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Dronedarone

* In a placebo-controlled study in patients with severe heart failure requiring recent hospitalization or
referral to a specialized heart failure clinic for worsening symptoms (the ANDROMEDA Study), patients
given dronedarone had a greater than twofold increase in mortality (Kober, 2008 [Moderate]).

e Dronedarone is contraindicated in patients with NYHA Class IV heart failure or NYHA Class II-IIT heart
failure with a recent decompensation requiring hospitalization or referral to a specialized heart failure
clinic.

Anticoagulants

* Anticoagulation with warfarin is indicated in heart failure patients with atrial fibrillation, mechanical
heart valves, or in patients with impaired systolic function (i.e., EF less than 20%), prior thromboemboli
and left ventricular mural thrombi. No studies to date have shown a significant difference in major
outcomes with patients taking warfarin (Cleland, 2004 [Moderate]).

e Patients with atrial fibrillation and heart failure are at high risk for thromboemboli (Stroke Prevention in
Atrial Fibrillation Investigators, The, 1992 [High]). In atrial fibrillation patients, the CHADS?2 score is
a widely used clinical model for stratifying those at risk for emboli and to assist with decision-making
regarding the initiation of warfarin (Go, 2003 [Low]; Gage, 2001 [Low]).

*  Emboli due to ventricular thrombi in patients with chronic congestive failure are uncommon and occur
most frequently in patients with very low ejection fractions (less than 20%) (Dunkman, 1993 [Low]).

Refer to the ICSI Antithrombotic Therapy Supplement.
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14. Non-Pharmacologic Management

Recommendations:

* Engage the patient in his or her care and include shared decision-making between
patient, family and the physician.

Shared decision-making is a process in which patients and providers collaborate to clarify
all acceptable options, ensure the patient is well-informed, and choose a course of care
consistent with patient values and preferences, and the best available medical evidence.

Please refer to Appendix C, "ICSI Shared Decision-Making Model."

* All patients with heart failure should receive dietary instruction regarding sodium intake
since dietary indiscretion is the most common cause of exacerbation of heart failure.

* Provide dietary counseling for patients to learn the need for fluid balance manage-
ment, avoiding excess sodium and/or water intake. Refer to a dietitian for patients
with comorbid conditions or repeat episodes of edema. Sodium restriction alone may
provide substantial benefits for heart failure patients.

* Patients should call their provider about a two-pound or greater weight gain overnight
or a five-pound or greater weight gain in a week. Daily weights are important for
managing heart failure and early detection of increases in fluid retention.

* Simplifying medication regimes as much as possible should be explored. All medica-
tions, including over-the-counter (OTC) medications, should be reviewed at each visit.
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* Patients should be assessed for depression. Major depression is common in patients
hospitalized with heart failure and is independently associated with a poor prognosis.
Additionally, depression is independently associated with a substantial increased risk
of heart failure in older patients with isolated systolic hypertension.

* Consider utilizing a heart failure clinic or case management for patients with medical
problems or at high risk for rehospitalization.

* Exercise instruction should be included as part of a comprehensive heart failure program
(Davies, 2010 [Systematic Review]).

Patient education for early symptom recognition and counseling about the disease process should be initi-
ated at this time. See the Resources Table section for Web sites and tools to assist the provider and patient
with non-pharmacologic management of heart failure.

Dietary Recommendations

Dietary indiscretion remains a common cause of exacerbation of heart failure and reinforcement of the
importance of dietary compliance should occur at each interaction (Dracup, 1994 [Low]).

Assess usual diet, plan dietary modifications in accordance with checking for commonly used foods, ethnic
foods or special dietary restrictions and practices. Avoid overly restrictive diet regimens unless medically
necessary.

Sodium restriction

A reduction in dietary sodium intake of 2,000 mg per day alone may provide substantial hemodynamic and
clinical benefits for heart failure patients. Unfortunately patients (and physicians) frequently rely solely on
diuretics to control symptoms. Stress the importance of reading labels, and a no-salt-added diet. If patient
has repeat episodes of edema or failure, a daily sodium intake of less than 2,000 mg is recommended. Patients
should be referred to a registered dietitian if there are repeat episodes of edema or for comorbid conditions
such as diabetes, dyslipidemia and renal failure. It is important to help patients prioritize dietary modifica-
tions. For example, low-fat, low-saturated fat diets would be appropriate for patients with hypercholester-
olemia. Dietary modifications may need to be liberalized to increase compliance with dietary restrictions
required for management of heart failure.

