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Abstract
Managed care organizations (MCOs) and payers
have becomeincreasingly aware of the impact of
asthma’ and chronic obstructive pulmonary: disease
on healthcare expenditures. The prevalence and inci-
dence of-both conditions continue to increase, even
as new therapeutic modalities enter the market to
offer treatment 'alternatives for these conditions.
Although-viewed by most payers as long-term condi-
tions with expenditures that will not diminish, MCOs
and payers have become more concerned with con-
trolling costs and ensuring appropriate utilization.
(Am ] Manag Care. 2004;10:5158-5163)

sthma and chronic obstructive pul-
Amonary disease (COPD) may have
traditionally been viewed as diseases
that affect the elderly or those with a lower
socioeconomic status. However, these con-
ditions are becoming more common among
the middle class."” According to the National
Health Interview Survey, between 1980 and
1996, self-reported asthma prevalence rose
by the largest percentage in individuals aged
15 to 34 years than any other age group in
the survey.” The same survey also estimated
that during 1994-1996, adults with asthma
missed on average 2.5 work days per year
because of asthma complications, which
accounted for 14.5 million missed work days
overall. In a retrospective study of patients
entering the National Jewish Medical and
Research Center disease state management
program, Tinkelman and colleagues® found
that the stereotypical classification of the
patient with COPD as elderly and unem-
ployed may not apply to patients currently
diagnosed with COPD. In fact, Tinkelman*
found that 49.7% of patients were younger
than 65 years of age and 46.1% of patients
were employed.
In many cases, the severity of the disease
dictates resource utilization. Hilleman and

colleagues’ conducted a retrospective cost-
of-illness analysis on patients with COPD.
The authors determined that healthcare
resource utilization was highly correlated
with disease severity, and as disease severity
increased so did healthcare resource utiliza-
tion. According to the American Thoracic
Society’ COPD severity stages, stage I dis-
ease severity was found in this study to have
$1681 per patient per year in healthcare
resource expenditures, stage Il was found to
be 85037, and patients with stage III utilized
on average $10 812 in healthcare resources
per patient per year. In a cohort of 318
patients, Godard and associates also conclud-
ed that the overall costs of asthma'(including
individual direct costs, indirect, costs, and
intangible quality-of-life costs) are ‘directly
related to the severity of the disease.’

This is leading many MCOs and employers
to take a harder look at'disease management,
risk avoidance, and early detection/iden-
tification.

Clinical Guidelines

Recognizing that these conditions cannot
be cured, but rather managed, the develop-
ment and use of clinical guidelines has
assisted efforts to manage appropriate thera-
py. For COPD, the American Thoracic
Society (ATS) guidelines® were released in
1995 for the diagnosis and care of individu-
als with COPD. This was followed in 2001 by
the World Health Organization and US
Strategy for the Diagnosis, Management, and
Prevention of Chronic Pulmonary Disease
Report that has become known as the
“GOLD Guidelines.” Table 1 summarizes
the goals of COPD therapy according to the
GOLD guidelines. The ambulatory manage-
ment of patients with COPD includes specif-
ic, symptomatic, and secondary therapy.

THE AMERICAN JOURNAL OF MANAGED CARE

JULY 2004



Issues and Challenges for Managed Care in the Treatment of Asthma and COPD

Treatment may depend on severity. Staging
of severity by the ATS is based on forced
expiratory volume in 1 second (FEV,),
which correlates best with morbidity and
mortality in COPD. Table 2 summarizes the
management strategies for COPD. However,
appropriate outpatient management of
COPD depends on prescription compliance
and adherence to therapy.

The National Asthma Education and
Prevention Program (NAEPP) first released
guidelines on the management and treatment
of asthma in 1991,” followed by a release in
1997," and then an update on selected topics
in 2002."" Table 3 summarizes the goals of
therapy according to the NAEPP guidelines.
These guidelines help to categorize asthma
based on severity of symptoms and provide
treatment recommendations based on dis-
ease severity. The guidelines standardize care
and promote the use of anti-inflammatory
medications. Table 4 summarizes the treat-
ment guidelines for asthma.

