimons for Meta Thomas
Typist:CCook:x65225
Disk: WPThomas2:complain.wpd



Am P ?l\ AMERICAN MEDICAL PEER REVIEW ASSOCIATION

1140 Connecticut Avenue, NW e Suite 1050  Washington, D.C. 20036 e 202/331-5790 e FAX: (202) 833-2047

September 8, 1995

June Gibbs Brown

Inspector General

Department of Health & Human Services
Office of Inspector General

330 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Ms. Brown:

On behalf of the American Medical Peer Review Organization (AMPRA) -- the trade
association representing the nation’s network of peer review organizations -- I appreciate the
opportunity to review the draft mspectxon report, "The Beneficiary Complaint Process of the

Medicare Peer Review Organizations.”

While AMPRA generally agrees with the philosophy of the report, we offer specific comments
and suggestions on the matters described below:

Require PROs to respond substantively to the complainant. This is the standard to which the
Joint Commission on the Accreditation of Healthcare Organizations holds hospitals

accountable. The HCFA should give this the highest priority.

Responding substantively to a complaint has always been a delicate and complex issue
for the PRO community and indeed all who engage in medical peer review. While we
all sympathize with the beneficiary who wants to be fully informed about the results of
the investigation of his complaint, such disclosure has serious ramifications for the
conduct of peer review. Any new approach needs to be considered thoughtfully and
carefully before a decision is made. Therefore, we recommend that changes be made

thorough the reguiatory process.

First, AMPRA supports the need to provide beneficiaries and their families with
substantive feedback while maintaining the due process provisions currently in place
for handling quality concerns, i.e., an appeals process. In addition, the response from
the physician on the PRO findings could be forwarded to the beneficiary concurrently
with the PRO’s report. Finally, if full disclosure is implemented, AMPRA recommends
expansion of existing immunity protection for PROs from civil suits.

While full disclosure is advocated for the beneficiary, such a decision could harm the
provider relationships which PROs have formed as part of the Health Care Quality
Improvement Program (HCQIP). A concerted effort would have to be made to increase
the awareness and support of the providers, physicians, and plans in regard to this



matter. AMPRA would welcome the opportunity to participate in any discussions to
seek an improved process.

Finally, to our knowledge, the Joint Commission does not have a standard which holds
hospitals accountable to respond substantively to complaints about quality of care issues
in the manner which this report recommends.

Identify cost-effective ways to enhance beneficiaries’ awareness of PROs and the complaint

process.

As has been pointed out in previous studies conducted by the Office of the Inspector
General (OIG), there exists a lot of room for improvement in the ways beneficiaries are
made aware of their rights. HCFA is currently working with the PROs on this topic,
and PROs would welcome additional opportunities for fiexibility in their outreach
activities. AMPRA would be pleased to be to be part of such efforts.

Streamline the complaint process.

AMPRA agrees that there are many efficiencies and economies which can be built into
the complaint process to afford a speedy response to the beneficiary. Potential change
could simply be the by-product of a revised disclosure policy. For example, if
physicians were made aware of the full disclosure requirement in the initial
correspondence to them, the response time frames to the beneficiary could effectively

be shortened by 30 days.

AMPRA would also like to point out that, while the random sample review has been
eliminated, the improvement efforts initiated through HCQIP projects have the potential
for greater impact by improving care and protecting beneficiaries on a broader scale

than does review of an individual case.

AMPRA recommends that the Health Care Financing Administration (HCFA) form an
improvement team to address the aforementioned issues and increase the effectiveness of the
beneficiary complaint process. The improvement team -- at a minimum -- should consist of
the following rcpresentatives: AMPRA; FRO leadership and applicable personnel;
malpractice/legal expert; members of applicable trade associations (i.e., AMA, AHA. AARP,
JCAHO. GHAA/AMCRA, etc.), HCFA, and OIG.

Again. we thank you for allowing us the opportunity to comment. Please feel free to contact
me at 202/331-5790 should you have any questions.

Sincerely,

D74

Andrew Webber
Executive Vice President



American Medical Association

Physicians dedicated to the health of America

James S. Todd, MD 515 North State Street 312 464-5000
Executive Vice President Chicago, Illinois 60610 312 464-4184 Fax

September 11, 1995

June Gibbs Brown

Inspector General

Department of Health and Human Services

330 Independence Avenue, S.W., Rm. 5250 L
Washington, D.C. 20201 .

Dear Ms. Brown:

The American Medical Association (AMA) greatly appreciates the opportunity to respond to the
recommendations contained in the Office of Inspector General (OIG) report. The Beneficiary
Complaint Process of the Medicare Peer Review Organizations. We believe that it is essential for
patients to have an opportunity to express their concerns about the quality of care they receive
from any provider of health care services, and that when problems of quality are identified they
are addressed and corrected. However, just as the rights of patients must be observed and
protected, so must we protect the rights of physicians and other providers of medical care.

The resolution of concerns raised by patients should be done in a fair and equitable manner that
protects the rights of privacy and confidentiality of those being investigated. While the AMA
agrees that, if possible, the complaint process should be streamlined, it must not be at the expense
of denying full due p