There are specific recommendations for sodium restrictions; these are the generally accepted and utilized
guidelines. A goal of 2 grams of sodium daily is reasonable for many patients and is achieved by following
a no-added-salt (NAS) diet and the judicious use of processed foods. A stricter recommendation of less
than 2,000 mg sodium/day may be considered for patients with moderate to severe heart failure. Educa-
tion on alternatives for flavoring and label reading should be conducted by a registered dietitian. Caution
patients about the use of potassium-containing salt substitutes and potassium intake in general, which could
contribute to the development of significant hyperkalemia.

(Adams, 2006 [Guideline]; Dracup, 1994 [Low])

When appropriate, patients should have dietary counseling to teach them about the need for management
of fluid balance, and the importance of avoiding excess sodium and/or water intake.

Fluid management

Patients should be advised to avoid excessive fluid intake. Not all patients require a fluid restriction; however,
if patient is edematous or hyponatremic (serum sodium less than 130 mEq/L), a 1,500 or 2,000 cc/day fluid
restriction should be recommended.
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Alcohol intake

Since even moderate usage may be associated with decreasing ventricular systolic function, alcohol use
should be discouraged, or at the least, saved for special occasions. One drink is considered 10 oz. of beer,
5 oz. of wine or 1.5 oz. of hard liquor. In severe heart failure or those with alcoholic cardiomyopathy,
complete abstinence is recommended.

Dietary Supplements and Vitamins

Formerly called herbals, any over-the-counter dietary supplement or vitamin product should be discussed with
a health care provider to make sure there is not an interaction with the disease condition or other medications.

Multiple vitamin-mineral supplementation should be considered for those on diuretic therapy and restricted
diets to ensure an adequate intake of the recommended daily equivalent of essential nutrients (Adams, 2006
[Guideline]).

Daily Weights

Daily weights should be taken upon rising in the morning (before eating and after urinating), on the same
scale, wearing the same amount of clothing. Patients should report significant gains or losses to their care
provider, along with any new or worsening symptoms. Patients should be instructed to keep an ongoing
record of these weights and bring these values to all medical appointments. Patients should call about a
greater than or equal to two-pound weight gain overnight or a five pound or greater weight gain in a week.
To avoid dehydration, patients should additionally call their health care provider if they have decreased oral
intake of fluids and are experiencing unanticipated weight loss of greater than three to five pounds. Daily
weights are critical for managing heart failure and early detection of fluid retention. Increases in body
weight are associated with hospitalization for heart failure and begin at least one week before admission.
Daily information about the patient's body weight identifies a high-risk period during which interventions
to avert decompensated heart failure and subsequent hospitalization may be beneficial.

(Chaudhry, 2007 [Low]; Heart Failure Society of America, 1999 [Guideline]; Agency for Health Care
Policy and Research, 1994a [Low]; Dracup, 1994 [Low])

Medications

Because of the advanced age of this population and the complexity of medication regimes, every effort
should be made to simplify and clarify a patient's medications.

*  Group medications so they are taken together (i.e., not more than four times per day).

e Cut down on the frequency of each medication taken per day (i.e., twice daily versus three times
daily if bioequivalent).

e Emphasize taking medications at the appropriate time to maximize symptom control (i.e., take
nitrates on an empty stomach; however, caution regarding the increased risk of syncope with elderly
patients).

e NSAIDs and COX-2 inhibitors are not recommended in patients with chronic heart failure.

All medication instructions, including over-the-counter medications, should be reviewed at each interaction,
written clearly and reinforced verbally. The indications and possible side effects of each medication should
be explained, and patients should be reminded not to stop or change their medications without talking to
their provider or nurse.
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Vaccinations

Pneumococcal vaccine and annual influenza vaccination are recommended in all patients with heart failure
in the absence of contraindications (Adams, 2006 [Guideline]).

Exercise and Activity Guidelines

Bed rest may be prescribed for patients with decompensated heart failure, because it encourages diuresis
and reduced myocardial oxygen consumption. However, investigators have now shown that regular
exercise in heart failure patients produces positive effects and represents minimal risks. Regular physical
activity increases functional status and decreases symptoms of heart failure, except in patients with acute
myocarditis or recent MI for whom exercise restrictions are appropriate. Exercise training programs have
demonstrated a reduction in hospitalizations related to systolic heart failure and an improvement in health
related quality of life.

Exercise instruction should be included as a part of a comprehensive heart failure program. Referral to a
cardiac rehabilitation program is recommended for exercise prescription and modeling and will contribute
to patients' compliance with exercise, functional improvement and quality of life. Participation in a formal
program may also contain education and compliance monitoring of lifestyle management components for
heart failure.

