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Executive Summary

In response to a request by the Health Care Financing Administration (HCFA),
the Institute of Medicine proposed a study to examine definitions of serious or
complex medical conditions and related issues. Health plans participating in the
Medicare+Choice program are required to have procedures approved by HCFA for
(1) identification of individuals (enrollees) with serious or complex medical
conditions; (2) assessment of these conditions, including medical procedures to
diagnose and monitor them on an ongoing basis; and (3) establishment and
implementation of a treatment plan appropriate to these conditions, with an adequate
number of direct access visits to specialists to accommodate the treatment plan.
Such treatment plans must be time-specific and updated periodically by the primary
care physician.

The charge to the Institute of Medicine requested that a committee be
established to respond to the following questions:

1.  Should health plans be required to have a general policy for dealing
with serious or complex medical conditions, or should HCFA provide
more specific guidance as to the types of beneficiaries to be included in
this requirement?

2.  If specific guidance is to be provided by HCFA, what are the
advantages and disadvantages of alternative measurement approaches
(e.g., activities of daily living scales, listing of medical conditions)?
How feasible would it be for plans to implement such guidance about
specific measurement approaches? Should the need for coordination
with community and social service agencies be included in the
definition of "complex conditions"?

3.  What are the implications of alternative definitions for Medicaid and
commercial programs, when applied to Medicare beneficiaries who are
dual eligible?
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A seven-member committee was appointed to address these issues. Throughout
the course of this study, the committee has been aware of the fact that the topic
addressed by this report concerns one of the most critical issues confronting HCFA,
health care plans and providers, and patients today. The Medicare+Choice
regulations focus on the most vulnerable populations in need of medical care and
other services—those with serious or complex medical conditions. Caring for these
highly vulnerable populations poses a number of challenges. The committee
believes, however, that the current state of clinical and research literature does not
adequately address all of the challenges and issues relevant to the identification and
care of these patients.

As the committee accepted its charge, it followed general principles of
scientific investigation, including reliance on evidence-based research to support its
findings, conclusions, and recommendations. Several key activities formed the basis
of the committee's final conclusions and recommendations to HCFA. The
committee conducted a comprehensive review of pertinent literature and research
and convened a workshop on June 14, 1999. (See Appendix A for a summary of the
workshop proceedings.) The purpose of this workshop was to elicit the knowledge,
expertise, and opinions of professionals with involvement in issues associated with
the identification and treatment of persons with serious or complex medical
conditions.

Topics addressed by the literature review and the workshop included the
following: (1) proposed definitions of serious or complex medical conditions; (2)
methods to screen at-risk populations; (3) development and implementation of care
plans; (4) strategies to ensure continuity, quality, access, and coordination of care;
and (5) issues of payment for the service needs of patients with serious or complex
medical conditions. Findings from the literature review and the workshop were
supplemented by a commissioned paper (see Chapter 1) that analyzed objectives to
be met by the development of definitions for serious or complex medical conditions
and also outlined the strengths and weaknesses of alternative definitions.

As the committee began its deliberations about the charge and considered
information from the literature review, workshop, and commissioned paper, it
recognized a need to identify a patient population that would have diverse and
complicated needs requiring a multidisciplinary, comprehensive care management
approach to ensure the best possible medical, social, and mental health outcomes.
The committee acknowledges that the potential universe of patients with such
serious or complex medical conditions is likely to be very large. Rather than
developing recommendations to immediately address this large population, the
committee proposes a description of a smaller and more confined patient population
to include those patients with serious AND complex conditions. The committee
describes a serious and complex condition as one that is persistent, substantially
disabling or life threatening, and that requires treatments and interventions across a
broad scope of medical, social, and mental health services. The committee contends
that patients with serious AND complex conditions are those with the greatest need
for the specialized services of a multidis
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ciplinary group of professionals whose services can be coordinated through a broad
care management approach.

Relying on a description that is limited in scope to serious AND complex
conditions is intended to allow health care plans to develop the skills and resources
necessary to conduct case finding among their enrollees for such conditions. In
addition, the committee believes that health plans will develop the resources and
skills essential to the provision of broad strategies of care management. As expertise
is established in both case finding and care management for these patients and as
resources are identified to support broad care management strategies for a larger
number of beneficiaries, the description of eligible populations can be expanded to
include those with serious but not complex conditions as well as those with complex
but not serious conditions.

The committee believes that access to medical specialists is only one potential
element of the broad strategies of care management these patients require. The
committee does not feel that the narrow focus on "access to specialists"
appropriately addresses the complexity of needs for patients with serious and
complex medical conditions. In fact, it is the opinion of this committee that patients
with serious and complex medical conditions may be at higher risk from inadequate
coordination of proactive care across a broad spectrum of service needs than merely
from lack of access to medical specialists.

Rather, such patient populations will benefit from access to multidisciplinary,
specialized services that may or may not include direct access to medical specialists.
Such specialized services may include, but not be limited to, inpatient and outpatient
medical care; physical, occupational, and speech therapy; behavioral and mental
health care; home care services; nutritional support; transportation services;
rehabilitation training; and long-term care in skilled nursing facilities, nursing
homes, or hospices. Delivery of these services may require the involvement of
primary care physicians; medical and surgical specialists; nurses and nurse
specialists; social workers; occupational, speech, and physical therapists; behavioral
and mental health professionals; rehabilitation specialists; community-based service
providers; and allied health professionals such as lay health workers. Services
provided by these specialists should be proactive when possible to avoid further
complications and exacerbation of disease and disability.

The committee also directed its attention to issues relevant to the specific
elements of treatment plans for beneficiaries considered to have a serious and
complex medical condition. Of particular concern is the identification of strategies
of care management that will likely result in the highest level of functional status
and quality of life. The success of this care management strategy will depend on the
collaborative efforts of a multidisciplinary team of professionals as indicated above
to address the full spectrum of physical, social, and mental health needs of patients
with serious and complex conditions. In addition, the committee considered issues
concerning monitoring and evaluation of efforts to identify patients with serious or
complex conditions; the development and implementation of treatment plans; and
the modification of such plans to accom
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modate changes in patients' physical, social, and mental health status. The following
conclusions and recommendations are based on consideration of these diverse issues.

Recommendation 1: The establishment of an administrative definition for
serious and complex medical conditions by the Health Care Financing
Administration would be premature at this time.

It is the opinion of this committee that the state of current clinical and research
literature does not support development of an operational definition for serious and
complex medical conditions. While there are a large number of potential ways to
conduct case finding to identify patients with serious and complex medical
conditions, many of these have significant limitations. For example, disease
classification systems such as the diagnosis-related groups, diagnostic cost groups,
and the International Classification of Diseases—Ninth Edition lack the sensitivity
and specificity required to effectively distinguish between patients with acute care
needs and those who need more extensive treatment and service arrays. The validity
of patient classification efforts (e.g., diagnosis-related groups) and functional status
classification systems (e.g., the Karnofsky and SF-36 scales) has not yet been
established. Efforts to develop case-mix-adjusted reimbursement systems to ensure
cost-effectiveness and high-quality interventions for patients with serious and
complex conditions are still in the early stages or are limited to only a single disease
category. Similarly, efforts to develop standardized protocols for care coordination,
continuity of care, care management strategies, and service reimbursement plans
have met with varying degrees of success.

Clinical research relevant to defining patient populations with serious and
complex conditions and developing the most effective care protocols to respond to
patient needs is evolving rapidly, but only preliminary results are available. For
example, research in correlating patient volume with patient outcomes,
differentiating access to services as a function of health plan benefits, and
addressing variations in quality of care has just begun to yield meaningful results
about particular groups of patients. The committee anticipates that this research will
continue to evolve and will provide more definitive conclusions to guide the efforts
of health plans to identify patients with serious and complex medical conditions and
ensure appropriate levels of treatment and care management. As the science base is
strengthened, so too will be the ability of HCFA and health plans to correctly
identify patients with serious and complex medical conditions who would benefit
from broad strategies of care management.

Recognizing these limitations, the committee recommends that plans first focus
their attentions on patient populations with conditions that are serious AND
complex. These conditions are described as persistent, substantially disabling or life
threatening, and requiring treatments and interventions across a broad scope of
medical, social, and mental health services. Plans will require time to develop
expertise and resources to develop methods of case finding and
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provision of an integrated care management approach for these patients. As such
expertise is developed and resources are allocated, plans can then expand their
efforts to include patients with serious but not complex conditions and those with
complex but not serious conditions.

Recommendation 2: The committee recommends that the Health Care
Financing Administration should provide guidance to health plans to assist
their efforts to identify patients with serious and complex medical conditions.
Specifically, the committee recommends the following language be used to
facilitate efforts of plans to identify their enrollees with ''serious and complex
conditions'': "A serious and complex condition is one that is persistent and
substantially disabling or life threatening that requires treatments and services
across a variety of domains of care to ensure the best possible outcomes for
each unique patient or member."

The committee recognizes the importance at this time of providing health plans
with guidance to facilitate operationalization of their own definitions of serious and
complex medical conditions. This guidance includes a description of a serious and
complex medical condition as one that is persistent and substantially disabling or
life threatening that requires treatments and services across a variety of domains of
care. The committee reviewed a number of possible categories of conditions that
might be considered serious and complex. These are discussed in Chapter 1 of this
report and include, but are not limited to, life threatening conditions, conditions that
cause serious disability without necessarily being life threatening, conditions
associated with severe consequences, conditions affecting multiple organ systems,
conditions requiring coordination of management by multiple specialties, and
conditions requiring treatments that carry a risk of serious complications.

As noted above, clinical research to identify patient populations with serious
and complex medical conditions and develop the most effective care management
strategies to respond to patient needs is evolving rapidly, with only preliminary
results available. The committee believes, however, that the current state of clinical
and research literature does not adequately address all of the challenges and issues
relevant to the identification and care of these patients. These issues include, but are
not limited to, identification of methods and criteria that can be applied to screen
enrollees for the presence of serious and complex conditions; development of
strategies for proper care and management of the complex array of medical, social,
and mental health problems confronting these patients; development of strategies to
evaluate the effectiveness, efficacy, and efficiency of different strategies of care
management; and ongoing research to ensure continuous improvements in the care
of these patients. Health care service research is only beginning to emerge with
initial findings relevant to these issues.
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The committee anticipates that this research will continue to evolve and
provide more definitive conclusions to guide the efforts of health plans to identify
patients with serious and complex medical conditions and help plans to provide
appropriate levels of treatment and care management. The committee urges health
care plans, in collaboration with federal agencies and research institutions, to
support this ongoing research and facilitate a synthesis of emerging results. As the
science base is strengthened, so too will be the ability of HCFA and health plans to
correctly identify patients with serious and complex medical conditions who would
benefit from a broad care management strategy, including those with serious but not
complex or complex but not serious conditions.

Recommendation 3: The committee recommends that health care plans
develop a broad strategy for care management to enable patients and providers
to achieve the best possible outcomes for each unique patient or member with a
serious and complex medical condition.

This care management strategy should include, but not necessarily be limited
to, case finding; screening and selection; problem assessment and identification of
strengths; development of treatment or care plans; implementation of care plans
with an emphasis on proactive interventions; and monitoring of care plan
implementation and outcomes.

The treatments for individuals with serious and complex medical conditions
will inevitably vary due to many factors, including characteristics of the individual
patient and the patient's social situation, characteristics of individual providers,
provider organizations, health care plans, resources in the community, health plan
benefits, and so forth. Although these factors will vary for all patients, they have
less impact on preventive care (e.g., immunizations) and acute care (e.g., setting a
broken arm) interventions. Successful outcomes for persons with serious and
complex medical conditions will rest upon a diverse mix of medical, social,
functional, financial, and psychological factors, as well as on how these factors
mesh with a community's health and social services resources. There is no single
guideline that can prescribe the care or treatments for persons with serious and
complex medical conditions.

The committee's recommendations concerning elements of the care
management strategy have been derived, in part, from existing publications (Case
Management Society of America, 1996; HMO Workgroup on Care Management,
1999). A brief explanation for each of the recommended steps in the care process is
provided below.

Case finding refers to methods for identifying persons who may have a serious
and complex medical condition. Utilization of the committee's recommended
description for serious and complex conditions can facilitate efforts by health plans
and providers to identify possible categories of patients for whom case finding
should be conducted. Depending on the organization of a health plan and its
provider group(s), case finding methods may include electronic
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searching of administrative databases; phone screening of new or existing members;
referral by patient or family member; referral by a clinician or other professional; or
notification by an emergency room, hospital, nursing home, or other provider
organization.

Case screening and selection outline a process for deciding exactly which
patients meet a plan's criteria for serious and complex medical conditions. These
criteria should be established by each health plan with review by HCFA. Examples
of selection criteria might include factors such as diagnostic codes, patient age,
presence of comorbidities, severity of illness or disability, duration of a disability,
and so forth. It is expected that patients meeting these criteria would benefit from
coordinated care management.

The next step in the care process should involve an assessment of the patient's
problems and strengths. This is a tool for gathering information about the patient's
medical, social, functional, and financial status that will be used to further determine
his or her need for care management and the resources available to access the
necessary services.

Treatment or care planning is also recommended by the committee as an
essential element of a care management strategy for patients with serious and
complex medical conditions. Such planning supports the development of
individualized, goal-focused care plans (based on assessment findings and drawing
on evidence-based treatments when available) to provide a guide for delineating
patient, provider, and plan responsibilities for accessing and coordinating needed
services.

The care management strategy also demands that steps be taken to ensure the
implementation of care plans. Execution of the care management plan includes
strategies and tactics for providing or purchasing needed services, or for linking
patients to covered services, services available in the community, or those for which
the patient will have to pay. It also includes advocating for the provision of informal
services by family, friends, and neighbors.

The final step of the care process is monitoring implementation and outcomes
of the care management strategy. This can be based upon periodic reviews of a
patient's status and treatments to determine whether goals are being achieved,
whether interventions and treatments continue to be appropriate, whether there is a
medical need for continued services, or whether proactive care is required to address
potential or emerging new problems. This type of monitoring can also include
measurements to assess the impact of care management and treatment on clinical,
functional, cost, and satisfaction outcomes.

Throughout the entire care management strategy for persons with serious and
complex medical conditions, three principles should be evident. First, the care
management strategy should reflect a commitment to continuity and coordination of
care, as described among the requirements for National Committee for Quality
Assurance accreditation. This entails monitoring continuity and coordination
activities, analyzing data to identify opportunities for improvement, and taking
actions to bring about improvements, as indicated. Second, the care process should
include multidisciplinary perspectives and treatments, as appro
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priate. The care of persons with serious and complex medical conditions may
require the assessment and treatment expertise of primary care providers; medical
and surgical specialists; nurses and nurse specialists; social workers; pharmacists;
occupational, speech, and physical therapists; rehabilitation specialists; behavioral
and mental health professionals; and community-based services providers and
resources. Access to expertise from these various disciplines should be available as
needed. Third, and perhaps most important, patients and their family members
should be involved at every step so that the care process incorporates the patient's
expectations and preferences and documents the patient's role in achieving treatment
goals.

The committee's recommendations concerning the care management process
for patients with serious and complex conditions assumes patient willingness to
collaborate with a multidisciplinary team of providers in the development and
implementation of that plan. In those instances where a patient or family member
declines such participation, appropriate documentation should be entered into the
patient record. The presence of such documentation should be considered by HCFA
as evidence that a good faith effort has been made by the plan to involve the patient
and family in the development of the case management plan.

Recommendation 4: The committee recommends that health plans design
and implement strategies for routine screening and selection to identify those
beneficiaries with serious and complex medical conditions. These strategies
should be consistent with the guidance outlined in Recommendation 2 to
determine which patients meet a plan's threshold for serious and complex
medical conditions and would benefit from a coordinated care management
strategy.

The committee recommends that health plans identify specific categories of
patients or health conditions for which screening for the presence of serious and
complex conditions should occur on a routine basis. Examples of such categories
are provided in Chapter 1. The committee is of the opinion that screening a health
care plan's entire population of enrollees is not a feasible, cost-effective, or efficient
method of identifying subpopulations with serious and complex medical conditions.
The committee feels strongly, however, that early efforts to develop screening
methodologies should not be prescriptive; rather, innovation should be encouraged.
Documentation of locally derived methods by plans will result in extensive
nationwide experience that can be assessed and can lead to the identification of best
practices and subsequent standardized methods for ongoing routine screening of
patient populations.

The appropriate application of resources by a health plan to patients with
serious and complex medical conditions requires the identification of those
individuals whose health outcomes would benefit by such designation. For the
purposes of this report, the committee has not included patients suffering from acute
conditions that might require coordinated delivery of sophisticated medical services
to treat complications of acute decompensation. On the other hand,
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many patients who have endured prolonged hospitalization for an acute medical
condition may subsequently need coordinated long-term care to maximize their
rehabilitation potential; to treat persistent sequelae of the disease processes that
resulted from the acute, severe illness; and to ensure that they receive proactive care
to prevent further exacerbation of the illness or disability.

Conceptually, various methodologies could be applied to administrative
databases that could produce relevant lists of patients with serious and complex
medical conditions who would be likely to benefit from written care management
plans. High-cost patients, for example, might merit designation as having serious
and complex conditions. Some of these individuals, however, may have undergone a
single event such as bypass surgery that is self-limited and not appropriate for such
designation. In contrast, others will have conditions, such as organ transplants,
disabling traumatic injury, and HIV/AIDS, that clearly require ongoing medical
attention and resources to sustain or improve their health status. Aside from costs,
certain diagnostic entities could be identified for designation as serious and complex
medical conditions. Examples of such entities could include progressive,
degenerative disorders, active collagen vascular disease, and metastatic cancers. The
committee does not believe it is feasible at this time to create an all-encompassing
list of diagnoses appropriate for designation as serious and complex conditions.
Indeed, within any diagnostic label, there exists a continuum of disease and
disability that requires varying degrees of medical and other health-related supports.

Beneficiary survey tools could supplement the use of administrative data sets
to identify appropriate patients. Questionnaires that quantify functional status could
assist plans in capturing individuals who need special attention in the outpatient
setting to improve or sustain functional capacity or physiological stability.
Similarly, home health agencies or medical professionals could identify frail elderly
patients who require care management to sustain homeostasis. These agents could
refer patients' names to health plans for development of a formal management
program for serious and complex medical conditions. Such patients could include
those of advanced age (over 85) with several comorbid medical conditions such as
congestive heart failure, chronic renal failure, and diabetes. These persistent
conditions in concert with reduced cognitive functioning or physical capacity to
sustain daily living activities produce a constellation of physiological deficits that
require supportive health care services for the patient to maintain independent living
in a community setting.

There are several reasons why it is essential to the care of persons with serious
and complex medical conditions that screening and selection of a plan's designated
patient categories or conditions occurs on a routine basis. First, periodic screening
allows the multidisciplinary care team to adjust the care management approach as
patient needs change over time. Second, routine screening is essential to identify
new patients with serious and complex medical conditions. Third, it ensures that
persons who are no longer considered to have a serious or complex condition will be
identified and services adjusted accordingly, which could result in cost benefits.
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The committee believes that over time, the health care system will identify
reliable, accurate screening techniques for populations of patients with serious and
complex medical conditions. In many cases, timely identification will permit
proactive, appropriate treatment at the level of the primary care provider.
Nevertheless, even with robust methodologies in place, there will be patients and
families who believe that they require additional resources or attention to adequately
manage a persistent health condition. In instances in which a treatment plan is not
mutually agreed upon, individuals should be able to appeal to the medical director
of the provider group or health plan. The review process should be timely and
should allow for both internal and independent external review.

Recommendation 5: The committee recommends that health care plans
develop a care management strategy that integrates the participation of all
those involved in the care of the patient, including primary care physicians;
medical and surgical specialists; nurses and nurse specialists; behavioral and
mental health specialists; physical, occupational, and speech therapists; social
workers; allied health professionals; and community-based service providers.

The development of a collaborative care management strategy involving all
those who participate in providing care to the individual patient is critical to the
provision of care to patients with serious and complex conditions. The treatment
plan serves several important functions within the care management strategy. First,
it provides a road map and a guide to indicate direction of and demarcate landmarks
in care management, making it easier to ensure that all providers involved in the
patient's care share the same goals, and that these goals are accessible to the patient
and the patient's family. Second, it provides a way to measure progress and the
achievement of care goals, and it serves as a powerful communication and
coordination tool among the participants involved in the care of the patient,
avoiding overlapping or redundant efforts as well as gaps and inattention to
components of care assumed to be the responsibility of others on the care team.
Third, a treatment plan offers an opportunity to delineate which provider is taking
responsibility for specific aspects of care.

Although there is currently no evidence to support the identification of a single
format or model as superior to all others, the committee feels confident in
recommending certain key components that should be part of any treatment plan for
patients with serious and complex medical conditions. Specifically, the plan should
involve the collaborative participation of all those taking part in the care of the
patient, including primary care physicians; medical and surgical specialists; nurses
and nurse specialists; physical, occupational, and speech therapists; rehabilitation
specialists; behavioral and mental health specialists; social workers; allied health
professionals; and community-based service providers.

The perspectives, health beliefs, and values of the patient and the patient's
family should be taken into consideration, and the care management plan should

EXECUTIVE SUMMARY 10

Ab
ou

t 
th

is
 P

D
F 

fil
e:

 T
hi

s 
ne

w
 d

ig
ita

l r
ep

re
se

nt
at

io
n 

of
 t

he
 o

rig
in

al
 w

or
k 

ha
s 

be
en

 r
ec

om
po

se
d 

fro
m

 X
M

L 
fil

es
 c

re
at

ed
 f

ro
m

 t
he

 o
rig

in
al

 p
ap

er
 b

oo
k,

 n
ot

 f
ro

m
 t

he
or

ig
in

al
 ty

pe
se

tti
ng

 fi
le

s.
 P

ag
e 

br
ea

ks
 a

re
 tr

ue
 to

 th
e 

or
ig

in
al

; l
in

e 
le

ng
th

s,
 w

or
d 

br
ea

ks
, h

ea
di

ng
 s

ty
le

s,
 a

nd
 o

th
er

 ty
pe

se
tti

ng
-s

pe
ci

fic
 fo

rm
at

tin
g,

 h
ow

ev
er

, c
an

no
t b

e
re

ta
in

ed
, a

nd
 s

om
e 

ty
po

gr
ap

hi
c 

er
ro

rs
 m

ay
 h

av
e 

be
en

 a
cc

id
en

ta
lly

 in
se

rte
d.

 P
le

as
e 

us
e 

th
e 

pr
in

t v
er

si
on

 o
f t

hi
s 

pu
bl

ic
at

io
n 

as
 th

e 
au

th
or

ita
tiv

e 
ve

rs
io

n 
fo

r a
ttr

ib
ut

io
n.



Copyright © National Academy of Sciences. All rights reserved.

Definition of Serious and Complex Medical Conditions 
http://www.nap.edu/catalog/9695.html

be constructed in a culturally appropriate manner. Elements of the care management
plan should be appropriate both for the age or life phase of each patient as well as
the stage or severity of the health condition. This will ensure selection of treatment
options that are responsive to the unique needs of patients of different age groups
and with conditions of varying severity. The patient should be involved in the
development of the plan and should have access to the plan.

The plan should be linked to relevant clinical practice guidelines and should
reflect the process of adapting population-based clinical practice guidelines to the
unique care and service needs of the individual. The treatment plan should cross
areas of expertise and should address the need for coordination of care across the
continuum of care delivery settings. The plan should be longitudinal, with
accommodations for proactive interventions to prevent potential problems from
arising, and it should also enable longitudinal assessment of outcomes. The
treatment plan should be a living document that is periodically reviewed, updated,
and tested for continuing relevance to the patient's circumstances (e.g., life phase)
and clinical condition (e.g., disease stage).

Recommendation 6: The committee recommends that health care plans
have programs in place to monitor care management plans for both process
and outcomes for patients with serious and complex conditions at the level of
population, patient, provider, and best practices of care.

The Health Care Financing Administration should establish a formal
mechanism to evaluate a Medicare+Choice provider organization's program to
monitor the outcomes of care for patients with serious and complex medical
conditions. The committee recognizes that monitoring and evaluation programs will
vary between health care plans but recommends that all programs include
population-based monitoring of the outcomes of care for patients with serious and
complex conditions, as well as individual case monitoring, assessment of provider
interventions, and evaluation of best practices of care.

Assessment of population-based measures may include, but not be limited to,
review of plan-wide policies and procedures; application of working definitions of
serious and complex conditions; adoption of evidence-based clinical guidelines;
review of health outcomes survey, patient satisfaction, and complaint data; and
review of clinical outcomes data for patients with serious and complex medical
conditions. Individual case monitoring may include, but not be limited to, analysis
of complaint data, patient satisfaction, internal and external appeals of the care plan,
and overturned denials. Evaluation and monitoring at the level of providers will
include efforts to assess clinical quality of care, timeliness of care, and effectiveness
of specific interventions. Best practices of care will be identified by data that
describe clinical, functional, and patient satisfaction outcomes.

Recommendation 7: The committee recommends that the Health Care
Financing Administration collaborate with federal, private, 
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and voluntary agencies, organizations, and consumers to establish an ongoing
process to address policy issues to ensure continuous improvements in the care
of populations with serious and complex medical conditions.

Access to providers with the appropriate training and expertise is important,
but other issues must be addressed to ensure that beneficiaries with serious and
complex conditions achieve the best possible outcomes. The committee recognizes
that a number of these issues supersede activities that can be accomplished at the
level of individual health plans. Issues that must be addressed include, but are not
limited to, the following:

• Payment. The current Medicare capitated payment mechanisms for health
plans are not risk adjusted and are derived from experience in the fee-for-service
sector. These payment mechanisms may not provide adequate compensation to
some health plans. Furthermore, health plans use a variety of methods to
compensate individual providers and hospitals. Greater attention should be focused
on the improved alignment of financial incentives at all levels to ensure appropriate
payment for serious and complex cases through adequate funding and risk-adjusted
payment systems.

• Benefits. Improving the care of persons with serious and complex medical
conditions can be supported by ensuring that Medicare beneficiaries can choose
among different health plans. When beneficiaries have multiple affordable options,
they can select based upon their own evaluations of quality. Where benefits are
provided through multiple payment programs (i.e., Medicare and Medicaid dual
eligibles), coordination of benefit packages and eligibility requirements is critical.
The movement of patients with serious and complex conditions into managed care
holds the promise of greater health for these patients and therefore reduced
expenditures for Medicaid programs due to reduced nursing home use. Prescription
coverage for these patients would result in a direct reduction in state Medicaid
prescription coverage expenses. Medicare requirements for management of patients
with serious and complex conditions may also serve as the future basis for Medicaid
managed care contracts.

• Medicaid and Medicare Fee-for-Service Programs. The committee was
unable to address the third point of its charge with any degree of thoroughness. This
is primarily due to the fact that the committee lacked sufficient information and time
to conduct informed deliberations about the implications of alternative definitions
for serious and complex medical conditions for Medicaid and commercial programs,
especially when applied to Medicare beneficiaries who are dual eligible. The
committee strongly recommends that HCFA, in collaboration with Medicare and
Medicaid provider plans, establish this as a research priority. Resources and
expertise should be allocated to conduct a study to define the relevant issues and
generate possible approaches to address this question.

In the meantime, the committee suggests that the basic guidance provided in
this report concerning the description of serious and complex medical conditions
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and recommendations concerning strategies for care management for this patient
population should be extended to include Medicaid beneficiaries and those that are
dual eligible. In addition, this guidance should apply to patients enrolled in fee-for-
service Medicare programs. This should be a priority area for collaborative research
on policy issues to ensure continuous improvements in the care of populations with
serious and complex medical conditions covered by Medicaid and fee-for-service
Medicare plans.

• Consumer Education and Participation. Many patients, especially those with
persistent and disabling conditions, are ready and able to become more active
participants in the care delivery process. Attempts should be made to increase
patient participation in clinical decision-making and caregiving processes consistent
with improving clinical outcomes and satisfaction.

• Professional Training. To serve persons with serious and complex medical
conditions, an aggressive strategy must be developed to educate and train health
professionals to provide appropriate care for this population. There is currently a
great undersupply of persons trained in care management processes,
multidisciplinary team care, geriatrics, patient education and self-management, and
cultural competence.

• Information Technology. More sophisticated information technology is
required to provide high-quality, coordinated care to those with complex or serious
medical conditions. More sophisticated information systems are needed to support
efforts to monitor, analyze, and improve patient care. Continued development of
electronic medical records will be an important factor in ensuring that all health care
organizations and providers involved in the care of a patient have timely access to
complete information on the patient's clinical conditions, diagnostic and therapeutic
test results, and services received. Confidentiality protections must be respected
throughout the process of technology development.

• Regulatory Framework.
Developing a regulatory approach for the Medicare+Choice program that

affords adequate protections for beneficiaries with serious and complex medical
conditions while encouraging innovation in a rapidly changing health care
environment will be an ongoing challenge. Periodic evaluation and modification
will be essential.