Despite the development and publication
of clinical guidelines regarding these disease
states, managed care organizations (MCOs)
are still plagued with several challenges
when it comes to appropriate therapy for
asthma and COPD. Appropriate dosage,
duration, and agent selection still remain
major therapy hurdles. Many physicians
have failed to adopt clinical guidelines in the
treatment and management of their
patients,” " leading to evidence that many
patients have suboptimal therapy manage-
ment for their disease conditions.””"" Anis
and colleagues' found that excessive use of
short-acting B-agonists and underuse of
inhaled corticosteroids was a marker for
poorly controlled asthma and excessive uti-
lization of healthcare resources. Patients
who were inappropriately managed received
more prescriptions per year, visited their
healthcare provider more frequently, were
more likely to be admitted to the hospital,
and were more likely to require an emer-
gency department visit.

Recognizing the need for performance
monitoring, the National Committee for
Quality Assurance (NCQA) developed a set
of guidelines to benchmark health plan per-
formance measures in asthma therapy man-
agement.” The NCQA Health Employer

Table 1. Goals of COPD Management

. Prevent disease progression

. Relieve symptoms

. Improve exercise tolerance

. Improve health status

. Prevent and treat complications
. Prevent and treat exacerbations
. Reduce mortality
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. Prevent or minimize side effects from treatment

Source: Adapted from reference 8.
COPD indicates chronic obstructive pulmonary disease.

Table 2. Recommended Management Strategies for COPD

Management of stable COPD

B Smoking cessation (all patients)
General (both effective and cost-effective)
Brief tobacco dependence treatment
Practical counseling
Social support as part of treatment
Social support arranged outside of treatment
Nicotine replacement therapy
Adjunctive agents (bupropion, nortriptyline)

B Health education (all patients)
Self-management skills
Coping ability
Health status

B Bronchodilators (for symptom management)
B-agonists
Anticholinergics
Theophylline
Combinations

B Exercise training programs (all stages of disease)
Exercise tolerance
Dyspnea
Fatigue

B Long-term oxygen therapy (increases survival in

selected patients)

Management of acute exacerbations
B Bronchodilator therapy (all patients)
Inhaled bronchodilators (short-acting B-agonists,
anticholinergics)
Theophylline
| Systemic corticosteroids (all patients)
m Noninvasive positive pressure ventilation (hospitalized
patients)
Improved arterial blood gases
Decreased need for intubation and invasive
mechanical ventilation
Decreased in-hospital mortality
Decreased hospital length of stay

Source: http://www.rcjournal.com/contents/08.01/08.01/.0768.asp

COPD indicates chronic obstructive pulmonary disease.
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Table 3. Goals of Therapy for Asthma Control

effects

1. Maintain near “normal” pulmonary function

2. Maintain normal activity levels (including some exercise and
other physical activity)

3. Prevent long-term and troublesome symptoms (eg, coughing or
breathlessness in the night, in the early morning, or after exertion)

4. Prevent recurrent exacerbations of asthma and minimize the need
for emergency department visits or hospitalization

5. Provide optimal pharmacotherapy with minimal or no adverse

6. Meet patients” and families” expectations of and satisfaction with
asthma care

Source: Adapted from reference 11.

Data and Information Set provides minimal-
ly acceptable therapy measures for asthma
that addresses minimally acceptable pri-
mary medications for treatment. It is
important to note that the NCQA criteria
vary from the NAEPP treatment recom-
mendations and should not be viewed as a
treatment or a therapy guide, but rather a
quality and performance measure guide for
MCOs to follow to assist in their efforts to
monitor the quality of care for these
patients.