Patients should be counseled about the benefits of a low-intensity aerobic exercise and lightweight condi-
tioning programs. Abnormal responses to exercise, such as lightheadedness, chest pain, marked dyspnea,
or unusual fatigue should also be discussed with the patient. Increased workload on the heart, either too
heavy or too sustained, may result in decompensation of heart failure. Modifications to a patient's daily
work schedule and duties may become necessary to accommodate the need for more frequent rest breaks
and decreased functional abilities.

Patients should be advised that if they are overly tired the day following an exercise session, modifications
are in order. Patients should incorporate an appropriate warm-up and cool-down period.

Note: It is not uncommon for patients who have been exercising for approximately six weeks to need an
increase in diuretic dosage. Care should be taken that this does not discourage the patient from continuing
exercise training.

(Flynn, 2009 [Moderate]; Pifia, 2003 [Low]; Fletcher, 2001 [ Guideline]; Sullivan, 1996 [Low]; Belardinelli,
1995 [Low]; Dracup, 1994 [Low]; Coats, 1992 [Moderate])

Make sure to arrange home care services or home care physical therapy to aid the patient with activities of
daily living.

Recommendations should be made to make exercise a pleasurable and convenient activity for patients with
heart failure. These recommendations should be blended with activities of daily living and potentially free
of cost. The following can be adapted for patients with heart failure, because many patients have other
comorbid conditions:

In patients with stable heart failure, a low-intensity home walking exercise (HWE) program is effec-
tive in improvement of functional status and symptoms. HWE programs involving home visits will
have more compliance from the patients compared to hospital-based cardiac rehabilitation programs
(Corvera-Tindel, 2004 [Moderate]). Comprehensive outpatient rehabilitation programs for patients
with NYHA class II and III heart failure for even 12 weeks improve exercise capacity and quality of
life (Meyer, 2003 [Low]).
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Phase 3 Cardiac Rehabilitation

Phase 3 programs are outpatient non-monitored. At hospital discharge, patients should receive an exercise
prescription based on tolerance to in-hospital activity, risk factors and stress testing (if done). Unless there
is a long-term effort of encouragement, most patients will revert to previous sedentary activities (Holmback,
1994 [Moderate]).

Phase 3 cardiac rehabilitation emphasizes exercise training and activity prescription, risk factor modification,
and psychosocial evaluation and counseling in an attempt to lower morbidity and mortality. The following
should be considered when writing an exercise prescription:

* Exercise treatment. Education about the signs and symptoms of overexertion, angina and cardio-
pulmonary distress is important.

* Type of exercise. Aerobic exercise is emphasized. It includes any activity that preferentially uses
large muscle groups and can be maintained for a prolonged period (e.g., walking). Pure isometric
exercise should be minimized because it may result in LV decompensation in patients with poor
LV function.

* Intensity of exercise. This should be based on an exercise tolerance test or the MET level at
discharge from phase 2 rehabilitation. In patients with an angina threshold of 2-3 METs, exercise
training may not be appropriate. In general, moderate intensity (to 40-60% of functional capacity)
is advisable during the first weeks of conditioning, with a goal to reach 40-85%, or that of the
functional capacity of the population at large (Lavie, 2009 [Low]).

e Target heart rate. This should be determined from an exercise test or a monitored exercise session.
If this is not feasible, target heart rate can be calculated as follows:

220 — age = maximum heart rate
65% x maximum heart rate = target heart rate

This applies to patients who are not taking a beta-blocker and who have been shown to tolerate the
heart rate without ischemia.

e Monitoring rate of perceived exertion (RPE). The Borg scale of perceived exertion is a useful tool
in guiding exercise programs. It is used in conjunction with the target heart rate when instructing
patients on exercise tolerance. Target rates are usually between 11 (fairly light) and 14 (somewhat
hard to hard). RPE is advantageous for many reasons: it is unaffected by negative chronotropic
medications, unlike heart rate monitoring; it is quite reproducible across age, gender and cultural
origin; and lastly, it requires only patient attunement to symptoms (Squires, 1990 [Low]).

e Duration of exercise. Initially, multiple 10-minute bouts distributed throughout the day may be
optimal for some patients. During the first two to six weeks of participation, exercise duration
should be gradually increased from 30 minutes to 45 minutes or more. (This does not include the
warm-up, cool-down or stretching periods crucial to any workout.) Duration should be increased
to 20-30 minutes before intensity is increased. A steady rate of perceived exertion should be main-
tained by increasing frequency as tolerated. Patients should exercise for 200 minutes per week in
four to five divided sessions.