• Applied Research. Research is needed to further inform the policy process
and to identify best practices in the care of patients with serious and complex
conditions. Attention should be focused on the following areas: effects of benefits
coverage and payment methods on care delivery; determination and dissemination
of best practices in the identification of patients with serious and complex
conditions; efficacy, effectiveness, and efficiency of multidisciplinary teams; use of
information technology to support care coordination and delivery; and development
of innovative methods of designing, implementing, and coordinating medical,
social, and other services.

These and related issues will require HCFA to actively collaborate with all
types of payors, health care plans, providers, research organizations, and consumer
and disability groups to develop strategies and solutions that will maxi
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mize the quality of health care and other services for patients with serious and
complex medical conditions.

CONCLUSIONS

The needs of patients with serious and complex medical conditions far exceed
the boundaries of a single issue such as access to specialists for care. For health care
delivery systems to provide high-quality, effective care for these patients, the
systems must be responsive to a diverse array of clinical, social, mental, and
functional health issues. The health care delivery system must also be capable of
working effectively with other community and social support systems.

The questions raised by HCFA concerning implementation and regulations for
the Medicare+Choice program apply broadly to include all health care delivery and
payment systems, including fee-for-service systems. This study is one of the first to
address these complex and extremely important topics. Thus, the committee urges
HCFA, health care plans, and consumer groups to view this report, and especially its
conclusions and recommendations, as first steps in the effort to address the unique
and complicated needs of persons with serious and complex medical conditions and
to ensure that they receive the most cost-effective and best-quality care. The work of
this committee is intended to support and provide direction for future work to be
conducted by HCFA, in collaboration with all types of health care plans and
consumer organizations, to design innovative strategies to ensure adequate
reimbursement, access to broad care management, and the highest possible quality
of treatment services required by patients with serious and complex medical
conditions.
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1

Introduction

CHARGE TO THE INSTITUTE OF MEDICINE

The definition of health has evolved over time from an emphasis on mortality
and survival rates to a multidimensional perspective that includes ''an emphasis on
the individual's ability to perform daily activities, and ... an emphasis on positive
themes of happiness, social and emotional well-being, and quality of life''
(McDowell and Newell, 1996). Similarly, the World Health Organization has
updated its definition to emphasize the role of health as a resource for living that
applies to individuals, groups, communities, or whole populations. Specifically, the
current World Health Organization definition asserts that "for people to reach a state
of complete physical, mental, and social well-being, an individual or group must be
able to identify and realize aspirations, to satisfy needs, and to change or cope with
the environment" (World Health Organization, 1986).

As the paradigm for health has shifted away from acute care interventions and
reducing deaths, a model to address serious and complex medical conditions has
emerged. Such conditions are frequently persistent in nature and require intermittent
interventions to proactively identify and resolve emerging problems and resolve
acute exacerbations of illness or disability. There is also a need for coordination of
medical and other services to support and sustain individuals' functional ability, as
well as their physical, social, and mental health and well-being.

To help provide a framework for the committee's deliberations, a paper was
commissioned from David R. Nerenz, Ph.D., director of the Centers for Health Services
Research, Henry Ford Health System, Detroit. This paper addressed alternative
definitions for serious and complex conditions and is included in this chapter.
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Frequently, a complex and comprehensive array of medical and other services
is required to manage the multidimensional sequelae of populations with serious or
complex medical conditions. Interventions are required not only to respond to the
most immediate and acute threats to physical well-being, but also to prevent further
complications and to initiate and sustain improvements in overall quality of life.
Efforts to accomplish the latter require systems and services to address the long-
term physical, social, and mental dimensions included in currently accepted
definitions of health.

The nation's health care delivery system has been challenged to accommodate
the unique and complicated needs of the growing numbers of Americans with
serious or complex medical conditions. Of particular concern are strategies to
finance the long-term provision of complicated arrays of health and other services
required by these patients. Issues have also arisen about ensuring access to care and
quality of care for the growing numbers of individuals with persistent, disabling, or
progressively life-threatening medical conditions. Federal health care programs
(Medicare and Medicaid) share concerns about these issues with health care plans—
including health maintenance organizations, other types of managed care plans, and
fee-for-service plans—and a broad constituency of consumers including persons
with disabilities.

A leading initiative to address quality of care and access to care issues has been
the President's Advisory Commission on Consumer Protection and Quality in the
Health Care Industry. One aspect of the commission's work has been development
of a Consumers' Bill of Rights and Responsibilities (President's Advisory
Commission, 1998a). Of particular relevance to consumers with serious, complex,
persistent, disabling, or progressively life-threatening medical conditions is the right
to select providers and health care plans that will ensure access to appropriate high-
quality health care. Specifically, the Consumers' Bill of Rights and Responsibilities
states that "consumers with complex or serious medical conditions who require
frequent specialty care should have direct access to a qualified specialist of their
choice within a plan's network of providers. Authorization, when required, should
be for an adequate number of direct access visits under an approved treatment plan"
(President's Advisory Commission, 1998b).

Coincident with the activities of the President's Advisory Commission on
Consumer Protection and Quality in the Health Care Industry, the Balanced Budget
Act of 1997, Title IV, was passed with implications for Medicare, Medicaid, and
Children's Health Provisions (Public Law 105–33, August 5, 1997). A major
implication of the Balanced Budget Act of 1997 was the development of a new
health care plan for Medicare beneficiaries called Medicare+Choice. According to
the interim final regulations for the establishment of the Medicare+Choice program,
Section 422.112 addressed issues concerning patient access to services. Specifically,
it states that plans must have procedures approved by HCFA for:

1.  identification of individuals with serious or complex medical conditions;
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2.  assessment of these conditions, including medical procedures to
diagnose and monitor them on an ongoing basis; and

3.  establishment and implementation of a treatment plan appropriate to
these conditions, with an adequate number of direct access visits to
specialists to accommodate the treatment plan. Treatment plans must
be time-specific and updated periodically by the primary care provider.

In response to a request by HCFA, the Institute of Medicine proposed a study
to examine definitions of serious and complex medical conditions and related issues.
Specific elements of the charge to the Institute of Medicine are:

1.  Should health plans be required to have a general policy for dealing
with serious or complex medical conditions, or should HCFA provide
more specific guidance as to the types of beneficiaries to be included in
this requirement?

2.  If specific guidance is to be provided by HCFA, what are the
advantages and disadvantages of alternative measurement approaches
(e.g., activities of daily living scales, listing of medical conditions)?
How feasible would it be for plans to implement such guidance about
specific measurement approaches? Should the need for coordination
with community and social service agencies be included in the
definition of "complex conditions"?

3.  What are the implications of alternative definitions for Medicaid and
commercial programs, when applied to Medicare beneficiaries who are
dual eligible?

Consideration of these issues demonstrated unequivocally to the committee the
challenges of caring for highly vulnerable populations such as those having serious
and complex medical conditions. The challenges ranged from ensuring quality,
coordination, and continuity of care for these patient populations from a wide
variety of service providers to clarifying issues associated with access to specialty
care, patient confidentiality, patients' right to choice and involvement in their health
care, provider and plan liability, and appeal and grievance processes.

SCOPE AND ORGANIZATION OF THIS REPORT

In the remainder of Chapter 1, alternative operational definitions of "serious
and complex" medical conditions are examined, including discussions of their
relative strengths and weaknesses. Chapter 2 outlines the challenges of ensuring
timely access to high-quality health care services and resources for patients with
serious and complex medical conditions. Chapter 3 presents the committee's
overarching conclusions and recommendations in response to specific elements of
the charge. Together, these chapters suggest an approach to understanding the
implications of defining serious and complex medical conditions for managed care
and other types of health plans and make recommendations in eight areas. Finally,
there are five appendixes to this report. Appendix A provides a sum
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mary of the workshop proceedings. Appendixes B, C, and D, respectively, include
brief biographical sketches of the workshop panel members, the workshop agenda,
and a list of workshop participants. Appendix E contains brief biographical sketches
for each of the seven members of the committee.

DEFINITIONS OF SERIOUS AND COMPLEX MEDICAL
CONDITIONS: ALTERNATIVES AND IMPLICATIONS

Background

Managed care has the potential to significantly improve the quality of health
care provided to health plan members. The original promise embodied in the term
'"health maintenance organization" was an emphasis on preventive services, early
detection of illness, close coordination of medical and nonmedical health services,
and treatment care plans designed to maintain function and minimize disability. For
some enrollees and in some plans, this potential has been realized. In the best of
circumstances, a fragmented, uncoordinated set of services has been replaced by a
more seamless array of services tailored to the needs, values, and priorities of plan
members.

There is another side to managed care, though. For members in some plans,
managed car e seems to mean a system of hurdles, hoops, and barriers that prevent
access to needed services. This side of managed care is the one that has frequently
been portrayed in print and electronic media and has captured the attention of
politicians and patient advocates who are working on a number of patient protection
initiatives.

Access to care can be a significant issue for anyone with an illness, but it is
particularly significant for those individuals who have conditions with the potential
to cause death, disability, or serious discomfort unless treated with the best available
technologies. Access to specialty care or to specific treatment or diagnostic services
can become literally an issue of life or death for people with cancer, heart disease,
HIV/AIDS, and a number of other acute and persistent conditions.

With these considerations in mind, the President's Commission on Consumer
Protection and Quality in the Health Care Industry raised the question of whether
patients with serious and complex medical conditions should have a guarantee
odirect access to qualified specialists within their plan's network of providers
(President's Advisory Commission, 1998b). The Health Care Financing
Administration has been charged with developing regulations for Medicare+Choice
plans that would implement such a guarantee.

Any such provision written into federal or state law or into the accreditation
process for health plans would require a clear, practical definition of the term
serious and complex medical condition. The remainder of this chapter outlines
conceptual categories of conditions that might be considered serious and complex,
examines possible alternative operational definitions to screen for the pres
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ence of serious and complex conditions, and discusses the implications of these
definitions for use in the regulatory or legislative process.

Conceptual Overview—Serious and Complex Conditions

A number of criteria can be used to describe medical conditions as "serious and
complex." These could include severity of the illness, degree of impairment or
disability, and level of need for comprehensive care management. Disability is
defined according to the Americans with Disabilities Act (1990) as pertaining to
persons with a physical or mental impairment that substantially limits a "major life
activity," persons with a record of such an impairment, or persons who believe that
others regard them as having such an impairment. The following presents examples
descriptive criteria for serious and complex medical conditions. It is important to
recognize that these conditions may be serious and complex for some patients at
some points during the course of their disease or disability. The conditions will not
necessarily be serious and complex for all patients at all times. Further the list is
intended to suggest criteria for serious and complex conditions but it is not an
exhaustive summary of such criteria.

• Conditions that are life threatening:
(1) cancer, (2) heart disease, (3) stroke, and (4) HIV/AIDS.
• Conditions that cause serious disability without necessarily being life

threatening:
(1) stroke, (2) closed head or spinal cord injuries, (3) mental retardation, and

(4) congenital malformations.
• Conditions that cause significant pain or discomfort that can cause serious

interruptions to life activities:
(1) allergies, (2) migraine, (3) arthritis, and (4) sickle cell disease.
• Conditions that require major commitments of time and effort from care-

givers for a substantial period of time:
(1) mobility disorders, (2) blindness, (3) Alzheimer's disease and other

dementias, (4) chronic obstructive pulmonary disease, (5) paraplegia or
quadriplegia, (6) Down's syndrome, and (7) depression.

• Conditions that may require frequent monitoring:
(1) diabetes, (2) conditions requiring anticoagulation treatment, (3) severe

asthma, (4) severe allergies, and (5) schizophrenia and other psychotic illnesses.
• Conditions that predict or are associated with severe consequences:
(1) hypertension (associated with heart disease), (2) depression (associated

with suicide), (3) diabetes (associated with blindness, kidney failure), and (4)
alcohol and other substance abuse (associated with intentional and unintentional
injuries).

• Conditions associated with negative consequences for someone else:
(1) high-risk pregnancy (risk to newborn), (2) HIV/AIDS (risk to sex partner),

and (3) tuberculosis (risk to community in general).
• Conditions that affect multiple organ systems:
(1) HIV/AIDS, (2) cancer, and (3) diabetes.
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• Conditions that require management to "tight" physiological parameters:
(1) conditions requiring anticoagulation therapy, (2) type I diabetes (possibly

type II also), and (3) kidney failure.
• Conditions whose management requires coordination of multiple specialties:
(1) breast cancer, (2) depression comorbid with serious medical conditions, (3)

multiple sclerosis, and (4) cerebral palsy.
• Conditions whose treatment carries a risk of serious complications:
(1) most cancers, and (2) other conditions requiring complex surgery.
• Conditions requiring adjustment in a "nonmedical environment":
(1) mobility disorders, (2) blindness and other sensory disorders, (3)

Alzheimer's disease, and (4) frailty.
These categories are not mutually exclusive, and clinical conditions such as

cancer can appear under several headings. Serious and complex medical conditions
should reflect the characteristics of the management of the condition rather than
some inherent biological complexity. Although there may be some correlation
between biological parameters and complexity of management, it is possible to
imagine biologically complex conditions that are easy to treat because a very simple
treatment (e.g., a once-a-day prescription drug) has been proven effective.
Alternatively, some biologically simple conditions (e.g., spinal cord injuries) may
be very complex from a management point of view. In this report, the various
meanings of serious and complex will have more to do with illness and disability
management than with underlying biology.

Potential Operational Definitions and Criteria

None of the above concepts is of sufficient specificity to be used to write or
implement regulations about serious and complex medical conditions. They may,
however, represent a set of screens to assess whether potential operational
definitions are sufficiently inclusive of the range of conditions that might fit in the
category of serious and complex medical conditions. A number of possible
operational definitions for serious and complex conditions are described below,
along with a summary of their strengths and weaknesses related to validity,
reliability, and feasibility. Comments on strengths and weaknesses are not meant to
be definitive but to highlight points for further consideration.

Disease Code Definitions

ICD-9 Codes Alone.

The five-digit International Classification of Diseases, Ninth and Tenth
Editions (ICD-9 or ICD-10) coding system would permit the classification of
individual diseases or codes (down to the fifth-digit level if necessary) as either
being or not being serious and complex medical conditions (American Medical
Association, 1999). Using a set of conceptual criteria like
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those presented at the beginning of this chapter, expert panels could make such
determinations, perhaps requiring an additional factor to be added to the codes when
the codes themselves are ambiguous relative to a description of serious and complex
medical conditions. In practice, then, an individual with one or more ICD-9 codes in
the "included" list in a defined period would be considered to have a serious and
complex medical condition. The codes would typically be found in insurance claims
databases. Most managed care plans would be able to use a "presence-of-codes" rule
to identify patients with serious and complex conditions.

Strengths. Rules would be clear and obvious to patients, physicians, health plan
representatives, and external regulators. Data would be fairly readily available in
existing administrative data sources. Rules could be revised and updated easily since
no fundamental changes in data collection or coding technology would be required
for changes.

Weaknesses. There would be a clear incentive for "gaming" or "upcoding" and
"downcoding'' in ambiguous situations in which one code would qualify as a serious
and complex medical condition and another potentially valid code would not. Using
ICD-9 codes alone fails to capture the severity of disease. Moreover, they do not
address the issue of comorbid conditions. Coding may be biased or inaccurate.

ICD-9 Codes Plus Severity Codes. For some ICD-9 codes, a fifth digit is
interpretable as a "severity" code. Future enhancements of coding systems in either
inpatient or outpatient systems may involve the use of a fifth digit or some other
convention to indicate a severity or complexity level within the basic disease code.
Classification of conditions as serious and complex would then depend on both the
ICD-9 or-10 "stem" and the severity code attached to it.

Strengths. The system would carry most of the advantages of ICD-9 disease
codes alone and add the precision of a severity level that would serve to make finer
distinctions possible for conditions such as diabetes, asthma, or hypertension.

Weaknesses. Unless the clinical criteria for various severity codes are very
clearly and objectively defined, there will be an incentive for either upcoding or
downcoding distortion in the severity field. It may be very difficult to audit or
validate such codes without clear, objective definitions. Health plans wishing to
avoid the provision of additional services may implement procedures designed to
make providers use the lowest possible severity codes. Use of ICD-9 or-10 codes
with severity codes will not address the issues of comorbidity, coding errors, and
coding biases.

DSM-IV Codes. For mental health and substance abuse conditions,
psychiatrists may prefer the use of Diagnostic and Statistical Manual for Mental
Disorders (Fourth Edition) codes to ICD-9 or-10 codes (American Psychiatric
Association, 1994). The DSM-IV classification system may permit a finer-grained
distinction among types of condition and severity level. Use of these codes would
also require some sort of expert panel process to determine which codes or cate
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gories should be associated with regulations about serious and complex medical
conditions.

Strengths. Some of the same advantages would be found here as with the
ICD-9 codes. Once established, the rules would be clear to virtually all parties
involved. The coding system is generally well established among mental health and
substance abuse providers and would be familiar to those most likely to be assigning
codes to individual patients.

Weaknesses. The DSM-IV system is not typically used in insurance claims due
to concerns about confidentiality; it is therefore much less likely than the ICD-9
system to be feasible to implement from the claims databases of health care plans.
Use of the system may require manual medical record abstraction, which would
make it extremely expensive and also presents possible compromises to
confidentiality. Furthermore, the DSM-IV is applicable only to mental health and
substance abuse care.

International Classification of Impairments, Activities, and Participation
(ICIDH-2). This classification system is similar to the ICD-9 system in that it seeks
to provide a standard terminology for use in describing specific patient
characteristics and is supported by the World Health Organization (World Health
Organization, 1997). The difference is the subject matter. Whereas ICD-9 and-10
focus on diseases or injuries, ICIDH-2 focuses on impairments; the acronym reflects
the original system's use of the terms disabilities and handicaps. In the present
context, individuals having specific impairments would be considered to have
serious and complex medical conditions.

Strengths. The ICIDH-2 system provides a standard nomenclature and
typology for the entire range of impairments and disabilities. To the extent that any
of these specific problems are valid markers of serious and complex medical
conditions, the ICIDH-2 system provides a clear way of assigning codes to the
impairments to facilitate accurate classification. The ICIDH-2 system may represent
some disabilities better than do current ICD-9 codes.

Weaknesses. The ICIDH-2 system is not nearly as well known or widely used
in the United States as the ICD-9 system. It has not been linked to reimbursement by
public or private payors, and it has not served as the basis for other well-known
patient classification systems (e.g., ICD-9 codes have been used to build diagnosis-
related groups). There is really no infrastructure in place to support the use of this
system, even if there are clear matches between specific ICIDH-2 codes and the
concept of serious and complex medical conditions.

 
Functional Status Definitions

Karnofsky Performance Status. The Karnofsky scale is one of the oldest
functional status measures in use today (Karnofsky and Burchenal, 1949). It is a
single 0–100 scale (generally used in increments of 10 for individuals) used to
describe patients' functional ability. Individuals at the low ranges of the scale are
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presumably there because of some serious medical condition, although the scale
does not strictly require that there be a distinct medical reason for a given level of
function. In the context of describing serious and complex medical conditions, a
threshold (or possibly multiple thresholds for different ages or classes of patients)
would need to be established.

Strengths. The Karnofsky scale is generally well known and accepted in a
variety of clinical areas, particularly oncology. Although there may be some
potential for gaming, the definitions for various levels of the scale provide some
opportunity for validation or auditing.

Weaknesses. This scale is not typically found in administrative databases and is
not often used to describe patients outside of research contexts or specific clinical
areas (e.g., oncology) in which it has come into common use. Although the scale in
general has proven validity, the assignment of an individual to one of two or three
adjacent levels can be somewhat arbitrary. If being described as having a serious
and complex medical condition depended on being below a certain threshold, there
could be an incentive to put a patient either above or below the threshold that would
bias "gray area" cases.

Another key problem is that the scale does not directly refer to any specific
medical condition, so a serious and complex medical condition is evident only.
indirectly in the scale score. This approach may be useful only if combined with
some more explicit coding of disease states (e.g., some cancer patients with
Kamofsky scores of <50 may be judged to have a serious and complex medical
condition, whereas not all cancer patients or all patients with Kamofsky scores of
<50 would be so labeled). In addition, individual scores may not be stable over the
period required to gather data, assemble a database, and determine eligibility for
individual patients.

SF-36, SF-12, or Similar "Profile" Scales. Scales such as the Short Form-36
(SF-36), Short Form-12 (SF-12), Dartmouth COOP Chart, and so forth, are similar
to the Karnofsky scale in that they assign numbers to individuals to reflect varying
levels of functional status or health-related quality of life (Ware and Sherbourne,
1992). The scales differ in that they contain two or more specific dimensions on
which individuals receive scores. It is possible, then, to select specific dimensions
rather than an overall score, or perhaps to identify a specific profile of scores that
would be consistent with the concept of a serious and complex medical condition.
Again, the scores do not reflect the presence of any specific medical condition. Most
of the scales are designed to apply to patients with any medical condition or with no
condition at all.

Strengths. The SF-36 and SF-12 in particular are widely known and used
frequently for performance measurement, quality improvement, and research
purposes. The scales do not take long to administer. They are becoming more
widely used in managed care plans on a full-membership rather than a disease-
specific basis. The Health Care Financing Administration already requires this sort
of survey in Medicare+Choice plans for "report card" and consumer choice
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purposes, so plans serving Medicare beneficiaries are familiar with these instruments.
Weaknesses. Most of the concerns about the use of the Kamofsky scale apply

to these other scales as well. In addition, the scales are almost always completed on
a self-report basis, so patients must be engaged in the process of data collection. The
Karnofsky scale, by contrast, is based on clinician evaluation and is easier to
incorporate into a claims-based data collection process. Scale scores in and of
themselves do not identify serious and complex medical conditions, but the scale
scores used in combination with other information (e.g., ICD-9 codes in claims
databases) might add precision to the classification process.

Quality of Well-Being, Health Utilities Index, or Similar Utility-Based Scales.
A number of scales are designed to evaluate individual patients' health status on a
scale from 0 to 1, where 0 is death or the worst imaginable health status and 1
represents full function and absence of any pain or disability (Kaplan et al., 1989;
Torrance, 1987). The purpose of this particular scaling format is to permit the
calculation of quality-adjusted life years (QALYs) or disability-adjusted life years
(DALYs) that adjust the value of a year of life according to the quality of life
reflected in the 0–1 scale. A year at a level of 1 is worth 1; a year at a level of .4 is
worth .4, or is equivalent to .4 of a year at level 1. These scale scores would
presumably be used in the same way as the Karnofsky, SF-36, or other scores.
Individuals below a certain defined threshold would be considered to have (or at
least be likely to have) a serious and complex medical condition.

Strengths. Scaling is similar to the Karnofsky in that it is a single dimension
with intuitively interpretable values. The translation of 0–1 scores into QALYs,
DALYs, and similar measures may allow the incorporation of life expectancy or life
expectancy without disability into the calculation of serious and complex medical
conditions.

Weaknesses. Most of the same objections to functional status scores listed
above apply here as well. The scores may not be stable over long periods of time for
specific individuals with serious and complex conditions. The scores do not directly
reflect the presence of any specific medical condition, and they may be subject to
gaming if the underlying data collection methods permit it. The Quality of Well-
Being scale requires patients to answer approximately 40 questions; other scales
such as the Euro-Qol scale involve as few as 5 items. In any case, however, the
direct involvement of patients is required for data collection.

ADL or IADL Scales. Activities of daily living (ADLs) or instrumental
activities of daily living (IADLs) involve the assessment of patients' ability to
perform defined tasks (e.g., getting dressed, bathing, using a telephone) (Katz et al.,
1963; Lawton and Brody, 1969). The items are somewhat more specific than those
involved in some of the functional status scales described above, but the intent of
scaling is similar—to classify or score individuals according to their level of
function or independence. In determining eligibility for some disability benefit
programs, ADL or IADL scores are expressed in terms such as "limited
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in two or more areas,'' so that the issue is not the overall score but the number of
areas of impairment.

Strengths. There is some precedent for using ADLs and IADLs as criteria for
determining eligibility for specific benefits or services (e.g., long-term-care
services). The criteria are reasonably well defined, and there is a long history of use
of the scales for research and clinical purposes.

Weaknesses. As with other functional status measures, ADLs and IADLs do
not directly indicate the presence of a serious and complex medical condition
although individuals with severe ADL or IADL limitations may have such
conditions. Alternatively, patients with a low number of limitations on these
measures may also have a serious and complex medical condition. The ADLs or
IADLs are used in the context of care management programs, rehabilitation
programs, or long-term-care programs, but they are not typically used more broadly
among the general population of health plan members. Some method of data
collection would have to be developed for large numbers of patients who are not
currently assessed.

 
Patient Classification System Definitions

DRGs. Diagnosis-related groups (DRGs) are familiar to most plans and
providers as the basis for payment to hospitals by Medicare and many other public
and private payors. The DRGs were designed to group patients together who are
similar in terms of length of stay and other measures of resource consumption in the
inpatient setting. The "D" in DRGs indicates that the system is based on ICD-9
diagnostic codes, but information on age, surgical procedures, and complications or
comorbidities is also used to assign patients to DRGs for payment purposes. The
DRGs could conceivably be used as a means of determining whether patients have
serious and complex medical conditions, and the information beyond diagnostic
code may provide a more precise classification than diagnosis alone. Presumably, a
diagnosis with complications or comorbidities is inherently more serious and
complex than one without them.

Strengths. The DRG system is essentially universal in acute care medical and
surgical hospitals and may be applicable to some psychiatric, substance abuse,
rehabilitation, or long-term-care facilities. Because the system is used for payment
purposes, there is a means available for auditing DRG coding to prevent most
intentional gaming. The DRG information is contained in virtually all administrative
databases on inpatient care.

Weaknesses. The DRG system is a population-based measure of very general
categories and is not applicable to any specific individual. The system is not useful
for patients who have not been admitted to a hospital. It may be possible to map a
set of ICD-9 codes used in outpatient settings to the algorithms used to assign DRGs
from inpatient codes, but it is not clear that the diagnoses associated with long
lengths of stay or high resource use in the inpatient setting are necessarily serious
and complex in the outpatient setting. Since most health plan
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members at any specific time are not admitted to a hospital, no DRG information
would be readily available for most plan members at any particular time. Likewise,
persons with serious and complex medical conditions that are managed successfully
on an outpatient basis would not have any DRG information available.

DCGs. Diagnostic cost groups (DCGs) are an alternative set of patient
groupings (Ash et al., 1989; Ellis et al., 1996; Lamers, 1999). In this case, the goal
is to classify patients together who are similar in terms of annual expenditures
across all settings rather than length of stay or expenditure in just the inpatient
setting. The original DCG modeling was based on inpatient diagnoses, but
subsequent versions have incorporated both inpatient and outpatient diagnoses in
model development. The DCGs would be useful only to the extent that annual
expense is associated with the concept of serious and complex medical conditions.

Strengths. The DCGs have been well researched since the mid-1980s and are
beginning to be used in prominent applications. For example, HCFA has decided to
use DCGs—albeit for inpatient services only—to implement provisions of the 1997
Balanced Budget Act regarding risk-adjusted capitation payments to Medicare
+Choice plans. Some large private employers (e.g., Ford Motor Company) are
beginning to use DCGs in the analysis of health care costs and quality for their
employees. The grouping algorithms use generally available administrative data that
plans have in their billing or encounter data systems. The DCG system has "face
validity" for the current application to the extent that users accept an association
between the categories of serious and complex medical conditions and annual
expenditures.

Weaknesses. The DCG system was designed for a specific purpose—to model
annual expenses based on diagnoses—and this purpose may not exactly match the
description of persons with serious and complex medical conditions. If there are
conditions that are not expensive but are very serious, or conditions that are
expensive but not serious in any other sense, then the DCG system would yield
misleading results. It has also been noted that the DCG system can reward
inefficient patient management because of its assumption that higher costs are
associated with greater complexity of care. Such higher costs could, in fact, be the
result of inefficient management. Although HCFA has made a commitment to use
the system for Medicare+Choice plans, it is not widely used in other settings for
risk-adjusting capitation payments to plans.

ACGs. Ambulatory care groups (ACGs) are similar to DCGs in that they are
designed to group patients together who are similar on a measure of annual cost or
expenditure (Weiner et al., 1991). As the title implies, the focus of ACGs is on
outpatient rather than inpatient care, so the system is perhaps better suited to
physician profiling or partial capitation payment applications in the outpatient arena
than to more global payment applications. The ACGs might conceivably be a better
conceptual fit than DCGs to the concept of serious and complex medical conditions.
It would be an empirical question whether ACGs or DCGs
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more accurately predict the need for a broad strategy of care management, as judged
by some independent criterion.

Strengths. A number of health plans (the exact number is uncertain and can
change frequently) use ACGs for purposes of physician profiling or adjusting
capitation payments to individual physicians or physician groups. Most plans would
at least be familiar with ACGs and would be able to assign patients to ACGs using
data routinely available in administrative or encounter databases.

Weaknesses. Annual expense in the outpatient setting is almost certainly
correlated with the underlying descriptions of serious and complex medical
conditions, but the relationship is not perfect and there may be some misleading
results. Given the relatively small number of ACGs, one could expect some
heterogeneity within specific ACGs on the extent to which patients really do have
serious and complex conditions.