Although clinical guidelines have been
developed to address patient identification

Table 4. Recommended Therapy for Asthma Based on
Disease Severity Classification

Severity Classification

Recommended Therapy

Mild persistent

Severe persistent

Moderate persistent

Mild intermediate

High-dose inhaled corticosteroids and
long-acting B-agonists (if needed
oral corticosteroids)

Low-to-medium—dose inhaled
corticosteroids and long-acting
B-agonists; other alternative therapies
include medium-dose corticosteroid
or low-to-medium—dose corticosteroid
and leukotriene modifier/theophylline

Low-dose inhaled corticosteroids;
other alternative therapies include
cromolyn, leukotriene modifier,
nedocromil, or theophylline

No daily medication needed

Source: Adapted from reference 9.

and decisions for treatment, clinical guide-
lines are slow to incorporate new drug treat-
ments into the therapeutic regimen. These
therapies often fall subject to managed care
review measures, such as step therapy or
prior authorization criteria, before access to
coverage is provided. It is a difficult chal-
lenge for MCOs to provide a fair balance
between cost control and ensuring quality of
care for the patient.

Therapy Choice

The ultimate choice of therapy for a
patient is a critical factor in determining the
success rate that the patient will have in
controlling their disease state. Other factors
such as trigger exposure, medication adher-
ence, and self-management education also
play a major role in determinng the success
of a patient in disease state control. Clinical
guidelines should assist physicians in pre-
scribing the correct agents and/or combina-
tion of agents to target the patient’s needs
based on their disease severity. However,
managed care formularies also play a role in
determining which particular therapeutic
agent a patient may be started on. Many
MCOs have adopted formulary review meas-
ures that focus on evidence-based clinical
guidelines; however, a struggle that MCOs
face is the lack of data on comparative effi-
cacy of the available agents. According to
the Asthma Committee of the Canadian
Thoracic Society’s Canadian Asthma
Consensus  Conference Summary of
Guidelines,” in asthma therapy, 12% or
more improvement in FEV; after administra-
tion of a B,-agonist is considered significant,
whereas the use of oral corticosteroids for
more than 1 week or the use of inhaled cor-
ticosteroids for 2 or more weeks should pro-
duce an increase of 20% in a patient’s FEV,
response. This presents a challenge to
MCOs. How many agents are reviewed on
their ability to provide this level of relief and
response for patients? Direct comparative
data are often sparse and difficult to obtain
to conduct a thorough comparative efficacy
analysis. Pharmacoeconomic models and
analytical decision models need to be devel-
oped to support the decision-making
processes of comparing new and existing
treatments.” MCOs are then faced with the
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challenge of providing and proving the clin-
ical and economic outcomes of therapy
choices in formulary decisions regarding
asthma and COPD medications.

Disease State Management Programs

Outcomes are one of the key challenges
for all medical care. All outcomes need to be
assessed to ensure a properly designed pro-
gram. In the short term, an asthma or
COPD management program may actually
increase pharmaceutical product costs in
cases in which patients are receiving sub-
optimal therapy because of the need for
additional therapies. However, long-term
outcomes of decreased hospitalizations and
emergency department visits need to be
carefully monitored for impact. In addition,
reductions in indirect costs due to missed
work and school are important to patients
and employers.

Patient education can be one of the most
successful management techniques for asth-
ma and COPD. A lack of understanding of
the patient’s disease state can lead to non-
compliance or exacerbation of symptoms.
Just as the etiology of asthma is multimodal,
its management encompasses nonpharma-
cologic, pharmacologic, and educational
components. A broad-based educational
platform that includes an overview of the
disease state, recognition of triggers and
symptoms, an action plan to handle exacer-
bations, and education on proper inhaler
techniques and spacer devices, if needed,
are cornerstones of any program. The use of
peak flow meters can assist patients in rec-
ognizing airway obstruction and then devel-
oping an action plan to help control their
symptoms and identify triggers. A properly
structured asthma and/or COPD education
program should take various forms and be
administered in many mediums to provide
repetition for increased patient comprehen-
sion and compliance. Patient engagement of
asthma and COPD begins with the recogni-
tion that many changes must take place
before the trends of increasing morbidity
and mortality can be reversed.