Kaiser Clinical-Behavioral Classification System. The Kaiser system was
developed in the 1960s as part of a program of research on health care utilization in
Kaiser's Center for Health Research in Portland (Hurtado and Greenlick, 1971). The
system is similar to both DCGs and ACGs in that it tries to categorize patients into
groups that are homogeneous on overall resource utilization. Also like ACGs and
DCGs, the system is based on diagnostic categories but adds other information that
helps create homogeneous and clinically meaningful groups.

Strengths. The Kaiser system is based primarily on diagnostic codes that would
typically be found in plans' administrative databases. It was designed for a single
managed care plan to explain patterns of utilization within that plan.

Weaknesses. The Kaiser system is not as well known now as the DCG, ACG,
or DRG systems and has not been widely used outside Kaiser. Although many of
the categories seem to have a conceptual link to categories of serious and complex
medical conditions, the system was not designed specifically with this issue in mind.
Consequently, it shares many of the same problems as the DCG or ACG systems
regarding possible mismatch of concepts.

 
Utilization Definitions

Total Annual Expenditure or Cost. The classification systems just described
(DCGs, ACGs, Kaiser) use annual expense in one way or another to define
homogeneous groups. The measure of cost or expense itself could be used to
identify a group or groups of persons who are likely to have serious and complex
medical conditions. For example, one could apply a screen to identify individuals in
the top 5 or 10 percent of annual expenditures in a health plan.

Strengths. Most plans can use existing administrative data sets to identify
patients with high absolute or relative expenses in any defined period. The data
requirements are less than for the DCG or ACG approaches since diagnosis or
procedure code information is not necessary to calculate costs.
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Weaknesses. Costs in a previous period do not necessarily predict either future
costs or costs associated with current needs for specialty care. Patients with acute
injuries who are fully recovered might have needed specialized services at the time
of the injury (before they would have been identified in an administrative database
due to lag time in claims submission and processing), but would not necessarily
need such access in the future if the injuries are fully healed. Expense information
might have to be combined with diagnostic or other information to accurately
identify patients with serious and complex medical conditions.

Above-Threshold Number of Hospital Admissions per Year. Patients who have
multiple hospital admissions in a period of time such as a year are a statistically
unusual group and are probably dealing with serious and complex medical
conditions. Multiple admissions reflect either persistent conditions under poor
control, serious illnesses such as cancer that require frequent admissions for
administration of complex treatments, serious anatomical problems that require
multiple surgeries, or general frailty.

Strengths. Data needed to assess multiple hospital admissions are usually
available in plans' administrative databases. There is generally little ambiguity about
the occurrence of an admission, so opportunities for gaming are minimized. The
measure might be highly specific in that very few people with multiple admissions
would not pass some other test of the presence of a serious and complex medical
condition.

Weaknesses. The criterion would not be very sensitive because only a few
patients with serious and complex medical conditions would be admitted to
hospitals multiple times in a given year. As a stand-alone definition or criterion,
multiple admissions would probably not be useful, but its predictive value might
increase when combined with diagnostic or other criteria (e.g., patients with type I
diabetes and two or more admissions for a diabetes-related diagnosis).

Prior Use of Specialty Care. Provider codes in billing or encounter databases
could be used to identify patients who have used specialized services in the recent
past. To the extent that prior use can be interpreted as continuing need, previous use
of specialists and specialized services could be another indicator of individuals with
serious and complex medical conditions.

Strengths. Data are probably readily available, although some provider codes
may not accurately reflect the provision of specialized services.

Weaknesses. Past use is not necessarily a marker of current or future need,
particularly in situations in which the appropriateness of past use might have been
questionable.

Use of Specific Treatments, Procedures, or Services. There are specific tests,
treatments, or procedures that may identify persons with serious and complex
medical conditions. Hospital and health plan credentialing committees address this
issue on an ongoing basis, as individuals or groups seek approval to perform
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various tests or procedures. To the extent that the rules used to grant privileges and
credentials can be generalized across plans and parts of the country, a patient's
receipt of specific services (or, more specifically, the projected future receipt of
such services) could be a criterion for identifying that patient as having a serious
and complex condition. Organ transplants, for example, might indicate not only the
presence of serious disease in the past but also the continuing need for a broad care
management approach and the presence of serious and complex conditions in the
future.

Strengths. A number of therapeutic procedures (e.g., organ transplants, bone
marrow transplants, "cocktail" treatments for HIV/AIDS) are done only in the
presence of serious and complex conditions that can be presumed to continue as
long as the patient is alive. This sort of definition or criterion, then, would be highly
specific in such cases. Although the intensity of need for care management (and the
underlying seriousness and complexity of disease) may diminish over time, it may
never go away totally. Procedure codes are readily available in administrative
databases since they are used for reimbursement.

Weaknesses. At best, this is a partial solution to the problem of defining
serious and complex conditions. Not all conditions are associated with distinct
treatments. Any tests or procedures done to detect or rule out disease would not be
useful since they may find the absence of serious illness rather than its presence.

 
Physiological Measure Definitions

Laboratory Test Values. Some inpatient severity of illness systems (e.g.,
APACHE III) rely on laboratory tests to assess the concept of physiological
"derangement" and severity of illness. The models are built on a statistical
association between extreme laboratory test values and either risk of mortality or
inpatient cost. In the inpatient context, patients with extreme lab values may be
considered to have serious and complex medical conditions, although not all values
would have this connotation. Some laboratory test results may be interpretable as
markers of serious and complex conditions over longer periods of time in the
outpatient setting. A high prostate-specific antigen value, for example, may indicate
the presence of prostate cancer and the need for a broad care management plan for
further diagnostic and treatment purposes far into the future.

Strengths. Test values are quantitative, objective, usually precise and accurate,
and generally not subject to gaming. A number of tests are used for the purpose of
detecting and monitoring serious and complex conditions, so the presence of an
abnormal value has a clear, precise meaning.

Weaknesses. Only a fraction of all serious and complex medical conditions can
be identified by specific lab tests. Most of the mental health domain would be
excluded from this criterion, and there would be major debate about the
interpretation of lab tests for other common conditions. Glycosylated hemoglobin,
for example, is the "gold standard" for glycemic control in diabetics, but it is not
clear that a specific value or range of values would indicate "serious and com
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plex" diabetes rather than some alternative. Plans would have to develop methods of
obtaining actual lab test values rather than administrative data on whether a test was
done or not.

Other Physical Exam Values (e.g., blood pressure, weight). This set of criteria
is conceptually similar to the lab values just discussed. There are some widely used
clinical measures that may be markers for the presence of serious and complex
medical conditions. Hypertension is identified through blood pressure readings, and
unusually high readings could be used as markers of serious and complex
hypertension. Weight is a measure of obesity (one might prefer to use body mass
index instead), and again, unusually high values might reflect more serious and
complex conditions.

Strengths. Measures such as weight, blood pressure, visual acuity, and so forth
are common in clinical practice, generally accurate, inexpensive to obtain, and
reasonably well interpreted as markers of serious and complex conditions in defined
contexts. These measures may be particularly useful in identifying persons with
comorbid conditions.

Weaknesses. Health plans do not have this information routinely available in
administrative databases, and provider groups may not have the information
available in electronic form. Although this information is inexpensive to obtain in a
clinical context, it may be very expensive to obtain for large numbers of people to
ensure proper identification of those with serious and complex medical conditions.
There may be some potential for gaming for individuals at or near a threshold value.
There is some potential for misinterpretation of almost all measures especially for
those individuals with significant comorbidities.

OASIS-B. The Medicare Home Health Care Quality Assurance and
Improvement Demonstration Outcome and Assessment Information Set (OASIS-B)
data set has been designed for HCFA to use in monitoring physiological parameters
of patients enrolled in home health care programs. While its primary purpose is to
assist in stratifying populations by morbidity to set prospective payment rates, this
instrument is also expected to be used for quality improvement and other functions.
It contains fields to collect a primary and up to five secondary diagnoses, with each
entity rated on a 0 through 4 severity scale. It catalogues areas such as prognosis,
living arrangements, supportive assistance, sensory status, activities of daily living,
and use of medications.

Strengths. This data instrument is used fairly extensively and directly addresses
issues concerned with the identification of patients with serious and complex
medical conditions. The use of a severity rating scale for each diagnosis coupled
with an assessment of functional status and the cataloging of physiological
dysfunctions could be very useful in identifying and tracking the progress of
individuals with serious and complex conditions.

Weaknesses. This instrument is time intensive to administer and is now
mandated for use only in the home health arena. The accuracy of the information
when collected in community settings is unknown. There is little experience at
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this point with systematic use of these data to manage populations of patients and
potential impact upon their physiological and functional status.
Care Management Guidelines or Other Entitlement Program Definitions

Eligibility for Medical Disability Payments. Individuals who are eligible for
disability payments or related services through private employers, Medicaid
programs, Veterans Administration programs, or other public programs may already
have had to demonstrate the presence of serious and complex medical conditions.
Children eligible for Medicaid benefits through the Children with Special Health
Care Needs program, for example, may not need to pass any other tests to be labeled
as having a serious and complex medical condition.

Strengths. As long as the criteria and definitions fit, the work of data collection
and the use of data to classify individuals have already been done. No separate
process has to be invented or used.

Weaknesses. As indicated above in the discussion of ADLs and IADLs,
disability per se does not necessarily indicate the presence of a serious and complex
medical condition.

NHO Guidelines. The National Hospice Organization (NHO) has disseminated
a set of guidelines for appropriateness of hospice care (National Hospice
Organization, 1996). These guidelines have been used to make decisions about the
care of individual patients to judge their appropriateness for the hospice benefit in
Medicare. The guidelines are based on combinations of diagnostic, functional, lab
test, and other criteria the underlying concept of which is the likelihood of death in a
period of 6 months or less. Virtually all patients meeting the NHO guidelines would
be considered to have a serious and complex condition.

Strengths. This is a criterion with very high specificity. People meeting the
NHO guidelines clearly have serious and complex conditions.

Weaknesses. The NHO guidelines affect only those people with terminal
illnesses, who make up only a small subset of those in the health plan population
with serious and complex conditions. Even where the guidelines are used, they are
not generally found in administrative databases because they do not produce a single
score that can be entered and stored readily.

 
Combined Definitions

There is no reason why any of the above definitions would have to be used in
isolation. In fact, the best operational definition (as judged by assessments of ''false
positives" or "false negatives") would almost certainly be one that combined
different types of information to come as close as possible to identifying categories
of patients with serious and complex conditions. As long as the necessary data
elements were available, relatively sophisticated combination rules
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could be developed from the above list to create a more precise definition that
would minimize both false positives and false negatives. For example, although not
all diabetics (ICD-9 codes 250.xx) are necessarily considered to have serious and
complex medical conditions, those type I diabetics with one or more early signs of
complications (e.g., diabetic retinopathy) might be more appropriately included in
this category.

 
Summary

No single criterion or definition in the above lists will completely meet the
needs of HCFA to define patient populations with serious and complex medical
conditions. It is almost certain that some sort of combined criteria will have to be
developed to reflect underlying medical condition, current disability, severity of a
medical condition or disability, and perhaps the presence of a treatment that will
continue into the future and that inherently requires access to broad strategies of
care management.

It is the opinion of the committee that the state of current clinical and research
literature does not yet support the selection of specific categories of patients or
service needs to define serious or complex medical conditions. Disease
classification systems such as DRGs, DCGs, and ICD-9 lack the sensitivity and
specificity required to identify patients with serious and complex medical
conditions. The validity of patient classification systems and functional status
definitions has yet to be established. Efforts to develop case-mix-adjusted
reimbursement systems that ensure cost-effectiveness and high-quality interventions
for patients with serious and complex conditions are still in the early stages or are
limited to a single disease category. Similarly, efforts to develop standardized
protocols for issues of care coordination, continuity of care, care management, and
service reimbursement have not met with great success. Furthermore, significant
variation on these issues is apparent for different types of health care plans, provider
organizations, and patient populations.

Furthermore, several limitations are shared by the suggested list of potential
operational definitions for serious and complex medical conditions. First, the
measurement of specific dimensions of health and health status will change and
improve in the coming years as researchers advance their knowledge about the
technologies associated with methods of data collection, management, analysis, and
interpretation. Health care plans and HCFA should ensure that state-of-the-art
measurement techniques are adapted as quickly as possible to improve identification
of patients with serious and complex medical conditions.

It is also important to acknowledge that a system of screening patient
populations for the presence of serious or complex conditions will be limited by the
frequency with which such assessments are made. Too frequent assessments may
not allow sufficient time to elapse for measures to maintain a level of sensitivity to
detect change. In contrast, infrequent assessments may fail to detect changes that
occur. In either case, patient populations will be at risk of misclas
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sification for having or not having a serious or complex medical condition. Careful
consideration must be given to determining the appropriate intervals between
identification and screening of patient populations for the presence of a new
condition that might be serious and complex, the continuation of an existing serious
and complex condition, and the resolution of a condition previously determined to
be serious and complex in nature.

Health care plans and HCFA must also be cognizant of the limitations of data
that is collected, analyzed, or interpreted retrospectively. Examples of such data
might be submission of information about claims and claims resolution data.
Reliance on retrospective data may result in significant delays in identifying
beneficiaries with serious and complex medical conditions. Furthermore, use of
retrospective data to predict future events has the potential for misclassification of
patients as having or not having a serious and complex medical condition.

Health plans and HCFA should also be aware of the challenges inherent in the
process of data collection, management, analysis, and interpretation. The potential
for errors and biases is present at each step and could result in misclassification of
patients with serious and complex medical conditions. The collection of timely
information that is of sufficient sensitivity and specificity to reduce the number of
false-positive and false-negative classifications as serious and complex imposes
significant burdens and will require allocation of adequate resources and
professionally trained staff.

Clinical research relevant to defining patient populations as having serious and
complex conditions and developing the most effective care protocols to respond to
patient needs is evolving rapidly, but only preliminary results are available. For
example, research in correlating patient volume with patient outcomes,
differentiating access to services as a function of health plan benefits, and
addressing variations in quality of care has just begun to yield meaningful results
about particular groups of patients. The committee anticipates that this research will
continue to evolve and will provide more definitive conclusions to guide the efforts
of health plans to identify patients with serious and complex medical conditions and
ensure appropriate levels of treatment and care management. As the science base is
strengthened, so too will be the ability of HCFA and health plans to correctly
identify patients with serious and complex medical conditions who would benefit
from broad strategies of care management.
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2

Challenges in Health Care Delivery for
Patients with Serious and Complex

Medical Conditions
As the paradigm for health has shifted in focus away from acute care

interventions and reducing deaths, a new model of health care delivery has emerged.
This model emphasizes the provision of ongoing care to sustain life at the highest
level of quality possible, proactive interventions to prevent development of further
problems, and intermittent medical interventions to address acute exacerbation of
illness and disability. These efforts are accompanied by services to support and
sustain individuals' physical, social, and mental health and well-being. As noted by
the Institute of Medicine: "To accommodate the changing needs of an increasingly
older society we must broaden the traditional goals of health—curing disease and
preventing its occurrence—to include preventing the ill from becoming disabled and
helping the disabled cope with and prevent further disability" (Institute of Medicine,
1999). Rising health care costs, rising consumer expectations, and national efforts to
ensure access to care and improve and sustain the quality of health care in the
United States are all contributing factors to the need for changes in the traditional
health care delivery system.

This chapter briefly reviews issues considered by the committee to have
relevance to implementation of regulations concerning patients with serious and
complex medical conditions. An in-depth analysis of these issues is beyond both the
charge to this committee and the scope of this report. The committee feels, however,
that it is critical to recognize the dual roles of HCFA in implementation of
regulations for the Medicare+Choice program. First, HCFA is charged with
ensuring that patients with serious and complex medical conditions have access to
requisite services that will benefit their overall health, well-being, and quality of
life. Second, HCFA must be mindful of the need to regulate the costs of care for this
patient population to ensure affordability of the Medicare+Choice program.
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QUALITY OF HEALTH CARE

Although financing the expanding health care costs associated with the
management of serious and complex medical conditions remains a pressing concern,
so too are issues addressing quality of care for the growing numbers of individuals
with serious and complex medical conditions. Receipt of high-quality care is
essential to sustain or restore the health and functioning of millions of Americans
with serious and complex medical conditions. Quality of care has been defined as
''the degree to which health services for individuals and populations increase the
likelihood of desired health outcomes and are consistent with current professional
knowledge" (Institute of Medicine, 1990).

A number of initiatives including the Institute of Medicine's National
Roundtable on Health Care Quality and the President's Advisory Commission on
Consumer Protection and Quality in the Health Care Industry have focused on major
sources of compromise in the quality of care delivered to patients (Institute of
Medicine, 1999; President's Advisory Commission, 1998b). Although most
Americans receive high-quality health care, a significant number experience
substandard care regardless of the type of health care delivery system. Due to the
potential for a higher level and frequency of involvement with the health care
delivery system, persons with serious and complex conditions could be considered
at particular risk for errors in the care delivery process.

Four major categories of errors contributing to substandard health care quality
have been identified: (1) avoidable errors; (2) underutilization of services; (3)
overuse of services; and (4) errors associated with wide variations in health care
practices, including regional and small-area variations. Avoidable errors refer to
injuries sustained by patients during the course of their care. Some patients die
prematurely as a result of such injuries. Underutilization of health care services has
also been cited as a major factor contributing to the delivery of poor-quality health
care service that can lead to detrimental outcomes associated with functional status
and quality of life and may also result in premature death.

Underutilization occurs when patients fail to receive an intervention whose
benefits outweigh its risks. Overuse of health care services can also undermine the
quality of care. Specifically, overuse refers to the delivery of a health care
intervention with a higher likelihood of risk than potential benefit to patients.
Finally, errors associated with variations in health care practices have been noted for
different patient populations, health care providers, and health care delivery systems.

Patient Characteristics

A number of studies reveal that characteristics of patient populations are
associated with variations in the quality of health care. For example, compromises
in care have been noted for the elderly, women, members of racial or ethnic
minority groups, and members of low socioeconomic or low educational attain
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ment groups. There is evidence of improved quality of care and better outcomes for
patients with active systems of social support and for those who have access to care
in urban versus rural settings. Health insurance status has also been cited as a
predictor of variations in quality of care, with lack of insurance or inadequate
coverage associated with lower quality of care (Aday, 1994; Aday et al., 1993b;
Blazer et al., 1995; Brook et al., 1990; Elnicki et al., 1995; Erlich, 1985; Fox and
Newacheck, 1990; Frenzen, 1991; Freund and Hurley, 1995; Freund and Lewit,
1993; Gibbons et al., 1991; Hofer and Katz, 1996; Imperiale et al., 1988; Ireys et al.,
1996; Lave et al., 1995; Lillie-Blanton et al., 1993, 1996; Newacheck et al., 1996;
Riley and Lubitz, 1985, 1986; Rogers, 1993; Rowland and Lyons, 1989; Stano and
Folland, 1988; Starfield, 1992; Starfield et al., 1991, 1998; Van Nostrand, 1993;
Vayda, 1973; Woolhandler and Himmelstein, 1988).

Provider Characteristics

Characteristics of health care providers have also been identified as predictors
of variations in quality of care. Provider gender is associated with differential
referral rates for gender-specific screening exams. For example, male providers are
less likely than their female counterparts to refer female patients for breast and
cervical cancer screening exams. Age of providers and length of time in practice are
also associated with delivery of state-of-the-art care to patients, with a slightly
decreased likelihood of such care by younger providers with fewer years in practice.
In contrast, physicians with board certification in particular areas of specialty care
and those affiliated with professional societies demonstrate greater knowledge and
more frequent use of practice-based guidelines for primary, secondary, and tertiary
prevention when compared to their counterparts who lack board certification or
membership in professional societies (Bernard et al., 1990; Bunker, 1970; Cherkin
et al., 1987; Eisenberg, 1986; Feinglass et al., 1991; Folland and Stano, 1989, 1990;
Forrest and Starfield, 1998; Franks and Dickinson, 1986; Garber et al., 1984; Garg
et al., 1979; Gittelsohn and Powe, 1995; Greenfield et al., 1992; Greenwald et al.,
1984; Hartley et al., 1987; Horn et al., 1986; Kravitz et al., 1992; Linn et al., 1984;
McPherson et al., 1982; Powe et al., 1996; Roos et al., 1986; Sandrick, 1984;
Stafford et al., 1999; Starfield et al., 1994; Wennberg, 1984, 1985a, 1985b, 1986;
Wennberg and Gittelsohn, 1973; White et al., 1984).

Patient Volume

In recent years, studies have begun to examine the correlation between clinical
outcomes and hospital or provider case volume for a variety of medical and surgical
procedures. Although additional research is required to increase the general
understanding of the relationship between patient volume and outcomes, a number
of studies have yielded convincing evidence that high-volume, re
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gional providers can deliver complex care with improved short-term outcomes at
lower costs when compared to their low-volume regional counterparts. The majority
of these studies have compared mortality and morbidity rates and length of hospital
stay between high-and low-volume groups. Lower mortality and morbidity rates
have been noted for patients receiving care for a wide variety of conditions,
including but not limited to, cancer, hepatic resection, arthroplasty and hip fractures,
selected surgical procedures, repair of abdominal aortic aneurysms, repair of
congenital cardiac defects, carotid surgery, AIDS, organ transplantation, acute
myocardial infarction, and neonatal mortality (Banta and Box, 1991; Banta et al.,
1992; Bennett et al., 1989, 1995; Choti et al., 1998; Espehaug et al., 1999; Farley
and Ozminkowski, 1992; Hannan, 1991; Hannan et al., 1991, 1994, 1995, 1997a,
1997b, 1998; Hillner and Smith, 1999, Hughes et al., 1987, 1988; Jollis et al., 1994;
Kantonen et al., 1998; Lavernia and Guzman, 1995; Luft, 1980; Norton et al., 1998;
Phibbs et al., 1996; Phillips et al., 1995; Riley and Lubitz, 1985; Rosenfeld et al.,
1987; Sollano et al., 1999; Stone et al., 1992; Thiemann et al., 1999).

Health Care Delivery System

Variations in quality of care have also been attributed to aspects of the health
care delivery system such as access to academic centers of tertiary care and single
versus multiple specialty practice settings. Delivery of care in academic settings is
generally associated with improved quality of care. Similarly, quality of care is
better for patients receiving services in a multiple specialty practice environment
and from practitioners caring for a high volume of patients with a particular illness.

A recent meta-analysis of evidence comparing the performance of managed
care plans with that of fee-for-service plans examined results from 37 peer-reviewed
studies (Miller and Luft, 1997). Operationalization of quality-of-care measures
included hospital admission rates, patient outcomes, lengths-of-stay, hospital
expenditures, use of costly procedures, physician visits, outpatient spending, home
health care spending and use, total spending, and enrollee satisfaction. There were
equal numbers of statistically significant positive and negative results for managed
care plan performance compared with fee-for-service plans. However, there was a
lack of consistency in the evidence, and more research will be required before
conclusions can be drawn about the relative contributions of source of care and
payment to variations in quality of care (Bindman et al., 1996; Bradbury et al.,
1991; Fine et al., 1990; Gemson and Elinson, 1986; Geraci et al., 1993; Gonnella et
al., 1990; Greenfield et al., 1992; Hawkes, 1989; Hill and Brown, 1990; Hillner and
Smith, 1999; Holahan et al., 1998; Horn et al., 1991; Iezzoni et al., 1988, 1991,
1992, 1994b; Institute of Medicine, 1999; Kellie and Kelly, 1991; Knaus et al.,
1986, 1993; Lambrew et al., 1996; Miller and Luft, 1997; Naessens et al., 1992;
Oleske et al., 1998; Riley et al., 1991, 1993, 1994, 1995; Saag et al., 1998; Shwartz
et al., 1996; Silber et al.,
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1992; Stano and Folland, 1988; Starfield et al., 1991, 1994; Thiemann, 1999;
Weiner et al., 1995, 1996b).

The President's Advisory Commission and the Institute of Medicine
Roundtable concluded that quality of care varies considerably throughout the United
States, with wide variations apparent within and between communities, hospitals,
practitioners, patients, health care delivery systems, geographic regions, and health
conditions (Institute of Medicine, 1999; President's Advisory Commission, 1998b).
Such variation in the quality of health care in America is a major cause of excess
morbidity and mortality, as well as a contributing factor to rising health care costs
and expenditures. Interventions to improve the overall quality of health care have
the potential to save lives, reduce disability, improve quality of life and
productivity, and reduce health care spending. Given the potential for higher
utilization of services of the traditional and expanded health care delivery system,
patients with serious and complex medical conditions could be considered at even
greater risk of experiencing poor-quality health care in terms of one or more of the
major quality-of-care measures.

ACCESS TO CARE

Of particular relevance to the rising expectations of consumers with serious
and complex medical conditions is the right to select providers and health care plans
that ensure access to appropriate high-quality health care. Specifically, the
Consumers' Bill of Rights and Responsibilities states that "consumers with complex
or serious medical conditions who require frequent specialty care should have direct
access to a qualified specialist of their choice within a plan's network of providers.
Authorization, when required, should be for an adequate number of direct access
visits under an approved treatment plan."

The literature relevant to access to care presents a conflicting picture. The past
decade has been marked by a significant increase in the number and types of health
insurance products available to consumers in most geographic regions. Current
options include traditional indemnity plans, health maintenance organizations,
preferred provider organizations, and other types of managed care plans with
various options concerning benefits, premiums, copayments, and health care
delivery systems (President's Advisory Commission, 1998b). These options have
prompted a reduction in enrollment in fee-for-service plans from 59 percent of
American workers in 1991 to 35 percent in 1995 (Employee Benefits Research
Institute, 1997). In 1997, more than 5 million Medicare beneficiaries enrolled in 336
managed care plans, an increase of more than 100 percent over 4 years. Similarly,
35 million Medicaid beneficiaries enrolled in managed care plans during the same
interval for an increase of more than 170 percent (President's Advisory
Commission, 1998b).

The commission notes, however, that the choice in health insurance products is
available largely at the level of the group purchaser rather than the individual
consumer. In fact, between 1988 and 1997, the choice of health plan of
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ferings by employers decreased. With respect to consumer preferences for health
insurance coverage, the majority prefer a high-cost, broad-benefit options package
to a lower-cost option with a more limited range of benefits (Kaiser Family
Foundation and the Agency for Health Care Policy and Research, 1996). In the
survey issued by Kaiser and the Agency for Health Care Policy and Research, the
most frequently stated reason for consumers' preferences for greater choice in
physicians and other health care professionals was to "see ... whatever doctor you
think is best qualified to treat a particular medical condition."

Although the literature on access to specialized services is just beginning to
develop, there is some evidence to suggest that vulnerable groups such as the
nonelderly disabled; the "oldest old" (85 years and older); those with functional
impairments; and those in fair, poor, or worsening health are more likely to report
problems in accessing the care they need compared to their less vulnerable
counterparts (Nelson et al., 1997). Such problems have been shown to occur more
frequently for enrollees in health maintenance organizations than for those in fee-for-
service plans (Nelson et al., 1997). Similarly, a recent study of populations with low
incomes demonstrated that Medicaid beneficiaries enrolled in managed care plans
are more likely to have difficulties with access to care than their counterparts who
are enrolled in commercial plans or Medicaid fee-for-service plans. The most
frequent problems in accessing care are noted among Medicaid managed care
enrollees in poor health (Lillie-Blanton and Lyons, 1998). Other studies have shown
that Medicare beneficiaries enrolled in health maintenance organizations are more
likely to disenroll when they are less healthy as measured by mortality rates,
preenrollment health care costs, and self-reported health status (Hill and Brown,
1999; Riley et al., 1991, 1996; Rossiter et al., 1988; Sullivan, 1990).

In contrast, other studies do not yield support for the premise that vulnerable
populations have limited access to specialized services, poor service, greater
inconvenience in accessing care, and restricted choice of providers (Aday and
Andersen, 1981; Aday et al., 1993a; DesHarnais, 1985; Dowd et al., 1992; Fama et
al., 1995; Luft and Miller, 1988; Moy and Hogan, 1993; Newhouse, 1994;
Schlesinger and Mechanic, 1993). For example, disenrollment rates of Medicare
health maintenance organization enrollees were compared between cancer patients
and noncancer patients. Overall, cancer patients were no more likely to disenroll
than other types of enrollees (Riley et al., 1996). Similarly, analysis of data from the
National Health Interview Survey revealed that indemnity plans have an equal
number of enrollees with chronic illnesses compared to patients enrolled in health
maintenance organizations (Fama et al., 1995).
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HEALTH CARE COST CONTAINMENT

The health care industry—especially Medicare, Medicaid, health maintenance
organizations, and other managed care organizations—is struggling to respond to
the increasing prevalence of persistent and disabling conditions and the cost burden
these conditions bring to bear on the health care delivery system. In terms of actual
expenditures, HCFA estimates that by the year 2000, health care costs in the United
States will exceed $1.6 trillion and will comprise more than 16 percent of the gross
national product. It is estimated that fully 80 percent of all medical expenses can be
attributed to care for individuals with serious and complex conditions. During the
past two decades, significant increases in expenditures have been noted for the two
major categories of long-term care, nursing home and home health care.
Specifically, annual nursing home care expenditures in 1980 were approximately
$20 billion, while home health care expenditures averaged $2 billion. Today, annual
costs for nursing home care have increased to $70 billion and for home health care
to $25 billion. Similarly, pharmacy drug costs are increasing at a 16 to 18 percent
annual inflation rate among Medicare beneficiaries.

Medicare and Medicaid

Medicare has assumed a leading role in responding to the complex care needs
of populations with serious and complex medical conditions. Similarly, Medicaid
has stepped in to meet the needs of children, economically disadvantaged
populations, and persons with disabilities who have serious and complex medical
conditions. Although Medicare was first designed as a benefit to provide acute care
services, a number of factors have contributed to its emergence as a provider of
health care services associated with persistent illness, disability, and long-term care.
These include advances in medical technology, consumer preferences, policy
changes, and the development of a "postacute care industry," which has expanded
Medicare benefits to include skilled nursing facility services, home health services,
rehabilitation therapies, hospice care, and durable medical equipment (Ash et al.,
1989; Dowd et al., 1992; Lubitz and Riley, 1993; Maguire et al., 1998; Riley and
Lubitz, 1989; Riley et al., 1986, 1987).

Medicaid has long been the primary source of public funding for long-term-
care interventions. Medicaid reimbursements include nursing home care,
intermediate care facilities for persons with mental retardation, home health care,
personal care, and home-and community-based services. Medicaid also assumes
financial responsibility for reimbursement of both acute and long-term health care
services required by persons with disabilities. For example, in 1992, 59 percent of
Medicaid spending was directed toward long-term care for the elderly, while 36 and
5 percent, respectively, covered long-term-care services for younger adults and
children. In 1993, Medicaid expenditures on home health care and home-and
community-based services exceeded $4.5 billion, 10 times
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the amount spent on home care in 1980 (Freund and Hurley, 1995; Freund and
Lewit, 1993; Holahan et al., 1998; Oleske et al., 1998).

Utilization Review and Management

Strategies for cost containment include utilization management and the
development of peer review organizations, which attempt to ensure that a
comprehensive array of medical services are available when needed while limiting
the expenditure of resources for unnecessary and inappropriate medical services.
The Institute of Medicine Committee on Utilization Management by Third Parties
defines utilization management ''as a set of techniques used by or on behalf of
purchasers of health benefits to manage health care costs by influencing patient care
decision-making through case-by-case assessments of the appropriateness of care
prior to its provision" (Institute of Medicine, 1989). Utilization review or
management focuses on a single episode of an illness, examines a large number of
patients at a low level of intensity, and relies on prior authorization, concurrent
review, and retrospective review to evaluate medical necessity (Kellie and Kelly,
1991).

Care Management

Alternatively, some managed care plans have begun to develop comprehensive,
integrated service delivery systems such as care management for individuals with
persistent, disabling, or progressively life-threatening conditions. Care management
has been defined as "a collaborative process which assesses, plans, implements,
coordinates, monitors, and evaluates options and services to meet an individual's
health needs through communication and available resources to promote quality,
cost-effective outcomes" (Case Management Society of America, 1996). Unlike
utilization review, care management is proactive in its efforts to identify patients at
risk for exacerbation of an illness or disability. Care management focuses on the
continuum of care, addresses the needs of a small number of patients, and
emphasizes medically appropriate care. Care management plans are intended to
ensure better integration of health care service delivery (including social and mental
health services, if necessary), minimize duplication of services, and increase the
likelihood of proactive identification of costly problems that might arise in the future.

Screening and Risk Assessment

A third effort by plans to deal with rising health care costs and the increasing
numbers of individuals with serious and complex conditions focuses on screening
and risk assessment. This approach relies on the assessment of interrelationships
among the biological, environmental, and behavioral factors con
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sidered to be associated with elevated risk for specific health outcomes and
increased need for special or intensive therapies. Individuals identified at higher risk
for negative physical, social, or mental outcomes can receive interventions earlier in
an effort to prevent such outcomes. Such preventive interventions can help reduce
overall costs of care and can result in significant improvements in health status and
quality of life. Relevant dimensions of risk include age; gender; acute clinical
stability; principal diagnosis; severity of principal diagnosis; extent and severity of
comorbidities; physical functional status; psychological, cognitive, and psychosocial
functioning; cultural, ethnic, and socioeconomic attributes and behaviors; health
status and quality of life; and patient attitudes and preferences for outcomes (Ellis et
al., 1996; Iezzoni et al., 1988, 1991, 1992, 1994a, 1994b; Naessens et al., 1992;
Weiner et al., 1996a).

Alternative Strategies for Cost Containment

Other efforts are underway to control health care costs for patients with serious
and complex conditions while ensuring appropriate access to necessary services. For
example, disease management programs and multidisciplinary teams for care
management are used with increasing frequency to improve the efficiency and
coordination of care for patients with serious and complex medical conditions.
Efforts are also being made to better manage health care costs while ensuring access
to quality services through the use of nurses, nurse specialists, and social workers to
manage routine health care and respond to needs for ancillary services.

It is evident from these brief reviews of literature relevant to health care quality
and health care cost containment that the relationships among quality of health care,
access to care, types of insurance coverage, and serious and complex medical
conditions are only beginning to emerge. A great deal of further study will be
necessary for any conclusions to be drawn about issues such as access to specialty
care, quality of health care, insurance preferences, insurance options, and
disenrollment in plans for patients with serious and complex conditions. It is within
the constraints of this emerging literature that this committee determined its final
conclusions and recommendations concerning persons with serious and complex
medical conditions.
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3

Conclusions and Recommendations

INTRODUCTION

Throughout the course of this study, the committee has been extremely aware
of the fact that the topic addressed by this report concerns one of the most critical
issues confronting HCFA, health care plans and providers, and patients today. The
Medicare+Choice regulations focus on the most vulnerable populations in need of
medical care and other services—those with serious or complex medical conditions.
Caring for these highly vulnerable populations poses a number of challenges.

In the absence of a fully developed research and clinical knowledge base,
combined with the time and resource constraints of this study, the committee chose
what it believes is the most prudent and thoughtful approach to its charge.
Specifically, the committee has chosen to provide guidance to HCFA and health
care plans to support initial steps to address the major issues confronting health care
plans and their beneficiaries with serious and complex medical conditions. This
guidance is supported by presentation of possible strategies that might be used to
screen enrollees for the presence of serious and complex medical conditions. Health
care plans are encouraged to be innovative in their initial efforts to develop case-
screening methodologies. As plans develop experience with different screening
modalities, information can be shared nationally. It is the committee's intent that this
will lead to the identification of best practices and subsequent standardized methods
for ongoing screening of beneficiaries for serious and complex conditions. The
committee also recommends strategies to ensure that the care offered to persons
with serious and complex conditions is responsive to the diverse, multidisciplinary
needs for services to address a full spectrum of medical, social, and mental health
issues. Finally, the committee feels strongly that evaluation and research efforts
must occur simultaneously with the
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implementation of the guidance and recommendations concerning screening and
care of patients with serious and complex medical conditions. As HCFA and health
care plans develop the necessary expertise and resources to provide comprehensive,
multidisciplinary care to patients with serious and complex conditions, this
knowledge can be generalized to address the needs of patients with serious but not
complex and complex but not serious medical conditions. The following
conclusions and recommendations are based on consideration of these diverse issues.

Recommendation 1: The establishment of an administrative definition for
serious and complex medical conditions by the Health Care Financing
Administration would be premature at this time.

It is the opinion of the committee that the current state of clinical and research
literature does not support development of an operational definition for serious and
complex medical conditions. There are a large number of potential ways to screen
and identify patients with serious and complex medical conditions, although each
has its own set of limitations. Disease classification systems such as diagnosis-
related groups, diagnostic cost groups, and the International Classification of
Diseases—Ninth Edition lack the sensitivity and specificity required to effectively
distinguish between patients with acute care needs and those who need more
extensive treatment and service arrays. The validity of patient classifications
systems (e.g., diagnosis-related groups) and functional status definitions (e.g.,
Karnofsky and SF-36 scales) has not yet been determined. Efforts to develop case-
mix-adjusted reimbursement systems to ensure cost-effectiveness and high-quality
interventions for patients with serious and complex conditions are still in the early
stages or are limited to only a single disease category. Similarly, efforts to develop
standardized protocols for care coordination, continuity of care, care management
strategies, and service reimbursement plans have met with varying degrees of
success.

Clinical research relevant to defining patient populations as having serious and
complex conditions and developing the most effective care protocols to respond to
patient needs is evolving rapidly, but only preliminary results are available. For
example, research in correlating patient volume with patient outcomes,
differentiating access to services as a function of health plan benefits, and
addressing variations in quality of care has just begun to yield meaningful results
about particular groups of patients. The committee anticipates that this research will
continue to evolve and will provide more definitive conclusions to guide the efforts
of health plans to identify patients with serious and complex medical conditions and
ensure appropriate levels of treatment and care management. As the science base is
strengthened, so too will be the ability of HCFA and health plans to correctly
identify patients with serious and complex medical conditions who would benefit
from broad strategies of care management.

Recognizing these limitations, the committee recommends that plans first focus
their attentions on patient populations with conditions that are serious
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AND complex. These conditions are described as persistent, substantially disabling
or life threatening that require treatments and interventions across a broad scope of
medical, social, and mental health services. Plans will require time to develop
expertise and resources to develop methods of case finding and provision of an
integrated care management approach for these patients. As such expertise is
developed and resources are allocated, plans can then expand their efforts to include
patients with serious but not complex conditions and those with complex but not
serious conditions.

Recommendation 2: The committee recommends that the Health Care
Financing Administration should provide guidance to health plans to assist
their efforts to identify patients with serious and complex medical conditions.
Specifically, the committee recommends the following language be used to
facilitate efforts of plans to identify their enrollees with ''serious and complex
conditions": "A serious and complex condition is one that is persistent and
substantially disabling or life threatening that requires treatments and services
across a variety of domains of care to ensure the best possible outcomes for
each unique patient of member."

The committee recognizes the importance at this time of providing health plans
with guidance to facilitate operationalization of their own definitions of serious and
complex medical conditions. This guidance includes a description of a serious and
complex medical condition as one that is persistent and substantially disabling or
life threatening that requires treatments and services across a variety of domains of
care. The committee reviewed a number of possible categories of conditions that
might be considered serious and complex. These are discussed in Chapter 1 of this
report and include, but are not limited to, life-threatening conditions, conditions that
cause serious disability without necessarily being life threatening, conditions
associated with severe consequences, conditions affecting multiple organ systems,
conditions requiring coordination of management by multiple specialties, and
conditions requiring treatments that carry a risk of serious complications.

Clinical research to identify patient populations with serious and complex
medical conditions and develop the most effective care management strategies to
respond to patient needs is evolving rapidly, with only preliminary results available.
The current state of clinical and research literature does not adequately address all
of the challenges and issues relevant to the identification and care of these patients.
These issues include, but are not limited to, identification of methods and criteria
that can be applied to screen enrollees for the presence of serious and complex
conditions; development of strategies for proper care and management of the
complex array of medical, social, and mental health problems confronting these
patients; development of strategies to evaluate the effectiveness, efficacy, and
efficiency of different strategies of care management; and ongoing research to
ensure continuous improvements in the care of
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patients. Health care service research is only beginning to emerge with initial
findings relevant to these issues.

The committee anticipates that this research will continue to evolve and
provide more definitive conclusions to guide the efforts of health plans to identify
patients with serious and complex medical conditions and help plans to provide
appropriate levels of treatment and care management. The committee urges health
care plans, in collaboration with federal agencies and research institutions, to
support this ongoing research and facilitate a synthesis of emerging results. As the
science base is strengthened, so too will be the ability of HCFA and health plans to
correctly identify patients who would benefit from a broad care management
strategy including those with serious but not complex or complex but not serious
conditions.

Recommendation 3: The committee recommends that health plans develop
a broad strategy for care management to enable patients and providers to
achieve the best possible outcomes for each unique patient or member with a
serious or complex medical condition.

This care management strategy should include, but not necessarily be limited
to, case finding; screening and selection; problem assessment and identification of
strengths; development of treatment or care plans; implementation of care plans
with an emphasis on proactive interventions; and monitoring of care plan
implementation and outcomes.

The treatments for individuals with serious and complex medical conditions
will inevitably vary due to many factors, including characteristics of the individual
patient and the patient's social situation, characteristics of individual providers,
provider organizations, health plans, resources in the community, health plan
benefits, and so forth. Although these factors will vary for all patients, they have
less impact on preventive care (e.g., immunizations) and acute care (e.g., setting a
broken arm) interventions. Successful outcomes for persons with serious and
complex medical conditions will rely on a diverse mix of medical, social,
functional, financial, and psychological factors, as well as on how these factors
mesh with a community's health and social services resources. There is no single
guideline that can prescribe the care or treatments for persons with serious and
complex medical conditions.

The committee's recommendations concerning elements of the care
management strategy have been derived, in part, from existing publications (Case
Management Society of America, 1996; HMO Workgroup on Care Management,
1999). A brief explanation for each of the recommended steps in the care process is
provided below.

Case finding refers to methods for identifying persons who may have a serious
and complex medical condition. Utilization of the committee's recommended
description for serious and complex conditions can facilitate efforts by health plans
and providers to identify possible categories of patients for whom case finding
should be conducted. Depending on the organization of a health
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plan and its provider group(s), case finding methods may include electronic
searching of administrative databases; phone screening of new or existing members;
referral by patient or family member; referral by a clinician or other professional; or
notification by an emergency room, hospital, nursing home, or other provider
organization.

Case screening and selection outline a process for deciding exactly which
patients meet a plan's criteria for serious and complex medical conditions. These
criteria should be established by each health plan with review by HCFA. Examples
of selection criteria might include factors such as diagnostic codes, patient age,
presence of comorbidities, severity of illness or disability, duration of a disability,
and so forth. It is expected that patients meeting these criteria would benefit from
coordinated care management.

The next step in the care process should involve an assessment of the patient's
problems and strengths. This is a tool for gathering information about the patient's
medical, social, functional, and financial status that will be used to further determine
his or her need for care management and the resources available to access the
necessary services.

Treatment or care planning is also recommended by the committee as an
essential element of a care management strategy for patients with serious and
complex medical conditions. Such planning supports the development of
individualized, goal-focused care plans (based on assessment findings and drawing
on evidence-based treatments when available) to provide a guide for delineating
patient, provider, and plan responsibilities for accessing and coordinating needed
services.

The care management strategy also demands that steps be taken to ensure the
implementation of care plans. Execution of the care management plan includes
strategies and tactics for providing or purchasing needed services, or for linking
patients to covered services, services available in the community, or those for which
the patient will have to pay. It also includes advocating for the provision of informal
services by family, friends, and neighbors.

The final step of the care process is monitoring implementation and outcomes
of the care management strategy. This can be based upon periodic reviews of a
patient's status and treatments to determine whether goals are being achieved,
whether interventions and treatments continue to be appropriate, whether there is a
medical need for continued services, or whether proactive care is required to address
potential or emerging new problems. This type of monitoring can also include
measurements to assess the impact of care management and treatment on clinical,
functional, cost, and satisfaction outcomes.

Throughout the entire care management strategy for persons with serious and
complex medical conditions, three principles should be evident. First, the care
management strategy should reflect a commitment to continuity and coordination of
care, as described among the requirements for National Committee for Quality
Assurance accreditation. This entails monitoring continuity and coordination
activities, analyzing data to identify opportunities for improvement, and taking
actions to bring about improvements, as indicated. Second, the care
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process should include multidisciplinary perspectives and treatments, as appropriate.
The care of persons with serious and complex medical conditions may require the
assessment and treatment expertise of primary care providers; medical and surgical
specialists; nurses and nurse specialists; social workers; pharmacists; occupational,
speech, and physical therapists; behavioral and mental health professionals; and
community-based service providers and resources. Access to expertise from these
various disciplines should be available as needed. Third, and perhaps most
important, patients and their family members should be involved at every step so
that the care process incorporates the patient's expectations and preferences and
documents the patient's role in achieving treatment goals.

The committee's recommendations concerning the care management process
for patients with serious and complex conditions assumes patient willingness to
collaborate with a multidisciplinary team of providers in the development and
implementation of that plan. In those instances where a patient or family member
declines such participation, appropriate documentation should be entered into the
patient record. The presence of such documentation should be considered by HCFA
as evidence that a good faith effort has been made by the plan to involve the patient
and family in the development of the case management plan.

Recommendation 4: The committee recommends that health plans design
and implement strategies for routine screening and selection to identify those
beneficiaries with serious and complex medical conditions. These strategies
should be consistent with the guidance outlined in Recommendation 2 to
determine which patients meet a plan's threshold for serious and complex
medical conditions and would benefit from a coordinated care management
strategy.

The committee recommends that health plans identify specific categories of
patients or health conditions for which screening for the presence of serious and
complex conditions should occur on a routine basis. Examples of such categories
are provided in Chapter 1. The committee is of the opinion that screening a health
care plan's entire population of enrollees is not a feasible, cost-effective, or efficient
method of identifying subpopulations with serious and complex medical conditions.
The committee feels strongly, however, that early efforts to develop case-screening
methodologies should not be prescriptive; rather, innovation should be encouraged.
Documentation of locally derived methods by plans will result in extensive
nationwide experience that can be assessed and can lead to the identification of best
practices and subsequent standardized methods for ongoing routine screening of
patient populations.

The appropriate application of resources by a health plan to patients with
serious and complex medical conditions requires the identification of those
individuals whose health outcomes would benefit by such designation. For the
purposes of this report, the committee has not included patients suffering from acute
conditions that might require coordinated delivery of sophisticated medi
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cal services to treat complications of acute decompensation. On the other hand,
many patients who have endured prolonged hospitalization for an acute medical
condition may subsequently need coordinated long-term care to maximize their
rehabilitation potential; to treat persistent sequelae of the disease processes that
resulted from the acute, severe illness; and to ensure that they receive proactive care
to prevent further exacerbation of the illness or disability.

Conceptually, various methodologies could be applied to administrative
databases that could produce relevant lists of patients with serious and complex
medical conditions who would be likely to benefit from written care management
plans. High-cost patients, for example, might merit designation as having serious
and complex conditions. Some of these individuals, however, may have undergone a
single event such as bypass surgery that is self-limited and not appropriate for such
designation. In contrast, others will have conditions, such as organ transplants,
disabling traumatic injury, and HIV/AIDS, that clearly require ongoing medical
attention and resources to sustain or improve their health status. Aside from costs,
certain diagnostic entities could be identified for designation as serious and complex
medical conditions. Examples of such entities could include progressive,
degenerative disorders, active collagen vascular disease, and metastatic cancers. The
committee does not believe it is feasible at this time to create an all-encompassing
list of diagnoses appropriate for designation as serious and complex conditions.
Indeed, within any diagnostic label, there exists a continuum of disease and
disability that requires varying degrees of medical and other health-related support.

Beneficiary survey tools could supplement the use of administrative data sets
to identify appropriate patients. Questionnaires that quantify functional status could
assist plans in capturing individuals who need special attention in the outpatient
setting to improve or sustain functional capacity or physiological stability.
Similarly, home health agencies or medical professionals could identify frail elderly
patients who require care management to sustain homeostasis. These agents could
refer patients' names to health plans for development of a formal management
program for serious and complex medical conditions. Such patients could include
those of advanced age (over 85) with several comorbid medical conditions such as
congestive heart failure, chronic renal failure, and diabetes. These persistent
conditions in concert with reduced cognitive functioning or physical capacity to
sustain daily living activities produce a constellation of physiological deficits that
require supportive health care services for the patient to maintain independent living
in a community setting.

There are several reasons why it is essential to the care of persons with serious
and complex medical conditions that screening and selection of a plan's designated
patient categories or conditions occur on a routine basis. First, periodic screening
allows the multidisciplinary care team to adjust the care management approach as
patient needs change over time. Second, routine screening is necessary to identify
new patients with serious and complex medical conditions. Third, it ensures that
persons who are no longer considered to have a seri
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ous and complex condition will be identified and services adjusted accordingly,
which could result in a cost benefit.

The committee believes that over time, the health care system will identify
reliable, accurate screening techniques for populations of patients with serious and
complex medical conditions. In many cases, timely identification will permit
appropriate treatment at the level of the primary care provider. Nevertheless, even
with robust methodologies in place, there will be patients and families who believe
that they require additional resources or attention to adequately manage a persistent
health condition. In instances in which a treatment plan is not mutually agreeable,
individuals should be able to appeal to the medical director of the provider group or
health plan. The review process should be timely and should allow for both internal
and independent external review.

Recommendation 5: The committee recommends that health care plans
develop a care management strategy that integrates the participation of all
those involved in the care of the patient, including primary care physicians;
medical and surgical specialists; nurses and nurse specialists; behavioral and
mental health specialists; physical, occupational, and speech therapists; social
workers; allied health professionals; and community-based service providers.

The development of a collaborative care management strategy involving all
those who participate in providing care to the individual patient is critical to the
treatment of patients with serious and complex conditions. The treatment plan
serves several important functions within the care management strategy. First, it
provides a road map and a guide to indicate direction of and demarcate landmarks in
care management, making it easier to ensure that all providers involved in the
patient's care share the same goals, and that these goals are accessible to the patient
and the patient's family. Second, it provides a way to measure progress and the
achievement of care goals, and it serves as a powerful communication and
coordination tool among the participants involved in the care of the patient,
avoiding overlapping or redundant efforts as well as gaps and inattention to
components of care assumed to be the responsibility of others on the care team.
Third, a treatment plan offers an opportunity to delineate which provider is taking
responsibility for specific aspects of care.

Although there is currently no evidence to support the identification of a single
format or model as superior to all others, the committee feels confident in
recommending certain key components that should be part of any treatment plan for
patients with serious and complex medical conditions. Specifically, the plan should
involve the collaborative participation of all those taking part in the care of the
patient, including primary care physicians; medical and surgical specialists; nurses
and nurse specialists; physical, occupational, and speech therapists; rehabilitation
specialists; behavioral and mental health specialists; social workers; allied health
professionals; and community-based service providers and resources.
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The perspectives, health beliefs, and values of the patient and the patient's
family should be taken into consideration, and the care management plan should be
constructed in a culturally appropriate manner. Elements of the care management
plan should be appropriate both for the age or life phase of each patient as well as
the stage or severity of the health condition. This will ensure selection of treatment
options that are responsive to the unique needs of patients of different age groups
and with conditions of varying severity. The patient should be involved in the
development of the plan and should have access to the plan.

The plan should be linked to relevant clinical practice guidelines and should
reflect the process of adapting population-based clinical practice guidelines to the
unique care and service needs of the individual. The treatment plan should cross
areas of expertise and should address the need for coordination of care across the
continuum of care delivery settings. The plan should be longitudinal, with
accommodations for proactive interventions to prevent potential problems from
arising, and it should also enable longitudinal assessment of outcomes. The
treatment plan should be a living document that is periodically reviewed, updated,
and tested for continuing relevance to the patient's circumstances (e.g., the life
phase) and clinical condition (e.g., the disease stage).

Recommendation 6: The committee recommends that health care plans
have programs in place to monitor care management plans for both process
and outcomes for patients with serious and complex conditions at the level of
population, patient, provider, and best practices of care.

The Health Care Financing Administration should establish a formal
mechanism to evaluate a Medicare+Choice provider organization's program to
monitor the outcomes of care for patients with serious and complex medical
conditions. The committee recognizes that the monitoring and evaluation programs
will vary between health plans but recommends that all programs include
population-based monitoring of the outcomes of care for patients with serious or
complex conditions, as well as individual case monitoring, assessment of provider
interventions, and evaluation of best practices of care.

Assessment of population-based measures may include, but not be limited to,
review of plan-wide policies and procedures; application of working definitions of
serious and complex conditions; adoption of evidence-based clinical guidelines;
review of health outcomes survey, patient satisfaction and complaint data; and
review of clinical outcomes data for patients with serious or complex medical
conditions. Individual case monitoring may include, but not be limited to, analysis
of complaint data, patient satisfaction, internal and external appeals of the care plan,
and overturned denials. Evaluation and monitoring at the level of providers will
include efforts to assess clinical quality of care, timeliness of care, and effectiveness
of specific interventions. Best practices of care will be identified by data that
describe clinical, functional, and patient satisfaction outcomes.
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Recommendation 7: The committee recommends that the Health Care
Financing Administration collaborate with federal, private, and voluntary
agencies, organizations, and consumers to establish an ongoing process to
address policy issues to ensure continuous improvements in the care of
populations with serious and complex medical conditions.

Access to providers with the appropriate training and expertise is important,
but other issues must be addressed to ensure that beneficiaries with serious and
complex conditions achieve the best possible outcomes. The committee recognizes
that a number of these issues supersede activities that can be accomplished at the
level of individual health plans. Issues that must be addressed include, but are not
limited to, the following:

• Payment.
The current Medicare capitated payment mechanisms for health plans are not

risk adjusted and are derived from experience in the fee-for-service sector. These
payment mechanisms may not provide adequate compensation to some health plans.
Furthermore, health plans use a variety of methods to compensate individual
providers and hospitals. Greater attention should be focused on the improved
alignment of financial incentives at all levels to ensure appropriate payment for
serious and complex cases through adequate funding and risk-adjusted payment
systems.

• Benefits.
Improving the care of persons with serious and complex medical conditions

can be supported by ensuring that Medicare beneficiaries can choose among
different health plans. When beneficiaries have multiple affordable options, they can
select based upon their own evaluations of quality. Where benefits are provided
through multiple payment programs (i.e., Medicare and Medicaid dual eligibles),
coordination of benefit packages and eligibility requirements is critical. The
movement of patients with serious and complex conditions into managed care holds
the promise of greater health for these patients and therefore reduced expenditures
for Medicaid programs due to reduced nursing home use. Prescription coverage for
these patients would result in a direct reduction in state Medicaid prescription
coverage expenses. Medicare requirements for management of patients with serious
and complex conditions may also serve as the future basis for Medicaid managed
care contracts.

• Medicaid and Medicare Fee-for-Service Programs.
The committee was unable to address the third point of its charge with any

degree of thoroughness. This is primarily due to the fact that the committee lacked
sufficient information and time to conduct informed deliberations about the
implications of alternative definitions for serious and complex medical conditions
for Medicaid and commercial programs, especially when applied to Medicare
beneficiaries who are dual eligible. The committee strongly recommends that
HCFA, in collaboration with Medicare and Medicaid provider plans, establish this
as a research priority. Resources and expertise should be allocated to conduct a
study to define the relevant issues and generate possible approaches to address this
question.
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In the meantime, the committee suggests that the basic guidance provided in
this report concerning the description of serious and complex medical conditions
and recommendations concerning strategies for care management for this patient
population should be extended to include Medicaid beneficiaries and those that are
dual eligible. In addition, this guidance should apply to patients enrolled in fee-for-
service Medicare programs. This should be a priority area for collaborative research
on policy issues to ensure continuous improvements in the care of populations with
serious and complex medical conditions covered by Medicaid and fee-for-service
Medicare plans.

• Consumer Education and Participation. Many patients, especially those with
persistent and disabling conditions, are ready and able to become more active
participants in the care delivery process. Attempts should be made to increase
patient participation in clinical decision-making and caregiving processes consistent
with improving clinical outcomes and satisfaction.

• Professional Training. To serve persons with serious and complex medical
conditions, an aggressive strategy must be developed to educate and train health
professionals to provide appropriate care for this population. There is currently a
great undersupply of persons trained in care management processes,
multidisciplinary team care, geriatrics, patient education and self-management, and
cultural competence.

• Information Technology. More sophisticated information technology is
required to provide high-quality, coordinated care to those with complex or serious
medical conditions. More sophisticated information systems are needed to support
efforts to monitor, analyze, and improve patient care. Continued development of
electronic medical records will be an important factor in ensuring that all health care
organizations and providers involved in the care of a patient have timely access to
complete information on the patient's clinical conditions, diagnostic and therapeutic
test results, and services received. Confidentiality protections must be respected
throughout the process of technology development.

• Regulatory Framework. Developing a regulatory approach for the Medicare
+Choice program that affords adequate protections for beneficiaries with serious
and complex medical conditions while encouraging innovation in a rapidly changing
health care environment will be an ongoing challenge. Periodic evaluation and
modification will be essential.

• Applied Research. Research is needed to further inform the policy process
and to identify best practices in the care of patients with serious and complex
conditions. Attention should be focused on the following areas: effects of benefits
coverage and payment methods on care delivery; determination and dissemination
of best practices in the identification of patients with serious and complex
conditions; efficacy, effectiveness, and efficiency of multidisciplinary teams; use of
information technology to support care coordination and delivery; and development
of innovative methods of designing, implementing, and coordinating medical,
social, and other services.
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These and related issues will require HCFA to actively collaborate with all
types of payors, health care plans, providers, research organizations, and consumer
and disability groups to develop strategies and solutions that will maximize the
quality of health care and other services for patients with serious and complex
medical conditions.