Risk modeling and targeting have also
become important techniques for MCOs to
aid in targeting early interventions to avoid
future expenditures. Risk models can satis-

factorily predict future patient outcomes in
asthma when models take into account risk
factors for disease progression based on
patient demographics, symptom severity,
comorbid conditions, and concurrent med-
ication usage.22

MCOs have proved to be successful at
implementing therapy compliance programs
that monitor patient medication compliance
ratios or engage in refill reminder pro-
gmms.23 Disease state management programs
need to be designed to ensure ease of patient
access to care, ensure dose and duration
appropriateness of pharmacologic agents,
and include a management program that
incorporates pharmacologic treatment and
institutes ongoing monitoring of patient out-
comes. MCOs have the daunting challenge of
developing asthma and COPD management
programs that minimize costs and maximize
the quality of care for the patient.

Preventive Care Measures

Prevention is one of the best opportuni-
ties for MCOs to make an impact on condi-
tions such as asthma and COPD. Maternal
smoking during pregnancy is a proposed risk
factor for asthma development in children,
as well as active smoking in adolescents and
young adults.® Smoking cessation is ex-
tremely important to prevent disease exacer-
bation and potential development of COPD.
Multitargeted strategies are most effective;
establishment of a quit date, behavior modifi-
cation techniques, group sessions, and nico-
tine therapy are useful. After smokers give up
their smoking habit, their FEV, increases
slightly for a few years, then follows a path
similar to that of nonsmokers. Of course, this
depends on when they quit and how much
they smoked. After smoking cessation,
cough and expectoration diminish over a
few months; sputum may become more vis-
cid. Lost lung function is not regained, but
smoking cessation delays the onset of exer-
tional dyspnea and decreases the risk of
developing or dying from COPD.

The fear for MCOs and payers is that the
inclusion of coverage for smoking cessation
programs would increase budgets and drug
spending. Although the benefits of long-term
smoking cessation are well documented, the
short-term benefits may not be as recogniza-

VOL. 10, NO. 5, SUP.

THE AMERICAN JOURNAL OF MANAGED CARE



REPORTS

ble for MCOs and payers. A study conducted
by Ringen and colleagues™ on a subset of
blue collar workers found the costs associat-
ed with a smoking cessation program to be
81025.28 per smoker who quit or $11.78 per
full-time equivalent employee per year.” The
overall savings in healthcare resource utiliza-
tion was expected to be 15 times the cost of
the program, yielding an annual return on
investment of 27.6%.

Preventive care measures can be one of
the most cost-effective measures for MCOs.
Some causes of COPD, such as smoking, are
targeted. For example, environmental irri-
tants in the workplace or elsewhere may be
evaluated, and patients would then be
advised of ways to avoid them. Influenza
vaccine should be given annually because
the risk of serious complications from
influenza is greater in these patients.w
Pneumococcal vaccine should be given once
and may be repeated after 5 to 10 years in
higher-risk patients.”

Although the benefits seem obvious, the
challenge for MCOs is to encourage employ-
er adaptation of smoking cessation and pre-
ventive care programs for their workforce.
Many strategies can be employed; however,
support from the employer is key to the suc-
cess of any work-site smoking cessation or
preventive care program.

Summary

MCOs and payers face many unique chal-
lenges in the management and treatment of
asthma and COPD, such as clinical guideline
acceptance and use, clinical and economic
therapy choices, outcomes measurement
and assessment, as well as incorporation of
preventive care measures. Although newer
pharmacologic treatment modalities are
becoming available, and even newer agents
are on the horizon, MCOs face the tough
challenge of balancing access and cost driv-
ers to ensure optimal patient outcomes. To
reverse the increase in morbidity and mor-
tality, and overall healthcare resource uti-
lization, a paradigm shift needs to occur in
the management of asthma and COPD. The
focus needs to shift to early detection, dis-
ease prevention, adherence to medication
therapy, and the use of evidence-based clin-
ical guidelines for pharmacotherapy.
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