CONCLUSIONS

The needs of patients with serious and complex medical conditions far exceed
the boundaries of a single issue such as access to specialists for care. For health care
delivery systems to provide high-quality, effective care for these patients, the
systems must be responsive to a diverse array of clinical, social, mental, and
functional health issues. The development of a health care delivery system that will
provide quality and effective care for these patient populations must be responsive
to a diverse group of clinical, social, mental, and functional health issues. The health
care delivery system must also be capable of working effectively with other
community and social support systems.

The questions raised by HCFA concerning implementation and regulations for
the Medicare+Choice program apply broadly to include all health care delivery and
payment systems, including fee-for-service care. This study is one of the first to
address these complex and extremely important topics. Thus, the committee urges
HCFA, health care plans, and consumer groups to view this report, and especially its
conclusions and recommendations, as first steps in the effort to address the unique
and complicated needs of persons with serious and complex medical conditions and
to ensure that they receive the most cost-effective and best-quality care possible.
The work of this committee is intended to support and provide direction for future
work to be conducted by HCFA, in collaboration with all types of health care plans
and consumer organizations, to design innovative strategies to ensure adequate
reimbursement, access to broad care management, and the highest possible quality
of treatment services required by patients with serious and complex medical
conditions.
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Appendix A

Workshop to Define Serious or Complex
Medical Conditions

The committee convened a workshop on June 14, 1999, to elicit the
knowledge, expertise, and opinions of professionals with involvement in issues
associated with serious or complex medical conditions. Seven individuals were
recruited to participate in a panel discussion of these issues. Presenters included Jeff
Crowley, M.P.H., deputy executive director for programs at the National
Association of People with AIDS and cochair of the health task force of the
Consortium for Citizens with Disabilities; John Durant, M.D., executive vice
president for the Association of Clinical Oncology; Joanne Lynn, M.D., director of
the Center to Improve Care of the Dying, and Americans for Better Care of the
Dying; Kathleen Brody, project director for model care of Kaiser Permanente;
Helen Smits, M.D., president and chair of HealthRight, Inc.; Lynn Etheredge, Ph.D.,
health care consultant; and Stan Jones, health care consultant.

The workshop provided the committee with the opportunity to benefit from the
expertise of the panel members on a number of issues. Discussions addressed
suggested definitions for serious or complex medical conditions and the impact of
such definitions on specific patient populations including the disabled, cancer
patients, and the elderly. A system for screening elderly patients for frailty was
explored in detail, including the feasibility of generalizing such a system to other
patient populations. The workshop presentations also provided a detailed analysis of
the potential impact of the proposed regulations for Medicare+Choice on health care
plans and opportunities to discuss issues of reimbursement and ensuring quality of
care for patients with serious or complex conditions. The workshop was successful
in stimulating questions and ideas among committee members, panel members, and
workshop participants. Biographical sketches for each presenter can be found in
Appendix B, a copy of the workshop agenda in Appendix C, and a list of workshop
participants in Appendix D.
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CLINICAL IMPLICATIONS OF DEFINING SERIOUS OR
COMPLEX  EDICAL CONDITIONS

The first panel of speakers addressed the clinical implications of defining
serious or complex medical conditions for specific populations including the
disabled, cancer patients, and chronically ill patients with one or more comorbid
conditions. These discussions provided the committee with a perspective on the
unique health care needs of these populations and how these needs might best be
integrated with the Consumers' Bill of Rights and the regulations concerning access
to care proposed for the Medicare+Choice program. Panel presenters were Jeff
Crowley, M.P.H.; John Durant, M.D.; and Joanne Lynn, M.D.

Disabled Populations

Mr. Crowley emphasized the need for a definition that encompasses the
changing and diverse needs of people with disabilities. He emphasized three major
points for the committee's consideration. First, the purpose of the definition of
serious or complex medical condition must be clearly articulated. Second, any
definition of serious or complex medical condition must be inherently flexible and
must encompass a diversity of individuals and types of services and health care
needs. The third and last point emphasized by Mr. Crowley was the need for a
definition that will lead to improvements in the quality of care received by people
with such conditions.

Mr. Crowley then elaborated on each of these three points. The purpose of the
definition must be clearly articulated. People with disability already have experience
with definitions. In fact, currently there are definitions of disability that cause many
people to suspect that no good can come from creating some new definition. This is
due, in part, to the fact that eligibility for cash assistance programs, such as Social
Security income, the Supplemental Security Income program, and the Social
Security Disability Income program, relies on a definition of disability that
precludes the ability to be gainfully employed in the national economy. The narrow
perspective of this definition can pose serious impediments for some people with
disabilities to qualify for these income assistance programs and, subsequently, to
qualify for Medicaid or Medicare health benefits.

An alternative definition of disability has been promulgated by the Americans
with Disabilities Act, which asserts that a person is disabled if he or she has a
substantial impairment that limits one or more major life activities. Advocates have
generally felt this definition to be more acceptable, but since the law was enacted in
1990, employers and others who are subject to this law have challenged it.
Questions have been raised about whether the definition of disability in the
Americans with Disabilities Act includes people with asymptomatic HIV infection,
people in the early stages of multiple sclerosis, or people with conditions that can be
mitigated by fitting them with devices such as contact lenses
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for legally blind persons. The Supreme Court is just beginning to address these
issues. It heard the first case in the last term, and ruled that a woman with
asymptomatic HIV was disabled under the Americans with Disabilities Act. To
summarize, persons with disabilities are somewhat hesitant accepting definitions of
disability that may result in the loss of legal protections to ensure access to health
care and other services that are needed.

Mr. Crowley also acknowledged the work of the President's Advisory
Commission on Consumer Protection and Quality in the Health Care Industry. This
commission focused specifically on issues associated with ensuring direct access to
physician specialists by persons with a serious or complex medical condition. Mr.
Crowley urged the committee to consider definitions of serious or complex medical
conditions that extend beyond the particular issue of access to specialists. Ideally,
the committee would develop a definition of serious or complex medical conditions
that identifies persons for whom the absence of high-quality care has the potential to
lead to a significant deterioration of their health status or quality of life or to prevent
them from improving their health status. The committee was urged to establish a
definition of serious or complex medical conditions that would guarantee access to
the highest level of care that can be reasonably provided, including access to
qualified, trained, and experienced providers. Experienced providers are a critical
element in ensuring people get care that is consistent with current generally
accepted standards of care.

Mr. Crowley also emphasized the need for a definition of serious and complex
medical conditions that is inherently flexible and capable of encompassing a broad
diversity of individuals and types of service and health care needs. About 54 million
people in the United States live with disabilities, and they are incredibly diverse in
both the severity of their conditions and the types of services and support they
require. The committee was urged to consider this diversity as it seeks to define
what constitutes a serious or complex medical condition. Specifically, consideration
should be given to people with mental retardation, cerebral palsy, epilepsy,
muscular dystrophy, and cystic fibrosis, as well as persons who are blind or deaf,
people living with HIV, and persons who are paralyzed. Recognition of this
diversity requires that the committee also acknowledge the following:

1.  all of these conditions manifest themselves across a range of severity;
2.  there is a broad range of service needs among these people;
3.  assessment of the ability to perform activities of daily living or

instrumental activities of daily living fails to capture all disabling
conditions;

4.  some disabilities are episodic in nature, and persons can go through
periods when they appear completely healthy, only to experience
intermittent periods of serious illness;

5.  not all disabilities stem from illness; and finally,
6.  illness does not always progress in a predictable manner.
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Acknowledging these points requires the development of a definition of serious
or complex medical conditions that is sufficiently broad to cover all people with
disabilities for whom the absence of high-quality care holds the potential to lead to a
significant deterioration of their health status or quality of life or to prevent them
from improving their health status.

Mr. Crowley strongly recommended that the committee not attempt to craft a
definition that is categorical in nature. Rather, the committee was urged to look
closely at the experiences of people with disabilities to develop a definition that can
accommodate persons with the same condition at different stages of disease
progression or different levels of severity. In addition, such a definition should not
create differential access to treatment based on the stage of illness. A number of
problems would be created if a definition of serious and complex medical conditions
was crafted such that a person would be covered only if he or she was experiencing
an acute episode of illness. In addition, measures such as activities of daily living or
instrumental activities of daily living can help determine if someone does have a
serious or complex condition. However, the failure to be categorized as disabled by
one of these measures should not be seen as an exclusionary criterion for having a
serious or complex condition. Such a categorical definition could preclude, for
example, people in the early stage of HIV, and people with multiple sclerosis,
epilepsy, or a variety of other conditions, from receiving the care they need.

Mr. Crowley then went on to clarify that his remarks were intended to address
special protections for people with serious or complex conditions to ensure that they
receive the full spectrum and quality of services to sustain the highest level of health
status and functioning. In fact, it is equally important that there be some mechanism
for limiting who falls into this category, which raises the issue of defining medical
necessity.

A solid definition of medical necessity can ensure that the diversity of people
with disabilities get the care they need. It can also help place limits on care so that
only persons for whom such care is necessary receive it.

The Centers for Disease Control and Prevention has a definition of medical
necessity that might provide guidance for the development of a national standard for
both public and private health care programs. Under this definition of medical
necessity, health plans would be required to cover services that:

1.  are calculated to prevent, diagnose, correct, or ameliorate a physical or
mental condition that threatens life; causes pain or suffering; or results
in illness, disability, or infirmity; or to maintain or preclude
deterioration of health or functional ability;

2.  are individualized, specific, and consistent with symptoms or
confirmed diagnosis of the illness, disability, or injury under treatment
and do not exceed the individual's needs;

3.  are necessary and consistent with generally accepted professional
medical standards as determined by the Secretary of Health and
Human Services or by state departments of health; and
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4.  reflect the level of service that can be safely provided, for which no
equally effective treatment is available.

Mr. Crowley reemphasized to the committee the importance of establishing a
definition for serious or complex medical conditions that would result in
improvements in the quality of care received by people with such conditions. Once a
definition has been selected, coordinated efforts must be made to ensure that
persons with such conditions are guaranteed access to the highest level of care that
can reasonably be provided—including access to qualified, trained, and experienced
providers—and that is consistent with current generally accepted standards of care.
This has the potential to produce some measurable improvement in the health status
of people with serious or complex medical conditions. In order to achieve this, more
than a definition is needed. It will be of equal importance to develop mechanisms
for monitoring health care delivery as it relates to people with serious or complex
medical conditions. Such efforts might involve the development of a disability-
specific Health Plan Employer Data and Information Set. If the Health Care
Financing Administration (HCFA) is serious about using a definition of serious or
complex medical conditions, it will have to develop a strategy for collecting
information regarding how well health plans provide care to people such conditions.
Most likely this will require the development of a new construct for tracking health
plan performance. In addition to tracking how health plans are performing, it is also
important to establish new expectations. To date, most expectations established for
health plans have related to minimal standards of care and services that would be
available to all enrollees in different types of plans. Establishing a definition of
serious or complex medical conditions can allow the bar to be set higher for what is
expected of health plans for people with these conditions. This means that a great
deal of work will have to go into the development of performance and outcomes
measures relating to individual categories of persons with these conditions, as well
as measures that can monitor health plan performance in the aggregate for people
with serious or complex conditions.

In response to questions from committee members, Mr. Crowley elaborated on
several of his remarks. Emphasis was placed on developing a flexible definition for
serious or complex medical conditions in order to prevent the problems from
developing in areas such as the current context of health care delivery, regulatory
expectations, and performance monitoring. Mr. Crowley clarified his belief that not
all persons with disabilities should be considered to have a serious or complex
medical condition. The tenet of medical necessity should serve as a check to ensure
that inappropriate services or overuse of services will not occur. Mr. Crowley
expressed the belief that some health plans have tried to minimize costs by
essentially restricting everybody to primary care providers. However, for certain
illnesses such as HIV, it has been demonstrated that a person will live longer if he or
she has access to an experienced provider. It is necessary early on to provide access
to specialized care for most people with disabilities. This is not to say that everyone
needs to have a specialist as his or her primary care pro
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vider. It is most important that disabled persons receive treatments that are
consistent with evidence-based clinical practice guidelines and ensure access to
experienced providers.

Complexities of Patients with Cancer

Dr. Durant's opening comments reminded the committee that cancer is a
complex of 100 or more diseases and that it is a disease of the genes, either inherited
or acquired through susceptibility to various events in one's life. Cancer is probably
the most difficult problem encountered in humans in terms of understanding its
pathobiology, its origins, and its course. It is a group of diseases of which, in the
early 1960s, one person in three could look forward to being cured. Today, slightly
more than one person in two can expect to be cured. These numbers represent
people who are free of disease for 5 years. Most people with most cancers who
survive free of disease for 5 years are cured of their disease.

There are two extremely important things that must be done at the very
beginning of the course of management. The first is a pathologic diagnosis, and the
second is staging, including the use of molecular markers. Dr. Durant emphasized
that neither of these activities should be left to amateurs. He cited a recent report to
the Institute of Medicine by Hillner and Smith (Institute of Medicine, 1999) that
demonstrated a clear dose-response curve between the experience of the health care
provider and patient outcomes with a wide variety of cancers, stage for stage. That
is, the survival of patients with a particular cancer improved significantly when they
received care from practitioners with a large volume of experience in treating that
type of cancer. Most cases of cancer require multidisciplinary evaluation from the
outset. This usually means two or three or more people knowledgeable in the
particular cancer, and in many cases treatment involves more than one discipline in
a planned, prospective fashion.

It is very important to understand that there is usually only one chance to cure
the patient, and this is the first chance. After this, so-called salvage therapy may
induce responses but, with only a few exceptions, does result in a cure. Exceptions
to this rule include acute leukemia, where repeat treatment—usually a transplant—is
sometimes very effective in children. Similarly, Hodgkin's disease, some
lymphomas, and testicular cancer may yield to the second or third retreatment.
Other than these types of cancer, with very few exceptions the first chance is the
only chance.

Dr. Durant also pointed out a societal problem with these numbers and the
treatment and chance for cure. Specifically, he noted large gaps in survival rates for
parts of our culture. African Americans and Hispanics, in particular, do not seem to
do as well, probably for a variety of complex reasons. For example, black men with
prostate cancer don't do nearly as well as white men. Black men with colon cancer
do much less well than white men, and less well even than black women. Palliative
care, including some specific cancer therapies, may
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improve the survival time, as well as increase the quality of life, but it is almost
never curative.

Early detection of a malignancy clearly improves chances for survival in the
initial episode, but early detection of a recurrence does not improve chances for
survival. Thus, it makes great sense to treat and cure at the time of the initial
diagnosis, because all the strategies that have been employed for picking up
recurrences early have resulted in increased survival rates.

It is important to note that cured patients are at much higher risk for second
malignancies than people who never had a malignancy. With the recent interest in
breast cancer, it is fairly clear that the greatest risk is having had breast cancer
before. This does not represent a metastasis of the initial cancer. Rather, it is a
second breast cancer. The greatest risk for aero-digestive cancer is to have had a
previous one from which you were cured. There are not many cancers in the aero-
digestive system that yield to salvage therapy. Some patients with early larynx
cancer may be cured if radiation therapy fails by laryngectomy, but most of the time
the greatest problem is the development of another primary cancer.

Despite the medical and technological advances of the past 25 or 30 years, it is
still very difficult to tell which patients in a clinically similar group will do well. We
have some general prognostic characteristics for virtually all sites. However, if one
considers all women diagnosed with breast cancer and three positive nodes, it is
very difficult to be sure which of these women will be cured and which will not. All
of this means that experience and intuitions are sometimes helpful, but patients
require some kind of follow-up until they are ''out of the woods.''

The management of cancer patients in the initial episode is well illustrated by
pediatric oncology. Undergoing complicated, vigorous treatment at the time of the
initial diagnosis cures most children diagnosed with cancer today. Indeed, most
patients who are children enter clinical trials. This is an example of a care or
treatment plan. A clinical trial is a method for ensuring accountability and
responsibility for outcomes by being able to compare responses to treatment
between apparently similar patients.

In short, cancer is a complicated disease or set of diseases. We are in the
middle of learning a lot more about them, but we are a long way from a complete
understanding of risk factors, treatments, and prevention of recurrences. There are a
couple of cancers that are not complex and serious and are also fairly common. One
of them is cervical intraepithelial neoplasia (CIN). When it is not invasive, this
condition is not considered a cancer; it is usually manageable by very simple means
in a gynecologist's office and does not require inpatient treatment. Spread of this
type of cancer to other organs, however, places the patient at significantly increased
risk of morbidity and mortality.

Another very common set of cancers that are not serious or complex are basal
and squamous cell cancers of the skin. Once in a while, one of these forms of skin
cancer spreads to surrounding tissues. This usually, perhaps invariably, occurs
because the patient has neglected an obvious problem. However, these cancers are
rarely serious or complex because they do not metastasize.

APPENDIX A 71

Ab
ou

t 
th

is
 P

D
F 

fil
e:

 T
hi

s 
ne

w
 d

ig
ita

l r
ep

re
se

nt
at

io
n 

of
 t

he
 o

rig
in

al
 w

or
k 

ha
s 

be
en

 r
ec

om
po

se
d 

fro
m

 X
M

L 
fil

es
 c

re
at

ed
 f

ro
m

 t
he

 o
rig

in
al

 p
ap

er
 b

oo
k,

 n
ot

 f
ro

m
 t

he
or

ig
in

al
 ty

pe
se

tti
ng

 fi
le

s.
 P

ag
e 

br
ea

ks
 a

re
 tr

ue
 to

 th
e 

or
ig

in
al

; l
in

e 
le

ng
th

s,
 w

or
d 

br
ea

ks
, h

ea
di

ng
 s

ty
le

s,
 a

nd
 o

th
er

 ty
pe

se
tti

ng
-s

pe
ci

fic
 fo

rm
at

tin
g,

 h
ow

ev
er

, c
an

no
t b

e
re

ta
in

ed
, a

nd
 s

om
e 

ty
po

gr
ap

hi
c 

er
ro

rs
 m

ay
 h

av
e 

be
en

 a
cc

id
en

ta
lly

 in
se

rte
d.

 P
le

as
e 

us
e 

th
e 

pr
in

t v
er

si
on

 o
f t

hi
s 

pu
bl

ic
at

io
n 

as
 th

e 
au

th
or

ita
tiv

e 
ve

rs
io

n 
fo

r a
ttr

ib
ut

io
n.



Copyright © National Academy of Sciences. All rights reserved.

Definition of Serious and Complex Medical Conditions 
http://www.nap.edu/catalog/9695.html

According to the 50,000 members of all the clinical oncologic societies in this
country, the initial evaluation of a patient and the treatment plan should be the result
of the work of an interdisciplinary team of experts who individually have large
volumes of experience with the disease. Dr. Durant again cited the Hillner and
Smith report to the Institute of Medicine (Institute of Medicine, 1999) documenting
clear dose-response curves between experience and survival.

In his concluding remarks, Dr. Durant encouraged the committee to be flexible
in developing definitions for serious or complex medical conditions. He also
emphasized that there are important behaviors that influence the outcome for a
fraction of patients who would benefit most from having care provided by
experienced specialists at the time of the initial diagnosis.

In response to a question about strategies to treat the third or fourth recurrence
of a cancer and defining when the benefits of therapy, particularly aggressive
therapy, outweigh the human and financial costs, Dr. Durant indicated that the
medical oncology community has few guidelines. There is, however, one exception
in this area, which concerns the management of advanced stage, non-small-cell lung
cancer. Currently accepted guidelines support one chemotherapeutic regimen for
patients with advanced disease. There is significant clinical evidence demonstrating
the efficacy of this type of intervention. A poor response to this single treatment
regimen would be followed by palliative care or participation in a clinical trial with
a new agent if one was available. Dr. Durant urged the committee to be aware that
treatment guidelines for most cancer patients rely on successful intervention at the
time of initial diagnosis. Repeating treatments can cure very few people, and the
likelihood of cure for persons with advanced disease at initial diagnosis or point of
recurrence is very low.

Dr. Durant also noted that geographic differences in treatment patterns and
survival rates are well documented, with generally poorer outcomes for those treated
in rural settings. Religious, cultural, and attitudinal factors contribute to such
disparities in outcome. However, it is highly unlikely that practitioners in a rural
community will see the volume of patients required to learn how to successfully
manage different cancers. Dr. Durant urged that such patients be transported to a
medical center that has a high volume of patients and concomitantly higher levels of
practitioner experience. The Hillner and Smith report (Institute of Medicine, 1999)
did not indicate that such a setting had to be an academic medical center; it just
needed to be a medical center with a lot of experience. The report indicated that
improved survival was first noted when the number of cases treated at a facility
reached 50 and that, for every increment in patient volume, there was no plateau
reached for experience and improved outcome.

In response to a question about follow-up care to be provided after the 5 year
window for survival, Dr. Durant indicated that most oncologists prefer that such
patients return to their primary care physicians. They should then return at yearly
intervals for a follow-up visit with the oncology specialist because of the potential
for another cancer. In his concluding remarks, Dr. Durant supported the notion that
Medicare should provide funding for controlled clinical trials,
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since in a number of disease areas it probably provides the best type of care. He
noted that the Association of Clinical Oncology espouses the viewpoint that clinical
trials represent a standard of care. If the trial is well constructed and is conducted in
an ethically responsible manner, patients will get no less than the best and they
might get better than the best.

Serious and Complex Chronic Illness at the End of Life

The remarks of Mr. Crowley and Dr. Durant were complemented by those of
Dr. Joanne Lynn, director of the Center to Improve Care of the Dying and
Americans for Better Care of the Dying. Her presentation focused on the relevance
of the category of serious or complex medical conditions to the delivery of health
care. She suggested that the language of the health care delivery system is terribly
important, especially since constructs that lack labels are frequently overlooked or
ignored. For example, traditional labels for health care delivery include inpatient
hospital care; outpatient, ambulatory care from physicians; home health care; long-
term care, and so forth. Then medical and nursing knowledge is categorized by
diagnoses such as hypertension, diabetes, cancer of various kinds, and
cardiopulmonary disorders. As a result of characterizing the health care delivery
system by the environment in which care is delivered and by the diagnosis of
disease, a specialist is defined as someone who is very good at delivering care in
one or two environments such as the hospital and the physician's office. In addition,
a specialist would have expertise in caring for a specific diagnosis or a group of
related diagnoses. However, the current health care delivery system has not
recognized a specialized service that works primarily to provide long-term care to
persons with multiple diagnoses. With respect to long-term care for populations
with serious chronic disease served by Medicare, it is most common for individuals
to have health care needs that cross multiple delivery environments and require
specialists to care for four or five different diseases, through to death.

Dr. Lynn pointed out that current research on the health care delivery system is
often limited in focus to populations with only a single disease. For example, the
median age of cancer patients enrolled in studies is 60 or 62 years. However, the
mean age at death from cancer is significantly older. In addition, virtually all of the
studies are limited to people with one disease. Frequently, individuals with
dementia, serious comorbidities, or physical access barriers to participation are
excluded from studies of the health care delivery system. This results in an emphasis
of research on patient populations limited to a single care environment or diagnosis.

Dr. Lynn identified a need for research that will accommodate both multiple
care environments and multiple diseases. Specialty care is necessary to address all
the health care needs of people with, for example, breast cancer, older age, physical
frailty, a bad hip, a bad heart, hearing disorders, low socioeconomic status, and a
fragmented social support system. According to Dr. Lynn, dealing
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with these complex cases requires specialized care, although no such specialty is
currently recognized by the American Board of Medical Specialists. A team of
professionals with some interlocking medical disciplines and expertise would most
effectively deliver such specialty care.

Unfortunately, the structure of traditional Medicare fee-for-service payments
encourages fragmentation rather than integration of care. Medicare managed care
plans have the potential to offer integrated specialty care for patients with long-term
health needs. However, a variety of social and political forces have prevented
widespread integration of this type of system of service delivery for long-term care
by Medicare managed care plans. Furthermore, few individuals have developed the
comprehensive expertise to manage complex, long-term care for patients with
multiple diagnoses. There are a very few exceptions to this. One is hospice, which
provides care for about 20 percent of the population for, on average, the final month
preceding death. Similarly, the Program of All-Inclusive Care for the Elderly takes
care of about 10,000 elderly people across the country. There are also some other
very small programs, often in older staff model health maintenance organizations
such as Kaiser or Group Health, in which patients with multiple diagnoses or
comorbidities receive multidisciplinary team care that integrates their physical,
social, emotional, and mental health needs. This type of integrated, team-based care
should be considered a specialty on its own, and delivery of such care probably
underlies potential definitions and treatment plans for serious and complex illness.

Dr. Lynn pointed out that several categories or groups emerge when the health
of the general population is considered. One group includes a minority of persons
with no particular health care needs at all, or those who shun health care because of
religious persuasion or similar reasons. A second, much larger group is comprised
of people who have minor, intermittent acute care and preventive health needs. This
includes the majority of the American population. The third category consists of
individuals who, on any given day, are ill with a condition that requires known and
accepted medical intervention(s) to restore health. On the whole, these are sick
people who are going to get well, such as individuals with peptic ulcer disease or
those who are seen in the emergency room after, or while suffering a heart attack.

Finally, there is a category that includes people with conditions that can be
considered serious and complex because there is no therapeutic regimen that will
make them fully well again. However, interventions are available to help these
individuals maintain a role in society despite having a disability or chronic health
condition that will persist until death. The paradigm case might be persons who are
born with moderate to severe mental retardation. They are going to live with this
disability for the duration of their lives. However, if they receive good support for
their physical, social, emotional, and mental health, the impact on their life span will
be moderate, if at all.

In contrast, there are people with serious and complex conditions that will
worsen over time and eventually result in death. For example, vascular surgery can
be performed on an individual who experiences a heart attack. This individ
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ual is diagnosed with mild heart failure and, with good medical management, might
live another 20 years. However, the person has now been diagnosed with a disease
that cannot be cured and most likely will be the eventual cause of death unless he or
she develops a more serious, life-threatening health condition or experiences a
serious trauma or injury. In fact, the number of persons with such serious and
complex medical conditions is growing. The median age of adults at death is 80.
Most people are diagnosed with a few serious illnesses before they reach the end of
their lives. For example, the average woman now has 5 years of disability before
death while the average man survives with 3 years of disability before dying. Most
of these years of disability are due to complications arising from the disease that
will ultimately result in death. The exceptions to this are arthritic and osteoporotic
conditions that can cause significant disability but are not primary causes of death.
In summary, serious and complex medical conditions can include those illnesses
that cause progressive deterioration in health status over time and frequently require
care from multiple specialties including health, emotional, social, and mental
interventions.

Dr. Lynn also emphasized that the medical community currently is not able to
make accurate predictions about when persons with serious or complex conditions
are likely to die. In reviewing relevant data, Dr. Lynn and her associates found that
on the day preceding death, the median lung cancer patient had a 20 percent
likelihood of surviving for 2 more months. Similarly, I week prior to death from
lung cancer, the median patient had an estimated 50 percent chance of living 2
additional months (Lynn et al., 1997). In fact, tracking the experience of persons
with cancer indicates that 20 to 30 percent actually die quite suddenly. These
individuals are very sick and frail with their disease, but they are functioning with
an acceptable degree of health that gives no indication that death could be imminent.
This level of function, however, is abruptly compromised by events such as
development of a pulmonary embolus, infection, or other acute complications, one
of which ultimately results in a rather sudden death during the course of a chronic
disease.

Review of mortality data for patients suffering from congestive heart failure
suggests a similar pattern (Lynn et al., 1997). For example, on the day preceding
death, the median patient with congestive heart failure still has a 50 percent chance
to survive an additional 6 months. One week prior to death, this patient has
approximately an 80 percent likelihood of surviving 6 months, despite that fact that
such individuals live for a long time with severe compromises to their
cardiovascular and respiratory health. In fact, patients with cancer, congestive heart
disease, and similar health conditions survive for quite a long time with significant
functional disabilities.

The data indicate that for most patients with cancer, the process of dying is
usually confined to the last 6 or 8 weeks. However, most patients with serious or
complex health problems are severely disabled for a long period of time. They
experience intermittent, acute health threats (called exacerbations of disease) that
are medically managed with good recovery until one particular complication causes
death. However, at the beginning of the week prior to death, no one could
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have predicted the death in that particular week because the disability associated
with the disease had been present and unchanged for a long time.

Patients with serious or complex medical conditions have disease of long
duration, episodic crises and exacerbation of disease, and significant, long-term
disability. They may require a type of specialty care that presents a very different
challenge to our current health care system. The need for such specialized care has
emerged only over the past 20 years as medical knowledge and technology have led
to the development of interventions that are capable of sustaining life for patients
with chronic, disabling conditions for long periods of time. It is no longer the
exception, but the rule, that people with significant compromises to their health live
for a long time postdiagnosis due to advances in technology and medical
management interventions. There is a need for a specialization or area of specialty
care to attend to the long-term and diverse needs of these patient populations.

Dr. Lynn then suggested the following definitions for serious and complex
conditions. Serious medical conditions would include those that are substantially
disabling, progressive, and eventually fatal. Complex conditions would require
services in a variety of domains or disciplines for the person to live well in the time
preceding death. Examples of programs that have used these or similar definitions
include the following:

1. Franklin Health.
Patients with serious or complex illnesses are targeted for intensive personal

care management, with results demonstrating significant improvements in the value
of care services.

2. Franciscan Health System, Tacoma, Washington.
This program identifies patients in general medicine with a "surprise" question

(is this patient sick enough that you would not be surprised he or she died in a few
months?). The program targets advanced planning and community care
coordination, which in turn lead to dramatic improvements in patient satisfaction,
use of hospice care, and deaths at home.

3. Medicare Expenditures.
Following hospitalization for a serious or complex illness such as congestive

heart failure or chronic obstructive pulmonary disease, ongoing payments for care
average about $24,000 per year until death. Patients in these cohorts are identified
by one serious exacerbation of their illness and a simple physiological test such as
an echocardiogram for congestive heart failure or blood gas for chronic obstructive
pulmonary disease.

Dr. Lynn advocated that serious or complex medical conditions be used as a
category in three ways. The first use of the category is to trigger direct access to
specialist care that can be defined as "a health care practitioner, facility, or center ...
that has adequate expertise through appropriate training and experience to provide
high-quality care in treating the condition." The second use would be as a substitute
for the continuity-of-care provisions that are currently extended to those with
terminal illness. Patients with a serious and complex condition such as congestive
heart failure are terribly disabled and should be protected from
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suddenly losing their provider, as are those with terminal illness in the Consumers'
Bill of Rights and Responsibilities. A third use is as protections to ensure that
suitable specialist(s) are eligible to provide care under a particular Medicare+Choice
plan, will take new patients, and are willing to take a particular patient with a
serious or complex condition. The provider must be accessible and acceptable to the
patient.

Finally, Dr. Lynn discussed insights gleaned from quality improvement work
in this area. Patients with serious or complex conditions can be identified with
meaningful administrative and clinical criteria. For example, congestive heart
failure might qualify with one hospitalization for failure and an echocardiogram to
document an ejection fraction less than 30 percent or severe diastolic dysfunction.
Insights on the qualifying thresholds and the standards of practice will arise from
research on variation in treatment practices for such conditions, along with efforts to
identify better or best-practice guidelines and evidence of substantial improvements
in the quality and standardization of care.

Dr. Lynn was asked by the committee to elaborate further upon guidance she
would suggest to HCFA with respect to providing access to specialized care versus
access to specialists. In reply, Dr. Lynn cited the model provided by hospice where
the physician specialty is almost irrelevant. Dr. Lynn also referenced several Senate
bills, which suggest ways to define specialists, such as Senate bill 6, proposed by
Senators Daschle, Kennedy, and others. This bill defines the term "specialist" for a
specific health condition as a health care practitioner, facility, or center, such as a
Center of Excellence, that has adequate expertise through appropriate training and
experience to provide high quality care in treating the condition. Dr. Lynn concurred
with such a definition for specialists and went on to clarify that a new understanding
is necessary to determine what type of specialist(s) is needed to take care of patients
with serious and complex health problems. Given the complexity of care needs
among these patients, it is unlikely that a single specialty, selected from the current
list of medical specialties, is adequate. Currently, a 92-year-old woman with 16
different diagnoses and no income is unlikely to receive the type of coordinated care
that would be necessary to sustain her life. Similarly, there is a large and growing
group of people with serious and complex conditions involving multiple diagnoses
and multidisciplinary care for which no single existing medical specialty has been
defined. On the other hand, a patient with one discrete diagnosis, such as ovarian
cancer, can be reasonably well assured that she will receive the current standards of
care for her disease from one medical specialty such as oncology or gynecologic
oncology.

Dr. Lynn was also asked to provide her thoughts about the inclusion of people
with mental retardation in the larger group of people with serious and complex
conditions who require multispecialty care. The committee pointed out that for
persons with mental retardation, it is often the nonmedical specialties that are most
critical to their being able to at least maintain their functional status.

Dr. Lynn pointed out that a single specialist often handles acute care health
crises well with little or no regard to interpersonal skills, continuity of care, and
other related issues. In contrast, persons living with a progressively worsening
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chronic condition such as heart disease, chronic obstructive pulmonary disease, or
cancer have a very different set of needs. These include the following:

1.  good medical treatment with a focus on prevention of disease
exacerbation, improvement of overall functional status, and survival
and comfort;

2.  good symptom control or management;
3.  a care management system that offers continuity, coordination, and

comprehensiveness;
4.  clearly stated and understood expectations by patients and family

members of what is likely to occur during the course of the illness;
5.  customized care that reflects the preferences of the patient and family

members;
6.  support for the physical, psychological, social, and spiritual needs of

the patient and family members in order to maximize the quality of
each day; and

7.  judicious use of society's resources.

A team of specialists, including a physician, is necessary to accomplish these
seven diverse needs. However, a nurse, social worker, or physician can lead the
team. There has to be a helpful doctor in the team mix. Dr. Lynn pointed out that
teams that are not dominated by doctors often provide much greater assistance to
families and children coping with serious illness or mental retardation than
physician-led teams. Doctors may be present, but they are not the dominant force.
Living with serious disease is the challenge, rather than fixing or curing such disease.

Dr. Lynn was also asked to clarify the point at which an illness becomes
serious and complex since such illnesses begin to accumulate as people age. This
was noted to present a wide zone of clinical uncertainty. It was Dr. Lynn's opinion
that data systems and analysis are not yet available to provide a clear response to
this question. She did suggest, however, that four kinds of illness are largely
responsible for 90 percent of the deaths in the Medicare population: (1) cancer; (2)
heart and lung failure; (3) dementia and stroke; and (4) frailty of advanced old age.
Dr. Lynn suggested that it is fairly easy to determine a threshold for each of these
conditions. For example, the threshold for congestive heart failure might be one
exacerbation, hospitalization for failure, and ejection fractions of less than 30
percent or diastolic dysfunction. The threshold for dementia might be immobility
and incontinence.

Such thresholds could be established for the primary diseases leading to death.
In addition, overall well-being or functional status could be assessed by inability to
exercise at a certain level, inability to ambulate a certain distance, and so forth. This
would ensure the inclusion of persons who do not meet the disease-specific
thresholds but are, for some reason, self-care disabled. These thresholds would be
the cutpoints for determining when individuals are considered to have a serious or
complex medical condition. It would then be necessary to define the service array to
meet the comprehensive care needs of this cohort, which would likely include the
seven needs identified earlier. This could then be
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coordinated with determination of the right price to provide the requisite care, as
well as regulations to support implementation of the care plan.

Dr. Lynn suggested that defining the characteristics that result in classifying a
condition as a serious or complex as well as identification of the array of required
services, would in turn facilitate efforts to determine the right price for care delivery
to these patient populations. For example, improved financing might be a risk
adjustment or a rate for the Program of All-Inclusive Care for the Elderly or an
appropriate reimbursement rate in the VERA system at the Veterans Administration.
She suggested that risk adjustment, which has already been used with some success,
might be a viable alternative for determination of price. As an example, Dr. Lynn
proposed application of the currently accepted risk adjusters for congestive heart
failure at the first episode of illness exacerbation and when the patient met the
ejection fraction criteria, rather than in the next fiscal year. The risk adjustment rates
could be provided to the managed care company from that point on until death. This
would prevent having to retrigger the rate at least once a year with subsequent
hospitalizations. This rate could support the development of some terrific service
arrays for a disease that accounts for 25 percent of all deaths.

An urban setting could support a comprehensive health care delivery team that
really knew how to take good care of congestive heart failure, for example, if the
providers of care could make a living at it. Dr. Lynn further suggested that many
patients have both chronic obstructive pulmonary disease and congestive heart
failure, with cigarette smoking the dominant etiology. It is likely that the same
service provider group would take care of these patients as well. Different teams
might work with dementia.

From HCFA's perspective, all that is necessary would be to define the service
array through regulation and rate of payment after the criteria for identifying patient
cohorts with serious and complex conditions have been determined. Identifying
when patients cross the threshold of having a serious and complex condition also
generally identifies a population in the last I or 2 years of life. These patients drain
resources significantly, yet are also frequently dissatisfied with the quality of care
they receive. In fact, such patients require a specialized array of services to cope
with all aspects of their illness, and these can be provided most efficiently and cost-
effectively when a multidisciplinary, experienced team assumes responsibility for
care.

In a final question from the audience, Dr. Lynn was asked if she thought it was
possible to develop definitions and arrays of service only for serious or complex
conditions or for thousands of conditions based on the International Classification of
Diseases, Ninth and Tenth Editions (ICD-9 and ICD-10), which affect great
numbers of people. Dr. Lynn concurred that as the population continues to age, the
need for multidisciplinary care services by teams will increase. For example, 80
percent of the people on Medicare who die have one of five diagnoses within a year
preceding death: heart disease, respiratory failure, cancer, dementia, or stroke. At
this time, it appears that the service array is likely to be similar for each of these five
conditions. Perhaps with 3 or 4 years of experi
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ence with this service array, special services for one or more of the diagnoses will
be identified and advocated. Dr. Lynn suggested that rather than taking on all
diagnoses, HCFA should focus on the major causes of morbidity, mortality, and
resource utilization including heart and lung failure, cancer, stroke, dementia, and
also frailty of old age. Frailty lacks an ICD-9 code, but it is likely that persons with
very little physiological reserves and problems in five or six areas are not going to
be able to handle an added acute health threat such as pneumonia. The frail elderly
also deserve consideration as a serious and complex medical group requiring an
appropriate array of treatment services led by a multidisciplinary team. Such
services also merit efforts to determine appropriate pricing by a mechanism such as
risk adjustment and regulation to support the service array and reimbursement plan.

Example of a Population-Based Screening Intervention for
Care Delivery Integration

Kathleen Brody, P.H.N., is a public health nurse with 15 years experience
working with the Social Health Maintenance Organization associated with Kaiser
Permanente in Portland, Oregon. Since 1996, she has served as the Project Director
for Project Seek (Screen Every Elder in Kaiser), also known as Kaiser Permanente's
Medicare Screening Project. Her presentation provided the committee with an
example of a population-based screening intervention, targeted to patients 65 years
of age and older, to facilitate integration of care delivery.

In her opening remarks, Ms. Brody provided some background information on
Kaiser's Social Health Maintenance Organization project, which is a national
Medicare demonstration project designed to maintain frail elderly in their homes by
providing comprehensive benefits that include home-based, long-term-care services.
During the past 15 years, this project has relied on a self-report health status form in
compliance with the mandate by HCFA that social health maintenance organizations
collect self-report data from members about their health on an annual basis.
Analysis of this information is intended to identify those who are at risk of nursing
home placement and Rely to need extra services to maintain stability in their home.

The initial health status form self-assessment tool started as a paper-and-pencil
system and through the years evolved into a computerized, optical scan form. Some
of the research base for the instrument had its roots in work completed by Douglas
Reid and funded by the National Institute on Aging that examined relationships
between depression and the use of antihypertensive drugs. Similarly, a study
received resources from the Garfield Memorial Fund to support the development of
a model that could correctly identify people who would be in need of daily
assistance in order to continue to maintain themselves in their homes. In addition,
there is a significant literature examining the relationship between identified risk
and high utilization of services.
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In 1990, Kaiser Permanente began to examine the model of care it was
providing, which consisted basically of outpatient, ambulatory care services that
plan members accessed when they felt they had a need. These needs were then
assessed and treated. This was, and still is, the basic model of care for Kaiser. In the
course of its analysis, however, Kaiser found that there was a cohort of people
within its membership that the basic model of care delivery failed to serve
adequately. This cohort included vulnerable patients who were no longer seeking
active treatments to eliminate or improve their disease. It also included patients
suffering simultaneously from a number of complex disease processes that could not
all be addressed in ambulatory, outpatient care settings or whose totality of medical
care needs required not only a physician but a complex medical health care team
approach. Kaiser then defined these cohorts of patients as those at risk who are in
need of a second model of care. That model of care would be a health care team
approach that does active outreach to the members, especially those who are
vulnerable and are not able to come into the medical office and seek care themselves.

In developing this second model of care, Kaiser proposed that a person could
have any number of diseases or symptoms, and the model of care required would
involve a person-based goal-setting process that incorporated all of the member's
needs. It was then to be determined whether these needs could be met by the
traditional model of self-care planning or alternatively, by a care management
model which would rely on a case management approach.

The Health Status Form Questionnaire was examined to build an empiric
model instrument, to predict elderly members at risk of frailty in the coming year. A
total of 5,810 members returned completed questionnaires for a 92 percent response
rate. The self-report data were supplemented by information from several Kaiser
Permanente Northwest data systems, including the Pharmacy System Database;
Admission, Discharge, and Transfer Database; Membership Information System
Database; and Nursing Home Certification and Long-Term Home-Based Care
Database.

The study design was a retrospective observation of a cross-sectional, 1-year
sample. Self-report data were collected on day 1, and the observation period covered
the next 365 days, during which episodes of frailty were noted. Frailty was defined
as having one or more of three possible outcome events during the year. These
events were (1) becoming certified for nursing home care, (2) having a nursing
home admission, and (3) receiving home-based long-term-care services.

Applying a stepwise logistic regression model that relied on data from these
various sources resulted in the identification of 13 variables statistically associated
with frailty. These included the following:

1.  assistance required for medication use,
2.  assistance required for bathing,
3.  assistance required for dressing skills,
4.  prior nursing home use,
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5.  use of a wheelchair,
6.  use of a bedside commode,
7.  two or more hospital admissions,
8.  self-report that health interferes with activities of daily living,
9.  presence of four or more health conditions,

10.  increasing age,
11.  assistance required for eating,
12.  poor health as compared with others, and
13.  assistance required for managing money.

By applying the weights from the logistic regression model for these 13
variables, it was possible to identify more than one-half of the members who would
experience frailty within the coming year. The sensitivity of the predictive model
was 54.6 percent; more than half of the members who experienced frailty during the
year were classified by the model using 13 Health Status Form Questionnaire
variables. The specificity of the model was 97.9 percent. The false-positive rate was
18.1 percent, while the false-negative rate was 7.3 percent. The overall positive
predictive value of the model was 81.9 percent.

Further analysis of the data revealed that four of the self-report variables (age,
needing or receiving bathing assistance, needing or receiving assistance to take
medications, and indicating that health conditions interfered with daily activities)
explained 90 percent of the residual chi square from the intercept and classified
persons almost as well as the total model of 13 variables. Specificity for the smaller
model was identical to that for the 13-item model, and sensitivity decreased only 4
percent. The false-positive rate for the four-variable model decreased by 2.5 percent,
and the false-negative rate increased only 0.6 percent. The positive predictive value
for the four-variable model was 79.4 percent.

Kaiser Permanente Northwest was able to follow the entire test population of
5,810 at regular intervals as members moved into and out of all the silos of care
settings. During the initial phase of this research in 1984 and 1985, patient
enrollment in the study included a fairly healthy group of age-eligible Medicare
beneficiaries. Now these members have aged into a cohort with a mean age of 83
years. This cohort looks similar to the projected older population for the United
States by the year 2015. Analysis of the cohort provides a perspective on a
microcosm of what it will look like in ambulatory care settings that deal with an
aging population. Applying the age-and gender-specific rates of frailty for the
Kaiser cohort and adjusting these rates to per-thousand population, a health
maintenance organization in a different part of the country could disperse its own
age-gender population and apply the age-adjusted rates to its members in order to
determine within a given year how many members will experience frailty. This
frailty cuts across disease strata including diagnoses of dementia, depression, and
other types of disabilities. There is little variation in the distribution attributable to
gender, but the distribution is extremely sensitive to age.

Ms. Brody then addressed the action items undertaken by Kaiser Permnente to
put the Health Status Form Questionnaire in place at Kaiser sites across
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the United States. The Center for Health Research developed the information
needed to disseminate the form to local Kaiser divisions so that it would influence
care in medical offices and help to identify best practices. The coefficients of the
model were applied to estimate a member's probability of frailty by taking these
weightings and the intercept and creating a risk. Kaiser used 5 as the frailty cutoff,
and that's how it determined the members it was looking for.

It was proposed that the Center for Health Research would mail forms to all
new Medicare enrollees at participating Kaiser medical offices. As data are returned
to the center, the information is analyzed and distributed to the local Kaiser markets.
Member response rates to the Health Status Form Questionnaire range between 85
and 90 percent. The initial strategy for data collection and management was
discussed at the Kaiser Interregional Committee on Aging in 1992 and resulted in
funding for some pilot projects. By 1996, Southern California Kaiser, Orange
County, began to utilize the services of the Center for Health Research. Now the
data collection, management, and analysis by the Center for Health Research are
conducted for Kaiser regions across the United States including the Southern
California, Northern California, Rocky Mountain, Mid-Atlantic, Northwest, and
Northeast regions.

Kaiser divisions participating in the Medicare Screening Project send their
Medicare enrollment information, including address, age, and name information, to
the Center for Health Research via e-mail. Mailing of the Health Status Form
Questionnaires to new members is done on a monthly basis. Completed member
questionnaires are received daily and scanned into a computer for analysis. The
center completes a weekly summary report on all the data received, including
information that can be used by Medicare managers and membership services
departments on new deaths, new terminations, corrections in names and addresses,
and so forth. In addition, each Kaiser site receives a software package through
Microsoft Access. Ibis software stores the aggregate data and produces single-page
member summaries, which tell exactly what the member's responses were to the
eight pages of questions on the Health Status Form Questionnaire.

Sites are encouraged to use information such as physician provider codes,
facility codes, division codes, and so on, to facilitate aggregation of the data in a
useful manner. These aggregate analyses produce additional reports for triaging and
screening new enrollees. Needs for prevention services, acute care services, mental
health services, and so on, are identified for each enrollee based on the self-reported
responses to the questionnaire. This information is integrated into a care plan that is
negotiated with the member and facilitates identification of priority concerns.

Use of information from the Health Status Form Questionnaire has improved
the aggregate description of Kaiser's Medicare population, which in turn has
improved efforts for planning and delivery of services. For example, a baseline
description of the health and service utilization needs of each member is established
at the point of enrollment. This information can be monitored over time to identify
positive and negative changes in health status. The information assists in proactive
treatment and patient triage to augment the standard medical
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care model. This information also helps the staff in medical offices to organize care
and to improve the delivery of day-to-day health care services by identifying those
patients with the most acute need. Medical staff can use this information to facilitate
interactions during the patient's first visit to a physician. The physician is informed
about major issues of concern prior to the patient interaction, and the patient does
not have to repeat information captured by the Health Status Form Questionnaire.

On average, 5 percent of new enrollees are defined as currently frail or at risk
of becoming in the next year. The identification of specific individuals at risk for
frailty facilitates efforts by medical staff to establish complex plans of care and
treatment. Having such plans ensures better coordination and continuity of care as
the patient proceeds from one site of care to another.

Proposed next steps for the project include the following:

1.  Design of a re-screening instrument and methodology to determine
how many years it takes for the nonfrail to develop frailty: the cohort
established for the Social Health Maintenance Organization will
provide useful information to answer this question

2.  Comparison of mortality rates between the frail and the nonfrail: initial
analysis of the data indicates that almost 27 percent of the frail will die
within 12 months of their being identified as frail.

3.  Assessment of the development of new incidence of frailty among the
nonfrail over a 10-year period of time: this will help determine the
sensitivity and specificity of screening at different intervals such as 5,
3, and 2 years.

4.  Initiation of contracts with other health care plans and service
providers to screen their new enrollees in Medicare for frailty.

Committee members expressed a great deal of enthusiasm for Ms. Brody's
presentation on Kaiser's Medicare Screening Project. One question of interest was
whether the Health Status Form Questionnaire could be used to screen nonelderly
enrollees in Medicare. It was pointed out that these patients might benefit from a
similar type of screening and from development of the same type of care plan. Ms.
Brody indicated that plans are underway to use the same instrument with the
nonaged Medicare population. She cautioned that the frailty prediction score would
not be available due to a lack of data and insufficient time to observe outcomes in
this new population. She noted, however, that responses to the questionnaire would
be useful to physicians and health care teams in order to provide a complete picture
of nonelderly members of Medicare and facilitate the development of care and
treatment plans that address a comprehensive set of patient needs.

One committee member noted that the type of screening conducted under the
Kaiser model could yield two different outcomes. First, it could provide a tool and
screening results that would allow plans to avoid patients with certain risk profiles.
Alternatively, it could be a tool to identify risks and then couple the scores with an
appropriate plan. As such, it would be part of efforts to conduct
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quality assessment of care plans. It was also noted that a similar screening effort
was initiated by the OASIS project, which yielded a scale or score for physiological
risk or functional assessment. A representative from HCFA indicated that initial
difficulties with the Medicare Home Health Care Quality Assurance and
Improvement Demonstration Outcome and Assessment Information Set (OASIS-B),
concerning violation of patient privacy, had been overcome and the system was
available for use. A comment was made that the OASIS project also provided the
opportunity to collect data on risks and outcomes that could facilitate development
of care plans and serve as an assessment of the effectiveness of these plans.

Ms. Brody was also asked if the interventions and care plans developed in
response to results from the Health Status Form Questionnaire were mandated
within the Kaiser system and subject to audit. In response, it was noted that Kaiser
developed the Medicare Screening Project in response to some of the requirements
of the Balanced Budget Act of 1997. It was felt that the screening effort had the
potential to define a new target population and associated care plans that could be
tracked though an audit trail. However, the development of the care plans is not yet
a mandatory requirement for all Kaiser facilities. The specific elements of an
appropriate care plan for elderly Medicare enrollees identified as at risk of frailty
have not yet been determined, although efforts to do so are ongoing across the
United States. There is some indication of the need to develop experts or specialty
care services to deal with the needs of a geriatric population. This is particularly true
as the number of aging Americans continues to increase in the coming decades. The
screening effort raises clinicians' awareness of issues relevant to the care of this
population. It also ensures that when a patient comes to a medical setting such as an
ambulatory care center or emergency room, staff will have computer access to the
patient's care plan. This is intended to maintain and improve the continuity of care
for such patients.

The committee also discussed with Ms. Brody the issue of depression, which is
one element of the calculated score for risk of frailty. Specifically, Ms. Brody was
asked to describe the importance of depression in determining the overall level of
disability. In response, Ms. Brody noted that the inability to deal with the chronicity
of their disease over time presents a significant challenge to people who are having
these slow transitions toward death. It was her opinion that depression, lack of
motivation to engage in self-care, and decreased motivation and resilience in coping
with the annoyances of living with chronic disease can build up over time. As
support systems fail, loved ones die and resources diminish, depression seems to be
more evident. The Health Status Form Questionnaire provides clinicians with
specific information about depression. As a result, it can be included as an issue to
be addressed by the care plan.

A final questioned was posed by one of the members of the workshop
audience. The panel was asked if there was anything comparable to OASIS in home
health care for the Medicare enrollee in managed care plans that would be based on
a standardized needs assessment. It was noted that such an instrument would
provide HCFA with an opportunity to compare the effectiveness of treatment
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between different plans. It was acknowledged that the Kaiser project was innovative
and could provide a model for a methodology to identify at-risk patient populations
and develop appropriate treatment plans, especially for more complicated, less
profitable patient groups. Adaptation of the Kaiser methodology by HCFA could
lead to much more effective treatments for patients with complex medical
conditions, as well as the necessary financing and regulatory structure that is often
ignored in discussions of quality improvement.

In response to these remarks, a committee member indicated that HCFA does
have a Medicare risk measure. It is known as the Health Outcomes Study, which
was designed to compare plan performance in the care of the Medicare risk
enrollees. However, this study relies on random selection of patients from each
plan's membership rather than selection of patients based on data. Plans are blinded
to the selection process. Results from the study provide a quality audit rather than a
measure of the effectiveness of different treatment interventions among plans.

HEALTH CARE POLICY AND INSURANCE IMPLICATIONS
OF DEFINING SERIOUS OR COMPLEX MEDICAL

CONDITIONS

A panel of three speakers addressed issues associated with health care policy
and the insurance implications of defining serious or complex medical conditions.
The three panel members were Dr. Helen L. Smits, Dr. Lynn M. Etheredge, and Mr.
Stan Jones. The session opened with remarks from Dr. Smits concerning issues
related to the range of managed care plans, the response of plans' medical directors
to the issue of serious or complex conditions, and potential risks and concerns
associated with plans of care.

Managed Care and Approaches to Regulation

Dr. Smits noted that people writing and talking about managed care today still
tend to think about the original Kaiser staff model. This was essentially an
arrangement in which the insurance plan was buried in a provider system that
owned ambulatory care, specialty care in the original Kaiser model, and the actual
hospital beds and other facilities. This is one extreme model of managed care. In
contrast, one can consider the Oxford system. In this, an insurance company
contracted with providers in a fairly wide range of ways to provide services. These
are the two extremes of managed care, and regulations concerning serious or
complex medical conditions must encompass both models.

In fact, the managed care industry also involves many big indemnity plans or
network-type managed care plans. These types of plans enter into risk-sharing
arrangements with providers, which is somewhat similar to the original Kaiser
model of care. Under such a model, the physician may have within his or her care
team a fair amount of control over what resources are going to be available
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to specific patients. Dr. Smits then addressed issues related to case management in
different types of managed care plans. Most medical directors of plans would begin
to identify categories of patients with serious or complex medical conditions by
collecting information from their case managers about the types of patients they are
managing.

Case management would be very tightly related to the process of patient care
within a Kaiser-type model of managed care, a staff model health maintenance
organization, or a physician group accepting risk. There would be a provider giving
care within the constraints of a care planning process. Someone may be named as
case manager, usually a nurse or a social worker. The plan of care would usually be
developed in full collaboration with, and with the knowledge of, the patient. It is
likely that the patient would know the identity of the case manager. The patient
would also have some involvement in the creation of the plan of care, although the
degree of involvement would depend on the attitudes and preferences of the health
care team. This health care team would be similar to the team described by Dr. Lynn
to provide specialty care.

The classic network-type plan would also rely on case managers, often either
social workers or nurses. These case managers would be very sophisticated and well
trained. In many instances they would have very sophisticated computer support to
inform them about the patient. However, they usually would not know the patient
personally and would not interact with the patient other than by telephone. Their
work would be primarily with providers. They would manage cases and try to put
together a package of services, which would be authorized and paid for, that suited
the needs of a patient with a complex medical condition, such as a pregnant
methadone addict with severe congestive heart failure. Such a patient would need
services in the home as well as require more than one kind of medical care. The case
manager in the plan would generally know who is providing care to this patient and
who is authorizing the services. It is likely that a case manager for a patient with a
serious and complex condition would be unknown to the member, and the care
planning process also would be unknown to the member.

Under this model of managed care, providers with contracts for services would
be responsible for developing the plans of care. Network health plans might, in the
process of making case management decisions about complex cases, receive copies
of a care plan, or discuss it over the phone with the provider, or record elements of it
in the computer. However, the case manager would not be responsible for
developing the plan of care. Rather, the professionals involved in providing care to
the patient would develop the care plan.

Dr. Smits provided the network model of case management and plans of care in
order to suggest to the committee that the development of a care plan increases the
likelihood of duplicating or replicating in some way an activity that really belongs
in the provider's hand. This has its own potential for creating complexities in the
caregiving process. She stressed that many managed care plans are very different
from the traditional Kaiser model with respect to case management and the
development of care plans.
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Dr. Smits then reflected on some of the details of plans of care. She reiterated
that there is a wide range of people with serious and complex conditions. On the one
hand, there are the elderly, particularly the old and the dying elderly. On the other
hand, there are considerably younger people, often with one primary illness such as
HIV/AIDS that is associated with a series of problems. A plan of care is, almost by
definition, something that is wanted by providers. However, it is essential to ensure
that plans of care do not become a coercive activity. The core of the Consumers' Bill
of Rights is to protect consumers, at least in one way, by making sure that they have
access to specialists of their choice.

For example, a patient has been going to the same neurologist for 5 years for a
condition that is progressively deteriorating. This provider is associated with
Hospital A. The patient also knows that friends with the same chronic condition go
to Hospital B in order to see another neurologist in the same network but with a
different approach to treatment. According to the patient's plan of care, she or he has
had sufficient access to a neurologist and all necessary tests. However, the patient
wants to see the neurologist at Hospital B in order to have access to the alternative
treatment. The patient wants the right to see the second neurologist.

Dr. Smits reminded the committee of the importance of not developing
regulations that support efforts by plans to exert excessive control over issues that
are properly individual decisions about care. People ought to have the right to make
choices about their care and care providers. Medicare beneficiaries, especially the
disabled, should have the right to make up their own minds when they want to walk
out of one plan of care and into another. It is equally important to ensure that the
regulations do not advocate for an audit process that identifies managed care
systems as lacking treatment or care plans in instances when patients have chosen
not to follow the suggested plan of care.

Dr. Smits went on to note that fully 50 percent of all of the individuals who
now participate in clinical trials at the National Institutes of Health (NIH) are self-
referred. Many locate information about these trials directly through Internet sites,
by contacting the 800 numbers established for the trials, or by calling the NIH
directly to request information about possible trials. Such self-referrals are a radical
change over the last 5 years, and many of the people self-referring to these trials are
likely to have a serious or complex medical condition such as cancer. These patients
have chosen to walk away from the providers who were involved with their original
diagnosis and treatment plan. In many instances, they will self-refer to a clinical
trial while not informing the members of their original care team. This pattern of
self-referral will be important to consider in any definition or treatment plan for
serious and complex medical conditions. It has implications both for the
committee's definition of serious or complex conditions and for any regulations that
emerge from this definition.

Dr. Smits also urged the committee to consider recommendation of regulations
that would facilitate access to certain special privileges within a health plan by
patients who are defined as having serious and complex conditions. An ex
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ample of such a special service might be to provide patient access to the plan of
care. Currently, network-type health plans have no obligation to reveal the care plan
to the member. Patient access to the care plan would be most important in instances
of disputes about care. Similarly, Dr. Smits cited the issue of advance appeal
mechanisms as a potential special service for patients with serious or complex
conditions. There may be instances where a case manager will have a plan of care
outlining treatment for the upcoming nine months. The patient, however, disagrees
with this plan. Under such circumstances, appeals should not be delayed until an x-
ray or physical therapy does not occur as soon as the patient expects. In fact, Dr.
Smits advocated that the patient be able to appeal the plan as it is laid out for
however long in the future.

The issue of continuity of care was also emphasized in Dr. Smits's remarks. In
fact, discontinuity in care coordination occurs with disturbing frequency in the
current health care delivery system. For example, a plan writes a contract with
someone to provide pharmacy or mental health services; the next day these
providers have been sold to someone else or somebody else has replaced the
provider group. A health plan may have a contract with a large doctor group.
Suddenly, a second plan offers them a special deal if they become exclusive
providers. Consequently, a sizable proportion of members in the first plan choose to
go with the second plan in order to continue with their provider or simply change
plans because they did not like their choice of providers in the first plan. This is a
time of very rapid change in the delivery and reimbursement of health care services.
It is essential that consumers receive protections to ensure that they can make their
own health care choices. Conversely, protections are necessary for consumers in
order to ensure continuity of care when contracts change or expire.

In summarizing her thoughts, Dr. Smits urged the committee to consider
carefully the issues of chronicity, persistence, and progressive deterioration in the
definition of serious or complex medical conditions. She specifically cited
pregnancies covered by Medicaid plans, which can involve serious and complex
conditions that are ultimately resolved when the pregnancy ends. This does not
mean that the conditions are any less serious or complex or that the patient is any
less entitled to special protections during pregnancy. Other examples of serious or
complex conditions that eventually resolve include some cancers, severe infections,
and episodic crises for patients with HIV/AIDS. These conditions are more
prevalent in younger populations. It is important not to label a patient as serious or
complex for a lifetime, particularly when payment systems are not adaptable if, in
fact, the medical condition changes over time.

The committee requested clarification and additional details from Dr. Smits on
a number of issues. Specifically, she was asked about members of the HealthRight,
Inc., managed care plan with serious or complex medical conditions and whether
their classification as serious or complex had any relationship to the amount of
money being spent on them? Dr. Smits agreed that enrollees with serious or
complex health conditions were likely to appear on a printout of the highest-
expenditure patients over a period of 5 or 6 months. It was suggested
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that expenditure of resources might be one method of identifying patients with
serious or complex medical conditions. Dr. Smits was then asked if patients with
serious or complex medical conditions would comprise the top I percent of the
highest-expenditure patients.

In response, Dr. Smits pointed out that the most expensive members in
Medicaid managed care are premature babies. The costs are overwhelming during
the time these infants are hospitalized. A plan of care was established for the
interval of hospitalization, but after discharge there is not a great deal of care
management for these infants. She pointed out that if a health care plan looked just
at the most costly I percent of its enrollees, many premature infants would be
identified, but the plan would miss people with serious or complex conditions who
comprise the top 5 or 10 percent of total expenditures.

Dr. Smits was also asked if a premature infant would still be considered a
serious or complex patient after discharge from the hospital. She acknowledged that
this was likely to be the case immediately following discharge because the infant
would most likely require some home care. Case management would continue for
those infants with serious disabilities. In contrast, some infants would be released to
home quite healthy, and after 4 or 6 months, if the mother is reliable about follow-
up visits, further case management would not be required.

Dr. Smits was also queried about when a managed health care plan would
decide that case management was no longer necessary for a specific patient. She
acknowledged that the final answer to this is not yet known but suggested that it
might be when requests for services are discontinued. She also noted that in some
cases, there would be a very clear cutoff point. For example, a severely ill pregnant
woman would require intensive case management including home services until the
birth of the baby. Following the birth, special services continue on a tapered basis
for the first 3 months and then are usually no longer required. Dr. Smits advocated
for managed care plans using good computer systems for case management that will
allow the case manager to close a case but also generate a reminder in 4 or 6 months
to follow-up with the patient or provider to determine current health status and needs.

A similar question about duration and scope of case management for disabled
children was raised. Dr. Smits explained that such children would require one or
more case managers or care coordinators because of their eligibility from birth to 3
years of age for services that may well include non-Medicaid services, so as to
ensure access to early invention programs and Title V services. She pointed out that
although Medicaid would not be the payment source for such ancillary services, the
Medicaid case manager would be expected to know where these services could be
found. There would be an incentive to find them and link the member to them at
every level, from low-level services such as locating certain kinds of equipment or
furniture for use in the home to very high-level services such as access to
specialized training and education programs. Establishing links to community
services would be an essential aspect of the Medicaid case manager's responsibilities.
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The committee explored in further detail Dr. Smits's remarks concerning
special protections. She was asked to define what these special protections might be
and what they might protect against. In response, Dr. Smits referred to the proposed
final regulations from HCFA for the Medicare+Choice program. According to Dr.
Smits's interpretations of the original legislative language for the Consumers' Bill of
Rights, people with serious and complex conditions may not be receiving as good
care as they should be from managed care. Some of these patients are doing fine and
do not require any protections. Having the right to know about things such as their
plan of care, the right to appeal forward, and similar rights will help people who are
dissatisfied with the services provided by their managed care plan to improve their
situation. Special protections may be necessary if patients are to have at their
disposal all of the possible tools to obtain good care on their own behalf. Dr. Smits
cautioned the committee that her remarks about special protections were not
intended to imply that everybody is dissatisfied with the care provided by their
health plan. Rather, the term was used in a generic sense to address consumer
protections in health care.

Dr. Smits was further queried about the issue of special protections and
whether they should protect patients from certain events or rather ensure access to
special services. She clarified that special protections would apply to ensure that
patients received the care they chose instead of the care that their doctor(s) wanted
to provide. The committee commented that remarks from earlier presentations by
Dr. Lynn and Ms. Brody advocated strongly for case management for patients with
serious or complex conditions, in which one individual assumes responsibility for
coordinating all aspects of the requisite care. Dr. Smits generally concurred with this
perspective but suggested that it might not apply as well for the elderly or for
patients who do not want details about certain aspects of their health (e.g., mental
health treatments) revealed to their primary care provider. Efforts to maintain the
privacy and confidentiality of patients can often result in giving them control over
what information is to be shared.

Pursuing this line of thought, Dr. Smits was asked if providers would need to
be exempt from liability for full responsibility for patient care in instances where
they were uninformed about aspects of a patient's medical care and health status. In
responding, Dr. Smits used Connecticut as an example. Under current Connecticut
law, the provider cannot know about mental health services or family-planning
services unless specific permission has been given by the patient for such
information to be released by the health care plan. Similarly, in New York State,
health plans cannot provide primary care providers with lists of all medications
taken by their patients. To do so could result in disclosure of information about
patient use of psychopharmaceutical agents because in doing so, the plan would
reveal information about mental health care services. Dr. Smits acknowledged that
this presents significant challenges to primary care providers who must be absolved
from responsibility for mistakes that could be attributed to lack or inadequacy of
information. However, privacy is a very significant issue for most patients.
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The committee then turned its attention to Dr. Smits's remarks about providing
members of managed care plans with an advance appeal mechanism for specific
aspects of the care plan. It was pointed out that Medicare currently has an extensive
external appeals mechanism in place that permits patients to appeal any denial of a
service of any sort. Dr. Smits was asked if she was suggesting that the existing
Medicare mechanism should be expanded to give beneficiaries the right to appeal a
care plan for external review. Dr. Smits elaborated further on her comments first by
pointing out that a denial of service means that a claim has been submitted and not
paid or a request has been made to authorize a service and the request has been
denied. For example, a physician wants to do magnetic resonance imaging (MRI) on
a patient. The plan is contacted by the provider for approval of this test, which is
denied. The provider can appeal this decision under the current Medicare appeals
process. Dr. Smits suggested that people with serious and complex medical
conditions should be allowed to review their plan of care and to proactively appeal
elements of the plan with which they disagree. These patients should have
opportunities to appeal future events outlined in care plans in order to eliminate the
delays that occur under the current system of denial.

Dr. Tony Hausner of HCFA provided further clarification of some of Dr.
Smits's remarks. First he noted that the regulations for Medicare+Choice require
that a care or treatment plan be developed for all persons with serious or complex
conditions. In response to questions from plans about giving beneficiaries the right
to approve these care plans, HCFA encouraged managed care organizations to allow
the beneficiary to participate in the development of the treatment plan but did not
mandate it. Dr. Hausner also noted that the proposed final regulations for Medicare
+Choice have requirements for coordination of care, especially for persons with
serious or complex conditions. These requirements are contained in Section
422.112, Access to Services, of the Federal Register publication of the final rules
concerning establishment of the Medicare+Choice program (Federal Register, June
26, 1998).

With respect to Dr. Smits's comments about appeals, Dr. Hausner clarified that
the plan of care can be appealed to an external organization. He suggested that a
grievance process would apply in such instances where a patient would want to
express disagreement with his or her plan of care. He also expressed strong support
for case management systems and recommended Sierra Health Services in Nevada
as a very comprehensive case management system that would merit consideration
by the committee.

Dr. Smits suggested that HCFA consider reimbursement of providers for the
time taken to prepare plans of care. Payment for a mandated service such as the
development of care plans would seem to be appropriate. The committee
acknowledged the importance of Dr. Smits's observations about issues of personal
control over health care decisions and the complexities posed by the expression of
such personal controls. It was pointed out that Medicare still provides enrollees with
choices about whether to be in a managed care or a fee-for-service indemnity plan.
Dr. Smits was asked if she believed that persons enrolled in
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managed care plans should have the same amount of free choice as persons enrolled
in indemnity plans. Do you tell patients enrolled in managed care plans who request
more choices and involvement in their care plan to switch to a fee-for-service plan?
Alternatively, do you explain to the patient that certain guidelines and management
rules are associated with the choice to enroll in a managed care plan? Dr. Smits
pointed out that health care reform is moving toward a time when patient choice will
no longer be as easy or frequent as it is even now. However, if patients are locked in
for a year to a specific Medicare managed care organization, they need some
protection of their right to make choices about their health care. Dr. Smits expressed
doubt that Medicare members who have chosen managed care should be entitled to
absolute, total free choice. She concluded that for the elderly enrolled in Medicare
managed care plans, privacy and confidentiality will be equally as important as the
right to independence and personal choice.

Implementation Strategies for the Medicare+Choice
Regulations Concerning Serious or Complex Medical Care

The remarks of Dr. Lynn M. Etheredge addressed possible implementation
strategies for the Medicare+Choice regulations concerning patients with complex or
serious medical conditions. He focused particularly on some policy context for
thinking about data systems in Medicare and actually making such systems work to
produce change. Dr. Etheredge acknowledged that Medicare has had much more
experience in developing regulatory requirements in data systems than in actually
using data systems effectively to bring about changes in health care delivery. Issues
addressed by data systems include fundamental questions of taxonomy—what is
medical care and how it should it be organized? Often the data systems involve
multiple agendas and multiple organizational responsibilities. Medicare plans try to
determine who is reporting to whom for what purpose and to identify appropriate
uses for data. In doing so, one is actually trying to define a health care system in a
health care environment in which such systems do not occur naturally or, if they do,
are organized around medical disciplines and individual institutional roles.

Dr. Etheredge suggested that these issues reflect a very early stage of managed
care. Efforts are ongoing to answer questions about the type and extent of
management that should be provided by managed care plans, especially for patients
with serious or complex medical conditions. If not case management for serious or
complex conditions, what is managed care doing in addition to limiting costs? The
issue of defining serious or complex medical conditions raises some fundamental
issues of accountability: who is accountable, how are they held accountable, and
what is the heart of managed care? Such discussions begin by examination of
current ways of thinking, conceptualizing, and defining medical activity. However,
the earlier remarks by Mr. Crowley, and Drs. Durant and Lynn, emphasized that
current concepts of care delivery and management do not
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relate very well to issues that arise for plans providing care to patients with serious,
chronic, and complex medical problems.

Currently, managed care is organized either around institutions such as
hospitals or, more frequently, around the practice of fee-for-service medicine. Data
are readily available to count numbers of physician visits, medical and laboratory
tests, admissions to hospitals, and visits to emergency rooms. In contrast, data to
describe improvements in patient health status, effectiveness of treatments for
diabetes or cancer, or failures to improve health status are not readily available or
reported.

Dr. Etheredge cited the recent report of the Institute of Medicine National
Cancer Policy Board on quality of care for cancer patients. The report demonstrated
that answers to questions about the quality of care received by cancer patients are
not readily available. Existing data systems to monitor and measure quality of care
are only in the very early stages of development. The report included a number of
ambitious recommendations to respond to this informational gap. Specifically,
measures to assess quality of care have to be developed. Benchmarks for standards
of quality care for cancer patients should be established.

Dr. Etheredge urged the committee to consider the recommendations of the
National Cancer Policy Board report and identify those areas that would be
representative of the issues relevant to serious or complex medical conditions. He
also recommended that the committee view its policy challenge as one of initiating a
process of developing a quality management and reporting system for patients with
serious or complex medical conditions that would apply to both managed care and
fee-for-service plans. He argued that the two types of plans should apply similar, if
not the same, standards of care for patients with serious or complex medical
conditions. Dr. Etheredge advocated for an outcome or set of outcomes that would
be both useful and future oriented.

Medicare has tens of thousands of pages of regulations, and it is very easy to
take any problem that occurs and write more regulations about it. The problem is
actually getting anyone to apply these regulations to the practice of health care. Dr.
Etheredge emphasized that any requirements or regulations resulting from the
committee's deliberations on serious or complex medical conditions should be
something people can apply and find useful today. Such regulations should also
include support for efforts to build a new kind of quality system, measurement
system, or accountability system for the future, in recognition of the fact that there
will be several more evolutions beyond what this committee is able to accomplish
within a limited time.

Dr. Etheredge made reference to some of Medicare's previous experiences with
trying to change the medical care system and get it to behave in different ways by
defining and classifying certain kinds of patients and constructing payment systems
around these new classifications. For example, the development of diagnosis-related
groups (DRGs) was probably the most ambitious attempt to reform the Medicare
classification system. It took more than 10 years to accomplish and was developed
by quality assurance engineering experts at Yale. The DRG system tried to move
beyond per day and per admission to define a diag
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nosis and a procedure to which modern management techniques could be applied.
This would allow Medicare to manage the system, measure the quality, measure the
cost, pay on this basis, and complete the health system on this basis. The DRG
system came from a whole different paradigm that attempted to define patients in
terms of needs and then follow through with specific procedures to fulfill these
needs. The greatest impact of the DRG classification has probably been on payment
systems, although there may be some cases in which providers are managing quality
on this basis.

Examples of other areas with experience relevant to the efforts of the
committee to define serious or complex medical conditions might include the
following:

1.  coverage of kidney disease patients and other serious or complex
conditions, combined with efforts to build payment systems and
quality assurance around these categories of patients;

2.  hospice care;
3.  nursing home care and regulations, especially those focused on issues

of quality assurance, plans of care, and related requirements;
4.  efforts by HCFA to define Centers of Excellence for interventions such

as coronary artery bypass surgery and to establish benchmarks for state-
of-the-art plans and providers; and finally,

5.  risk adjustment using adjusters that are better predictors of health care
utilization than patient age, gender, welfare status, nursing home
status, and so forth.

Dr. Etheredge noted that many of the better predictors of health care utilization
might include race, socioeconomic status, and patient status as alive or dead. He
commented that these are not necessarily socially or politically correct, and many of
them would be susceptible to gaming if they were used. Problems arise, however,
when efforts are made to label or categorize people. He concluded that the most
effective methods for patient categorization would combine clinical and actuarial
data. In order to impact the health care delivery system, plans will have to pay for
better care or give people choices to select their own care. In the absence of a
payment system that is integrated with data systems on quality, there will be a
tendency to have the regulators fighting against economic incentives, and economic
incentives usually will win.

Dr. Etheredge also noted that in general, managed care organizations have
focused on populations under age 65. This is where most of their expertise has been
obtained. People who are terminally ill and all of the Medicare beneficiaries who are
going to die due to the processes of aging are very different kinds of populations.
Many of the things that managed care plans do or have done for people under 65—
for example, triaging people away from specialists and primary care—will
frequently have to be reversed to meet the needs of elderly populations. It is
important to note that current and new managed care plans will not have the
expertise to meet the needs of the elderly Medicare populations.
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Despite this lack of expertise, there is a real need to provide beneficiaries with
assurances that plans of care will be developed and followed and that care
management is in place and intended to improve the lives of patients rather than
conceal efforts to ration care.

Case managers will be among the first users of definitions of patient categories
such as serious or complex. If these definitions are well conceptualized, they can
accomplish a number of goals. They can identify patients who actually need more
services. They can get patients to agree that they need more services. They can help
case managers to coordinate care and can even allow clinicians who choose to
specialize to compete for patients on the basis of the specialty care they can provide.
It would be very useful to have competition on this basis, but in order to do so,
systems are going to be required that not only define patients but also offer choices
and resources to provide care. This is one reason that actuaries will have to become
involved in some of this work.

In Dr. Etheredge's opinion, the health care system is moving in the direction of
providing patients with more choices than are currently available. Patients
diagnosed with a particular illness such as cancer, congestive heart failure, chronic
obstructive pulmonary disease, or stroke will be offered a series of choices that
would allow them to enter specialized care programs having a partial capitation
payment. This would allow the development and organization of care delivery
systems that would compete to take care of stroke patients or patients with any of
these other conditions. To accomplish this, it would be necessary to have criteria to
define clinically relevant populations at need, as well as actuarial data about these
populations that would support the calculation of some costs for care, to ensure that
there really is effective choice and incentive for competition.

This type of information would also be useful to health plan managers,
especially network managed care plans, in which contracts must be established with
health care providers to ensure access and delivery of services to patient
populations. Such plans then have a choice of different providers of care in different
settings. If plans were able to define patients with needs for particular arrays of
service, they could then begin to monitor the effectiveness of these treatment
services and develop strategies for more equitable cost management. This
information would support the efforts of health plan managers to do a better job of
managing and selecting their own providers. In turn, the boards of health care plans
would have information to hold their own managers accountable and compare the
performance of cost plans to see how well they are doing.

External reviewers should be available to meet audit requirements imposed by
the Joint Commission on Accreditation of Hospitals, National Commission on
Quality Assurance, and state regulators. It is essential to be able to examine a plan
and determine if the quality of care represents the state of the art or standards for
acceptable quality.

Finally, Dr. Etheredge argued that purchasers need a well-designed data system
for chronically ill patients to begin to determine if they are getting value for the
money. In most populations, including Medicare, about 5 percent of the
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population uses 50 percent of the care and 20 percent of the population uses about
80 percent. This allows health care plans to focus on a fairly small number of
patients and have good control over the expenditure of resources.

Dr. Etheredge also encouraged the committee to consider patients who are dual
eligible for both Medicare and Medicaid. This includes about 6 million people who
use about 30 to 35 percent of the resources from both programs. These are
expensive, complex, and difficult patients, and HCFA and states are trying to
develop new systems that would support reporting on the quality of care provided
for these patients.

Dr. Etheredge strongly urged the committee to consider a continuum of
options, starting from the very simple option of saying there has to be a plan of care,
involvement of a specialist, and a few things to be checked off and audited for
patients with serious or complex medical conditions. This should then be expanded
to include consideration of systems of care that can take care of both patients
younger than 65 years with a need for acute care and an older population that is
increasingly defined by chronic and multiple health problems requiring coordination
of care by many providers. Such a system of care should involve the patient, family
members, and professionals working together to determine patient needs and
strategies to manage lives that are increasingly limited by disabling diseases.

He further suggested that the committee should decide what point to choose on
that continuum of options. If the committee selects definitions and regulations that
are more limited in nature with a greater likelihood of immediate usefulness, it will
be equally important to set in motion a series of recommendations, perhaps similar
to those of the National Cancer Policy Board. Such recommendations would better
define who is accountable and how the system would work in response to more
complex options. The initial efforts of the committee should form the foundation for
building a better system of care management and better system of choice for all
patients. The committee was encouraged to ensure that its recommendations,
especially those associated with quality assurance improvement efforts, would be
coordinated with similar efforts underway by Dr. Lynn and her colleagues and the
National Commission on Quality Assurance.

In closing, Dr. Etheredge encouraged the committee to consider its efforts as
part of an overall, ongoing strategy to build a better system to provide care to all
patients, especially those with serious or complex medical conditions. The work of
the committee should establish a foundation from which many other uses and users
can develop.

The committee requested that Dr. Etheredge expand on his comments
concerning; application of the DRG system to the development of possible
definitions for serious or complex medical conditions. In response, Dr. Etheredge
described an ongoing, collaborative research effort in which he is trying to define
new delivery systems for terminally ill patients. This effort requires the involvement
of clinicians to review epidemiological data to identify the major causes of death.
Actuaries then review Medicare data to determine what can be
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known about the actual experience of diagnosing and treating these conditions.
There is particular interest in defining the number of patients with one or multiple
conditions and assessing costs and variations in cost for care. Dr. Etheredge also
referenced work done in collaboration with HCFA in which epidemiological and
cost data for chronic obstructive pulmonary disease and congestive heart failure
were reviewed. These analyses can yield estimates for capitation payments for
patients with these two health conditions. He suggested that specific cancers would
also be amenable to this approach, and he referred to stand-alone cancer care centers
that are competing for the business of managed care plans.

The committee pointed out that by and large managed care in this country is
discounted fee for service. Dr. Etheredge was asked to address the distinctions
between things over which managed care plans have direct control and factors
associated with the behaviors of health care providers who work for multiple,
different plans including some fee-for-service and some managed care plans. It was
pointed out that one of the main reasons the committee had been formed was to
address the issue of inequitable access to specialty care. More specifically, the
committee had been asked to determine if there are some benefits ensuring access to
specialty care that are available to people with fee-for-service plans and not
available to those receiving health care coverage from managed care plans. From
this perspective, a second question was raised by the committee about whether
managed care plans are being asked to develop a ''miracle'' health care delivery
system to deal with the needs of persons with serious or complex medical conditions.

Dr. Etheredge agreed that the managed care industry is likely to be worried
about whether it will suddenly be required to solve every problem in the health care
system. In response to the question about whether it is appropriate to view providers
and health care plans as separate or integrated entities, Dr. Etheredge opined that the
two are an entity if the plan is a managed care plan. The integration of the two is
part of what is sold about managed care companies, and consequently, managed
care plans should be held legally responsible for the care that is being delivered. If
the managers of the managed care company do not know who has a serious or
complex conditions and are not monitoring the quality of care being provided to
these patients, who is and for what are they being paid? Dr. Etheredge further
elaborated that there is a reason to treat managed care companies as an entity
because they put themselves forward as an entity to manage care. He suggested that
it will be important to use similar approaches to reform fee-for-service plans and
develop a continuum of options, particularly for the chronically ill and terminally ill,
that would pay for programs of care on a mixed capitation-fee-for-service basis.

Dr. Etheredge noted that part of the problems with managed care is the current
payment system. If a plan is losing money or struggling to survive in a competitive
environment, most directors of managed care plans will look first at their enrollees
who are costing them $20,000, $30,000, or $60,000 a year. This may result in a
reduction in provision of the services of specialists. Such problems might be
resolved if Medicare moves away from pure capitation toward
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mixed capitation and fee for service as a basic way of paying for health plans.
Alternative payments plans will be of particular importance for high-cost patients.
Identifying the types of patients who would benefit most from these new kinds of
payment systems will be a useful and important first step.

Dr. Etheredge was also asked his opinion of the feasibility of developing
payment systems for illnesses that have reasonably defined futures that could lead to
the determination of a lifetime charge for the management of these illnesses, no
matter the final outcome. Dr. Etheredge concurred with this approach. He pointed
out that it raises a very fundamental issue about the nature of disease in medical care
—that is, how much of it is predictable and manageable for what populations? This
approach also requires that outliers be eliminated from the payment equation. It
remains to be determined how many of the serious and complex conditions can be
considered predictable and manageable after the outliers are removed. Dr.
Etheredge's research with Dr. Lynn suggests that lifetime costs can be determined
for patients diagnosed with congestive heart failure and chronic obstructive
pulmonary disease. Calculating these costs and managing these conditions well
results in a significant amount of savings. In the absence of good disease
management, patients ultimately seek care in emergency room visits that are quite
costly. Systems such as those implemented by Kaiser for patients with congestive
heart failure, which involve a daily telephone call to check on health status and
weight, can be effective in preventing predictable crises and keeping patients out of
emergency rooms. This, in turn, saves a lot of money.

There may be other conditions for which case management and cost savings
are not possible due to the nature of the illness. It is extremely important however,
to try to manage care over the long-term for parts of the Medicare population rather
than provide episodic care with discounted fee for service. To the extent that
effective care management systems can be developed for specific patient
populations, efforts should be devoted to building these systems. Other patient
populations may have to continue with episodic care management. Dr. Etheredge
suggested that the committee advocate for research programs to begin to resolve
these issues so that managed care companies will actually be able to manage care in
predictable ways for improving outcomes. At the moment, this is very difficult for
almost anyone to do.

The committee also discussed with Dr. Etheredge the issue that disaggregated
systems of health care payment further exacerbate problems caused by a poorly
coordinated health care delivery system. It was noted that one recent policy change
resulted in limiting home care visits to homebound patients, which could alter or
have adverse effects on the costs and even the outcomes of certain chronic diseases.
Many patients such as diabetics and those suffering congestive heart failure had
received home services in the past although these patients were not necessarily
homebound. They did, however, benefit from home visits to maintain their
condition. Dr. Etheredge was asked his opinions about the possible impact of such a
policy change regarding home health and
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how it might affect the whole continuum of care and the management of chronic
disease.

In reply, Dr. Etheredge noted that there is great concern and suspicion about
adding new entitlements such as home health or case management as an open-ended
benefit. The cost implications of such open-ended benefits could be staggering. Dr.
Etheredge cited a previous publication in which he and his colleagues suggested that
case management should be targeted to specific patients who meet specific criteria.
Such care could best be delivered through prefer-red provider organizations (PPO)
type contracts. Case management organizations should be selected competitively,
and the patient's physician and the patient should select them so that they are
responsive to what they want and the kind of care that is developed in the care plan.

Dr. Etheredge also pointed out that the issue of fragmentation of payment
systems is not particularly relevant to Medicare populations. There is Medigap
coverage, but Medicare is so dominant and large today (and will continue to grow in
the near future) that if Medicare pays for something for the elderly, other
components of the health care delivery system start to provide these services as
well. If Medicare doesn't pay for something, such as new programs for the
chronically ill and so forth, other plans tend not to provide these services. So there is
the opportunity to define a new system here using $200 billion a year of purchasing
power. This is a nice resource to support efforts to reform the health system. If
however this purchasing power is not applied, new programs for certain patient
populations such as those with serious or complex medical conditions will not
develop. Furthermore, systems to ensure improved quality of care will not emerge
because the resources will not be there to pay for them.

Dr. Etheredge's remarks prompted several comments and questions from Dr.
Hausner of HCFA. First, Dr. Hausner asked if Dr. Etheredge's research
collaboration with Dr. Lynn would be compatible with HCFA's effort to establish
the diagnostic cost group system, which is almost ready for the first stage of
implementation and will be based on inpatient diagnosis. The intention is to expand
the system to include all the data systems that would provide opportunities to look at
multiple medical conditions, not just the primary condition.

Dr. Etheredge explained that his work with Dr. Lynn involved efforts to
determine if the Medicare population could be divided into groups, including
categories for the five leading causes of death: heart and lung failure, cancer, stroke,
and dementia. The next step would be to determine if a reliable clinical indicator
could be found that would identify patients as members of one of these five groups.
The final step would be to determine a reliable payment system based on such
clinical information. In one sense, Dr. Etheredge suggested that his work with Dr.
Lynn is moving away from HCFA's efforts with the diagnostic cost group system.
The latter system is getting more and more sophisticated and more and more
complex. The collaborative work with Dr. Lynn is more simplified, which is
necessary to develop estimates of payment for care of patients with these five
conditions. It may be that greater differentiation beyond the five conditions does not
improve the predictive value. Patients with one of these five conditions will
typically have six
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or seven other diagnoses as well, but this information may not contribute in a
meaningful way toward prediction of health care costs. From these perspectives, the
work of Drs. Etheredge and Lynn is not compatible with HCFA's efforts to develop
the diagnostic cost group system.

Dr. Hausner also concurred with Dr. Etheredge's earlier remarks about the
importance of moving toward payment plans that involve mixed capitation and fee
for service. In fact, the work of Joe Newhouse and others in this field indicates that
trying to take a purer capitation and adjusting it to all these sophisticated measures
does not achieve a more fair system of paying plans and paying for patient care that
is possible with a mixed capitation, fee-for-service system.

Dr. Hausner also noted that HCFA is concerned with improving the fee-for-
service system as much as the managed care system. Consequently, it is working
with HEDIS and the consumer assessment system and developing quality
improvement projects for fee for service. He expressed the opinion that managed
care is in the forefront in terms of developing some management systems that will
improve quality care for chronic conditions as well as care for all patients in
general. The assessment systems that are being put into place and case management
systems are innovating disease management. Both managed care and fee for
services need dramatic efforts to improve the coordination of patient care, but
managed care seems to have made a number of strides in specific areas, and it will
be important to apply these lessons to the fee-for-service system.

Serious or Complex Medical Conditions: Insurance Issues

The final speaker at the workshop was Mr. Stan Jones. Mr. Jones opened his
remarks by suggesting to the committee that it may not be possible at this time to
respond to the questions posed by HCFA in the charge to the committee. He argued
that simply developing a definition of serious or complex medical conditions,
including recommendations about when access to specialists should be provided for
Medicare+Choice enrollees, fails to address the fundamental problems and
challenges of the current health care delivery system. Committing the resources
necessary to develop sound definitions for serious or complex medical conditions
could begin to resolve some of these basic problems.

A fundamental problem is to ensure that higher-quality, better-coordinated care
is available for really sick people. He noted that a primary obstacle to resolving this
problem is the current lack of knowledge about ways to pay a fair price for people
who cost a lot either to health care plans or to providers. Consequently, important
financial disincentives have been built into the care delivery system, and there is a
lack of confidence about the quality and coordination of a complex array of
services. Mr. Jones noted a second fundamental problem—beneficiaries do not
really know how to choose among providers or plans based on quality. Consumers
do not know how to evaluate the quality of the care they are receiving, especially
those with serious or complex medical conditions.
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Mr. Jones then suggested to the committee that it follow an ongoing process to
develop a definition for serious or complex medical conditions. This process would
acknowledge that all serious or complex conditions cannot be defined at once. Some
conditions may be readily apparent as serious or complex. The definition of serious
or complex illness might include consideration of specific health conditions
combined with consideration of issues of functional status. The list would likely
grow over time, and it is unlikely that all persons with a serious or chronic condition
have been identified. Mr. Jones emphasized that efforts to identify conditions as
serious or complex would be part of an ongoing process. He further suggested that a
number of different players should be involved in the process of identifying serious
or complex conditions. These would include clinicians, insurers, actuaries, and
sophisticated consumers.

Mr. Jones pointed out that the process of the National Committee for Quality
Assurance for the development of quality standards might be applicable. The group
of individuals involved with identification of serious or complex medical conditions
could contact the National Committee for Quality Assurance to request a hearing to
support the development of a new set of standards to select serious or complex
conditions. The group should elicit external input and advice in determining if an
area ought to be defined as serious or complex. It would also be important that the
group have the capacity to advocate for more inclusive definitions of serious or
complex medical conditions. This would help prevent different disease advocacy
groups from advancing definitions that are more detailed and fragmented.

Mr. Jones emphasized that his suggested approach to defining serious or
complex medical conditions must be conducted on an ongoing basis and that the
committee should initiate the process. The committee should also try to identify
some of the criteria that conditions must meet to be added to the list of serious or
complex conditions. These criteria are likely to be added and refined over time.

In justifying his suggested approach, Mr. Jones pointed out that in the current
system there are strong financial incentives not to invest capital and effort to
improve the quality of care for high-cost populations. The premium level that
insurers or providers receive for patients with serious or complex conditions is well
below the costs they incur. As a consequence of these high-cost subscribers, the
premium that the plan must charge for all of its subscribers must be increased,
making the plan less competitive. Consequently, there is an incentive for plans and
providers not to attract a lot of patients with serious or complex conditions that will
incur high cost.

A fair payment plan for high-cost patients with serious or complex conditions
is necessary to create incentives for both providers and plans to compete and enroll
these people. A system of fair payment is likely to encourage plans and providers to
invest capital and resources in improving the quality of care for this patient
population. The development of fair payments will rely on data that allow HCFA,
health care plans, and providers to develop accurate estimates of costs to care for
these conditions. In fact, Mr. Jones argued that the availability
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of cost data should be one of the key criteria in determining what conditions are
considered serious or complex.

Mr. Jones also noted that the distinction between one serious or complex
illness and another—or between an ordinary, everyday garden-variety condition and
a serious and complex condition—has to be clinically precise. In the absence of
such clinical distinctions, providers will group diagnoses and try to bill for the best
price possible. Providers must develop thoughtful and realistic prices for the care
that is delivered. Unfortunately, at this time, providers are not usually very accurate
or skilled in determining realistic estimates for cost of care. There are, however,
organizations in this country that can work with providers to develop such
estimates. Clear clinical definitions for serious or complex conditions, combined
with the ability to accurately estimate costs of care for these conditions, will allow
providers such as specialists to develop proposals for insurance companies to care
for such patients. This can allow specialists the opportunity to get involved with
health insurance and compete with other health care plans to provide an array of
services for specific groups of patients.

Mr. Jones offered another reason for adhering to an ongoing process to identify
serious or complex medical conditions. He suggested this as a method to hold
HCFA more accountable for issues of quality of care. He observed that managed
care plans have a deep suspicion that under traditional Medicare, people are not
getting the quality of care that is available through other types of health plans. The
ability to systematically define serious or complex conditions would allow tracking
and comparisons of quality of care between Medicare and other reimbursement
systems external to HCFA. This evaluation would be a method of discipline for
traditional Medicare.

Yet another reason to engage in a systematic, ongoing process to define serious
or complex medical conditions is to help beneficiaries understand better the services
available to them and the quality of these services. Mr. Jones suggested that most
consumers have difficulty in determining where they can get the best-quality care.
This can be especially true for those with serious or complex medical conditions
that require a full array of medical, social, emotional, and functional care services.
Mr. Jones referenced his work with elderly patients. Providers can itemize a list of
conditions and health problems confronting these patients. However, asking the
patients to identify the problems often results in a different and much simpler list.
This simpler list of health concerns forms the basis for their selection of a health
care plan.

Mr. Jones then suggested that the committee consider a distinction between
consumer choice at the point of service versus choice at the point of diagnosis. He
asserted that patients get much more concerned and serious about providers and
different types of health care plans when they are diagnosed with a condition. At
this time, patients have a much greater understanding of the different types of care
and service needs and wants. It may be at the point of diagnosis of a serious or
complex medical condition that people under Medicare should have a choice among
certified plans or the traditional Medicare program. The choice of health care plan
may best be made at the time a patient is diagnosed with a
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serious or complex medical condition and advised about the types of services and
care that will be required. Furthermore, Mr. Jones pointed out that if a reasonable
reimbursement has been determined for the condition, it is likely that information
and advertisements may be available to help patients decide which plans would best
suit their needs. Such information might be provided by local specialty groups that
have contracted with HCFA to provide services to patients with specific conditions
for predetermined, equitable reimbursements. In larger metropolitan areas, patients
might have several different specialty groups providing such information to them
and making an effort to attract them. Mr. Jones concluded that this would be much
more desirable than requiring plans or providers to let patients select specialists and
go to them whenever they choose.

A committee member asked Mr. Jones for his opinions on different types of
reimbursement mechanisms for special-needs patient groups. Specifically, he was
asked to comment on the use of actuarially defined payments combined with stop-
loss options as well as partial fee for service. In response, Mr. Jones suggested that
the most realistic way to deter-mine the appropriate amount of payment for patients
with serious or complex medical conditions would be to solicit proposals for
specific conditions. From HCFA's perspective, it would work best to identify a
group of patients for whom services are required and realistic costs of care can be
estimated. The Health Care Financing Administration could then request proposals
from plans to provide care to these patient groups for the estimated capitation rates.
Mr. Jones discouraged the use of a stop-loss approach to correct actuarially defined
payments.

The committee also inquired about Mr. Jones's thoughts concerning plans'
reactions to being held accountable with report cards. It was pointed out that report
card information could be very useful for consumers and would allow them to "vote
with their feet." Mr. Jones indicated that a report card that could evaluate the care
and outcomes of a specific group of people with a similar category of serious or
complex illness would be extremely informative to consumers. It is extremely
important to provide consumers with information that is pertinent to their specific
situation before they can do anything about it. The nearer you can get to a patient's
specific situation, the more potent is the information going to be. He acknowledged,
however, that such report cards have a number of limitations and that many plans
will not have sufficient numbers of patients within a category to support meaningful
analysis and interpretation of quality-of-care information. It would be important also
to focus on institutional and other requirements that plans or HCFA might make in
the interest of improving and monitoring quality of care.

Mr. Jones was also asked to comment on patient populations for whom cost
estimation could not be developed because of lack of data. Potentially such patient
groups might not be offered coverage and, as a result, might have the greatest need
for a definition of serious or complex conditions and access to an array of services
including care from specialists. Mr. Jones acknowledged the likelihood that there
will be groups of patients who are difficult to categorize clinically and for whom a
standardized reimbursement can be calculated. The whole
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issue of defining serious or complex medical conditions is quite large and unlikely
to be solved completely for all patient groups. However, he urged the committee to
begin the process of addressing issues related to defining serious or complex
conditions and noted that information and data may become available in the future
to address the needs of more difficult categories of patients.

Mr. Jones was asked to elaborate further on his conceptualization of consumer
choice at point of diagnosis rather than point of service. Specifically, he was asked
to identify some of the risks of such an approach and how these might be rationally
apportioned in this context. In response, Mr. Jones expressed the opinion that a
patient first becomes really interested in the delivery system when he or she is
diagnosed with something that is complicated or serious and requires a lot of
services. Insurance surveys indicate that prior to this point, consumers are likely to
change plans and do not have a great deal of provider loyalty. They are motivated to
find the best plan for the best deal, and they are not concerned about their provider
because they do not see him or her very often. However, patients' interests and the
need for choice change at the point of diagnosis. Mr. Jones asserted that at this
point, the consumer becomes a patient who is serious and ready to look for the best
options for his or her particular condition. These options might include the plan in
which the patient is already enrolled, as well as some other choices of health care
plans and providers. Information about these choices might be made available to a
patient by the provider or by specific plans that are marketing specialized services to
the patient. Ideally, this is when the person ought to choose, when plans should
compete for patient loyalty, and when providers ought to compete for patient choice.

One committee member noted Victor Fuchs's assertion that there are two
hierarchies of values—one that people employ when making purchasing decisions
in health care, and one they employ when actually having to use the health care
system. When consumers are well, their purchasing decisions are based largely on
price. In contrast, consumers who become patients generally feel that price has no
meaning when they need the services of the system. This raised the question of how
risk could be spread actuarially in a way that would permit proactive management.
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Appendix B

Speakers Biographies

KATHLEEN BRODY, P.H.N., is the project director for Model Care at
Kaiser Permanente's Center for Health Research in Portland, Oregon. Since 1981,
Ms. Brody has held several positions with Kaiser Permanente dealing primarily with
health care research. Among them are project director for STORK, a program to
prevent fetal and infant passive smoke exposure, organizational studies liaison,
project data director, project administrator, and principal investigator. Ms. Brody
has a B.S. in Nursing from California State University—Fresno and performed
postbaccalaureate work in health care services and epidemiology. She has given
numerous presentations on home care for the elderly, operational issues for the
health maintenance (HMO) system, and HMO utilization for the last years of life.
She is also widely published on issues related to health care for the elderly and frail.

JEFFREY S. CROWLEY, M.P.H., is deputy executive director for programs
at the National Association for People with AIDS (NAPWA) in Washington, D.C.
Previously, Mr. Crowley served as associate executive director and assistant
executive director for NAPWA. In addition to his programmatic duties at NAPWA,
Mr. Crowley conducts policy work on health care access issues, including Medicaid
reform and managed care. He is cochair of the health task force of the Consortium
for Citizens with Disabilities and a member of the National Academy of State
Health Policy's Working Group on Medicaid Managed Care for People with AIDS.
Mr. Crowley earned his B.A. in chemistry from Kalamazoo College in Michigan
and an M.P.H. from Johns Hopkins University. He was formerly employed at the
National Institutes of Health where he performed extensive research in biochemistry.
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JOHN R. DURANT, M.D., is executive vice president of the American
Society of Clinical Oncology, in Alexandria, Virginia. He is past vice president for
health affairs and director of the Medical Center, University of Alabama at
Birmingham, and past president of Fox Chase Cancer Center in Philadelphia. He has
held various academic positions at the University of Alabama at Birmingham and
Temple University. Dr, Durant is past president of the National Cancer Advisory
Board and the Review Committee of the National Cancer Institute. He also served
as president of the Association of American Cancer Institutes, the American Radium
Society, and the American Society of Clinical Oncology. Dr. Durant earned his
undergraduate degree at Swarthmore College and his M.D. at Temple University.

LYNN M. ETHEREDGE, Ph.D., is an independent consultant specializing in
health-sector economics. He has helped to develop a number of health care reforms,
including managed competition (as a principal of the Jackson Hole Group), a
national quality improvement strategy, and the recent establishment of a National
Health Care Purchasing Institute to advance quality-based purchasing by major
public and private-sector payers. Previously, he was a senior executive with the
federal government's Office of Management and Budget, where he headed its
professional health staff and served during four administrations as its principal
Medicare and Medicaid analyst. He is a founding member of the National Academy
of Social Insurance and an author of more than 70 publications. Mr. Etheredge is a
graduate of Swarthmore College.

STANLEY B. JONES, Ph.D., is a consultant to private foundations on
competitive private health insurance markets and the roles of public policy in
improving these markets. He was a founding partner of the Washington consulting
firm, Health Policy Alternatives, Inc., and has served as vice president for
Washington representation of the Blue Cross and Blue Shield Association and as a
staff director of the Senate health subcommittee. Dr. Jones is chairman of the
Advisory Committee to the Robert Wood Johnson Foundation State Initiatives in
Health Care Financing Reform Program, a member of the U.S. Comptroller
General's Health Advisory Committee, a trustee of the Alpha Center, and a member
of the Institute of Medicine. His most recent work has focused on the policy,
insurance, and health care issues associated with the chronically ill and frail elderly.
He did his undergraduate work at Dartmouth College and graduate work at Yale
University. He also serves as an Episcopal priest in the Diocese of West Virginia.

D. JOANNE LYNN, M.D., M.A., M.S., is the director of the Center to
Improve Care of the Dying and professor of health care sciences and medicine at the
George Washington University. She has held various academic positions including
professor of medicine and community and family medicine at Dartmouth Medical
Center. She has been an emergency room physician and triage physician at
Washington Veterans Administration Hospital; an associate for
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medicine and humanities in the Division of Experimental Programs, George
Washington University; a private practice locum tenens; an assistant director for
medical studies on the President's Commission for the Study of Ethical Problems in
Medicine and Biomedical Behavioral Research; medical director of the Washington
Home; medical director of Hospice of Washington, and medical director of the
George Washington Cancer Home Care Program. She participates in several
professional societies including the Geriatric Society, the Hastings Center, the
Institute of Medicine, the American Hospital Association, and the Veterans Health
Administration. Dr. Lynn is widely published in topics related to hospice care and
biomedical ethics. She earned her undergraduate degree at Dickinson College, her
M.D. at Boston University, and her M.A. and M.S. at George Washington
University and Dartmouth College, respectively.

HELEN L. SMITS, M.D., M.A.C.P., is president and chairman of
HealthRight, Inc., in Meriden, Connecticut. Prior to joining HealthRight, Inc., she
was deputy administrator for the Health Care Financing Administration; director of
John Dempsey Hospital; professor of community medicine and health care at the
University of Connecticut Health Center; and executive director of the John
Dempsey Hospital Finance Corporation. Dr. Smits has served on many boards and
committees of the Institute of Medicine, National Institutes of Health, Joint
Commission on Accreditation of Health Care Organizations, Association of
American Medical Colleges, and American College of Physicians. She earned her
undergraduate degree from Swarthmore College, and her M.A. and M.D. at Yale
University.
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Appendix C

Workshop Agenda

WORKSHOP ON SERIOUS OR COMPLEX
MEDICAL CONDITIONS
June 14,1999
National Research Council
2001 Wisconsin Avenue, N.W.
Cecil and Ida Green Building, Room 130
Washington, D.C.

Closed Session
8:00–9:00 a.m.

Open Session
9:00 a.m.

Discussion with Sponsor
Tony Hausner, Project Officer, Health Care Financing
Administration

9:45 a.m. Break

10:00 a.m. SPEAKER PANEL
Jeff Crowley, Executive Director, National Association of People
with HIV/AIDS
''The Need for a Definition That Encompasses the Changing and
Diverse Needs of People with Disabilities''
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John Durant, Executive Vice President, American Society of Clinical
Oncology
"The Complexities of Patients with Cancer"

Joanne Lynn, Director, Center to Improve Care of the Dying and
Americans for Better Care of the Dying
"Serious-Complex as a Useful Category in Health Care Delivery"

Kathy Brody, Project Director for Model Care, Kaiser Permanente
"Population-Based Screening for Care Delivery Integration"

12:00 noon Lunch

1:00 p.m. SPEAKER PANEL
Helen Smits, President and Chair, HealthRight, Inc.
"Managed Care and Approaches to Regulation"

Lynn Etheredge, Consultant in Health Sector Economics
"Implementation Strategies for the Complex or Serious Conditions
Requirement"

Stanley Jones, Consultant on Competitive Private Health Insurance
Markets
"Serious and Complex Medical Conditions: Insurance Issues"

3:00 p.m. Break

3:15 p.m. Open Discussion

5:00 p.m. Workshop Adjourn
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Appendix D

Workshop Participants

Valerie Adelson, Assistant Director, Government Affairs, Epilepsy
Foundation National Office, Landover, Maryland

Margaret Calvano, Senior Director, National Information Center on Epilepsy,
Landover, Maryland

Robert Demichelist II, Brain Injury Association, Alexandria, Virginia

Albert Donnay, AIM, MCS Referral and Resources, Baltimore, Maryland

Murray Goldstein, Medical Director and Chief Operating Officer, UCP
Research and Education Foundation, Washington, D.C.

Bob Greiss, Director, Center on Disability and Health, Washington, D.C.

Trisha Kurtz, Health Care Financing Administration, Washington, D.C.

Marian Scheinholtz, Practice Associate, American Occupational Therapy
Association, Bethesda, Maryland

Rafael Semansky, Policy Research Analyst, Bazelon Center for Mental
Health Law, Washington, D.C.

Sonia Tyutyulkova, Resident Psychiatrist, Sheppard Pratt Hospital,
Baltimore, Maryland

Louise Zingeser, Director Health Care Services, American Speech-Language-
Hearing Association, Rockville, Maryland

APPENDIX D 112

Ab
ou

t 
th

is
 P

D
F 

fil
e:

 T
hi

s 
ne

w
 d

ig
ita

l r
ep

re
se

nt
at

io
n 

of
 t

he
 o

rig
in

al
 w

or
k 

ha
s 

be
en

 r
ec

om
po

se
d 

fro
m

 X
M

L 
fil

es
 c

re
at

ed
 f

ro
m

 t
he

 o
rig

in
al

 p
ap

er
 b

oo
k,

 n
ot

 f
ro

m
 t

he
or

ig
in

al
 ty

pe
se

tti
ng

 fi
le

s.
 P

ag
e 

br
ea

ks
 a

re
 tr

ue
 to

 th
e 

or
ig

in
al

; l
in

e 
le

ng
th

s,
 w

or
d 

br
ea

ks
, h

ea
di

ng
 s

ty
le

s,
 a

nd
 o

th
er

 ty
pe

se
tti

ng
-s

pe
ci

fic
 fo

rm
at

tin
g,

 h
ow

ev
er

, c
an

no
t b

e
re

ta
in

ed
, a

nd
 s

om
e 

ty
po

gr
ap

hi
c 

er
ro

rs
 m

ay
 h

av
e 

be
en

 a
cc

id
en

ta
lly

 in
se

rte
d.

 P
le

as
e 

us
e 

th
e 

pr
in

t v
er

si
on

 o
f t

hi
s 

pu
bl

ic
at

io
n 

as
 th

e 
au

th
or

ita
tiv

e 
ve

rs
io

n 
fo

r a
ttr

ib
ut

io
n.



Copyright © National Academy of Sciences. All rights reserved.

Definition of Serious and Complex Medical Conditions 
http://www.nap.edu/catalog/9695.html

Appendix E

Committee Biographies

STEVEN S. SHARFSTEIN, M.D., M.P.A., is president, medical director,
and chief executive officer for Sheppard Pratt Health System. Dr. Sharfstein has
filled these positions since January 1992. He has also held the position of clinical
professor and vice chair in the Department of Psychiatry at the University of
Maryland since 1996. Previous positions held by Dr. Sharfstein include deputy
medical director for the American Psychiatric Association from 1983 to 1986,
associate director for behavioral medicine at the National Institute of Mental Health
from 1980 to 1982, and director of the Division of Mental Health Service Programs
at the National Institute of Mental Health from 1976 to 1980. Dr. Sharfstein also
served as a member of the President's Advisory Commission on Consumer
Protection and Quality in the Health Care Industry. Dr. Sharfstein received his B.A.
from Dartmouth College, his M.P.A. from the John F. Kennedy School of
Government in 1973, and his M.D. from the Albert Einstein College of Medicine in
1968. He holds membership in a number of professional societies including the
American Psychiatric Association, Maryland Psychiatric Society, American College
of Psychiatrists, American Medical Association, and American College of Mental
Health Administration. He has served on the Institute of Medicine (IOM) Board on
Neuroscience and Biobehavioral Health and the its Committee on Quality
Assurance and Accreditation Guidelines for Managed Behavioral Health Care. Dr.
Sharfstein has authored or edited a number of texts, and has published 150
professional articles and book chapters on a variety of clinical, economic, and
administrative issues. He is currently editor of "Economic Grand Rounds," a
quarterly column for the Journal of Psychiatric Services. He also serves on the
editorial board for the Journal of Mental Health Administration.
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WILLIAM E. GOLDEN, M.D., has been director of the Division of General
Internal Medicine at the University of Arkansas for Medical Sciences, Little Rock,
Arkansas, since 1984. In addition, he has been Associate Professor in the
Department of Medicine at the University of Arkansas Medical School since 1990.
Dr. Golden practices general internal medicine at the University of Arkansas and is
board-certified in geriatrics. Dr. Golden received his B.A. from Brown University in
Health Care Delivery in 1975 and his M.D. from Baylor College of Medicine,
Houston, Texas, in 1978. Dr. Golden is a member of the Center for Outcomes
Research and Evaluation, University of Arkansas Medical School and vice president
for clinical quality improvement at the Arkansas Foundation for Medical Care. He
has been a member of the University Hospital Managed Care Committee since
1996, and a member of the University Hospital Quality Cost-Effective Care
Committee since 1998. Dr. Golden has continuing affiliations with the Accreditation
Council for Continuing Medical Education, Agency for Health Care Policy and
Research, American College of Physicians, American Health Quality Association,
American Medical Association, Center for Clinical Quality Evaluation, and the
American Society of Internal Medicine. Dr. Golden has also collaborated with the
Health Care Financing Administration on the Work Group on the Evaluation of the
PRO Program. In addition, Dr. Golden has served as a member of two IOM
committees including the Committee on the Evaluation of the Uniform Clinical
Assessment Program and Committee on Measuring the Health of Persian Gulf War
Veterans. Dr. Golden has an extensive record of invited presentations to national
professional groups and societies, as well as more than 50 publications in peer-
reviewed journals.

SAM HO, M.D., is responsible for national quality improvement strategies at
PacifiCare, including population health management, quality measurements and
report cards, and continuous improvement of members' health outcomes. He is also
active in national policy development and liaison with purchasers, providers,
members, and industry colleagues. Prior to joining PacifiCare Health Systems, Dr.
Ho successively served 3 years as vice president of Health Services, at PacifiCare of
California and more than 10 years as senior executive and medical director at other
major managed care organizations. He has also served as deputy director of health,
medical director, and county health officer for the San Francisco Department of
Public Health and has held academic faculty appointments at the schools of
medicine and nursing at the University of California at San Francisco. Initially, his
career included starting and maintaining a busy family practice in the most severe
health manpower shortage area in San Francisco. The Honolulu native received his
B.A. degree in sociology from Northwestern University, with Phi Beta Kappa
honors, in 1972, and his medical degree from Tufts University School of Medicine
in 1976. He completed his residency in family practice at the University of
California at San Francisco, and has been a diplomate of the American Board of
Family Practice since 1979. Dr. Ho currently is a member of several national
advisory committees, representing
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physicians and managed care throughout the health care industry, and is actively
involved in the debate on policy and direction in health care.

SHARON LEVINE, M.D., received her B.A. from Radcliffe College in 1967
and graduated with honors from Tufts University School of Medicine in 1971. Her
clinical experience focused on pediatrics. She joined the Permanente Medical Group
as staff pediatrician in 1977. Since 1991, Dr. Levine has been associate executive
director of the Permanente Medical Group in Oakland, California. Dr. Levine has
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management, public relations, community and government relations, health policy,
communication management, and diversity management. Her professional
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United States, Governmental Affairs Office. She received her B.A. in special
education/mental retardation from Fontbonne College, St. Louis, Missouri, an M.A.
in educational psychology and measurement from the University of Nebraska,
Lincoln, and a Ph.D. in special education law and policy from the University of
Kansas, Lawrence. Dr. McGinley has particular expertise in the areas of access to
health care in both public and private health care delivery systems; consumer
protections and quality measures to ensure that managed care meets the needs of
individuals with mental retardation and other developmental disabilities; availability
of housing options for people with disabilities; prevention of mental retardation and
other developmental disabilities; and the effective implementation of programs
authorized under the Developmental Disabilities Act. Dr. McGinley works closely
with federal, state, and local government entities to identify, analyze, and guide
policy development and implementation with the potential to benefit individuals
with mental retardation and other developmental disabilities. Dr. McGinley has
coordinated the legislative and grassroots efforts of both the Health and the Housing
Task Forces of the Consortium for Citizens with Disabilities. She is editor and a
major contributor to the ARC Government Report and legislative update for the
Capitol Insider. Dr. McGinley staffs the ARC's Governmental Affairs Committee
and is a liaison to the ARC's Health Promotion and Disability Prevention
Committee. She is a member of the Patients' Bill of Rights Steering Committee.

GARTH SPLINTER, M.D., M.B.A., is an associate professor of family
medicine at the University of Oklahoma College of Medicine and chief medical
officer of University Hospital Trust. He is the former chief executive officer of the
Oklahoma Health Care Authority (the Oklahoma Medicaid Agency). Dr. Splinter
began his postsecondary education at the University of Oklahoma where he
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majored in industrial engineering. He received his B.S. degree in 1974. Dr. Splinter
enrolled at Harvard University's business school where he earned his M.B.A. in
1976. He received his M.D. in 1984 from the University of Oklahoma. Following
his family medicine residency, he joined the faculty at the University Health
Sciences Center in 1987. During Governor David Walter's term, Dr. Splinter served
as his special assistant on health care services. He has served as chair of the
Commission on Oklahoma Health Care, medical director for the Employees Group
Insurance Board, and principal investigator for the Robert Wood Johnson grant of
State Initiatives on Health Care. Most recently, Dr. Splinter serves as the
southwestern regional representative on the National Council of State Human
Service Administrators (NCSHSA), and currently serves as health advisor to
Governor Frank Keating.

NANCY A. WHITELAW, Ph.D., has been the associate director for the
center for health system studies at Henry Ford Health System since 1993. In
addition, Dr. Whitelaw serves as director of health services research for the Health
Alliance Plan. Other appointments include research health science specialist for the
Great Lakes Health Services, director for research and demonstration projects at the
Department of Veterans Affairs, and staff investigator at the center for health
systems studies at Henry Ford Health System. Dr. Whitelaw received her B.A. and
M.S. in sociology from Portland State University and her Ph.D. in health services
organization and policy from the University of Michigan in 1989. She has extensive
research experience in minority aging, geriatric care, indicators of system
performance, health care service utilization among veterans, and partnerships
between major health systems and community health programs. Dr. Whitelaw's
particular areas of expertise include managed care and the elderly, health status and
health service utilization by elderly populations, use and organization of long-term
care, and health status and health service use of urban populations. She has served
on a number of national advisory boards and panels including work with the Health
Care Financing Administration, National Institute on Aging, National Chronic Care
Consortium, HMO Research Network, American Association of Health Plans,
National Committee for Quality Assurance, and the Robert Wood Johnson
Foundation. Dr. Whitelaw was a member of an IOM Committee to Develop an
Agenda for Health Outcomes Research for Elderly People. She has a number of
peer-reviewed journal articles and books as well as selected presentation and invited
lectures. Dr. Whitelaw's professional affiliations include the Gerontological Society
of America and the American Society on Aging.
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