* Frequency of exercise. From the onset, exercise frequency should be three to five times per week.
Smoking Cessation

Cigarette smoking increases the incidence of congestive heart failure (American Heart Association, 2005
[Guideline]). In fact, using the NHANES I epidemiologic data, cigarette smoking is clearly an independent
risk factor for heart failure (He, 2001 [Low]). As heart failure continues to increase in prevalence in the
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U.S., we will need to look at how to prevent decompensation of previously stable heart failure patients.
Several precipitating factors have been suggested in the relapse of heart failure, and one of them includes
cigarette smoking (He, 2001 [Low]). Cigarette smoking activates the sympathetic nervous system, which
causes an elevation in blood pressure and heart rate, which in turn increases myocardial oxygen consumption
(Narkiewicz, 1998 [Low ]; Winniford 1986 [Low]). Smoking also decreases myocardial oxygen supply, due
to reduced diastolic filling time and increased carboxyhemoglobin level (Nicolozakes, 1988 [Low]). Both
increases in myocardial oxygen consumption and decreased myocardial oxygen supply have adverse effects
on the heart. Research on the participants in the Study of Left Ventricular Dysfunction (SOLVD) showed
that current cigarette smoking increased mortality and hospitalization compared to ex-smokers and those
who never smoked (Suskin, 2001 [Low]). Quitting smoking is associated with a significant decrease in risk
of all-cause mortality among patients with coronary heart disease (Critchley, 2003 [Systematic Review]). In
fact, in patients with left ventricular dysfunction, research on the SOLVD participants showed that quitting
smoking substantially decreases morbidity and mortality within two years (Suskin, 2001 [Low]).

For more information, see the ICSI Preventive Services for Adults guideline.
Self-management and treatment adherence

Comprehensive education and counseling are essential for patients and caregivers to gain an understanding
of disease process and recommendations for disease management. The goals should focus on giving patients,
family and caregivers the knowledge and self-care tools to effectively engage in treatment plans. Emphasis
should be placed on understanding the definition and cause of the patient's heart failure, symptom recogni-
tion, medication usage and indications, risk factor modification, diet, activity and lifestyle recommendations,
and the importance of treatment adherence. Social factors should also be considered: does the patient have
resources to obtain medications, a system for setting up medications and remembering to take them. Does
the patient have transportation to appointments for follow-up? Community resources may need to be utilized
to support the patient and the family in engaging in the plan-of-care.

Hospital discharge

Comprehensive discharge planning with detailed written instructions for the patient and caregivers should
be implemented to promote compliance and understanding of treatment and educational goals. Family
and caregivers must be considered as part of the care team and engaged in follow-up planning during the
hospitalizations. Discharge preparation should assess the patient and family understanding of the illness,
and their ability to state what they will need to do in the next care setting rather than delivery of informa-
tion alone. Discharge instructions should address medication regimes, dietary instructions for sodium and
fluid restriction recommendations, activity level, weight monitoring and what to do if symptoms return or
worsen. A discharge follow-up appointment should be scheduled within seven 7-10 days (Lindenfeld, 2010
[Guideline]) to assess the patient's status, titrate medications toward recommended target doses, and to rein-
force and supplement education initiated in the hospital. Communication with the next care provider needs
to be completed in a timely manner so all care team members in all settings have the information necessary
to care for the patient. Accountability needs to be assigned for care so the patient doesn't "fall between the
cracks" of hospital, primary and specialty care (Jessup, 2009 [Guideline]; Arnold, 2008 [ Guideline ]; Adams,
2006 [Guideline]; Arnold, 2006 [Low]; Koelling, 2005 [Moderate]).

For patients with advanced heart failure or recurrent admissions for heart failure, consider the following
post-discharge management plan: a scale present in the home; visiting nurse or telephone follow-up gener-
ally no longer than three days after discharge; and referral for disease management, if available (Lindenfeld,
2010 [Guideline]; Rich, 1995 [Moderate]).

The ability of a patient to understand disease process and actively participate in heart failure management
is linked to better outcomes. It is important for health care providers to assess health literacy and provide
additional support, educational resources to enhance self-care and optimize heart failure treatment in those
with low health literacy (Evangelista, 2010 [Low]; Driscoll, 2009 [Low]).
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Transitional care

Transitional care, or transition of care, is an important aspect of patient management that promotes continuity
of care and facilitates safe and timely transfer of patient from one level of care to another. Transitional
care particularly targets patients at high risk for heart failure readmission: for example, those with previous
hospitalizations, multiple comorbidities or medications, cognitive or functional impairment, depression
or limited social support. Patients with new-onset heart failure should be assessed and treated with some
urgency, because their mortality is high within the first few weeks after diagnosis. Referral to a compre-
hensive heart failure disease management program should be considered for these high-risk patients. Many
models of chronic disease management programs in primary care are being developed across the country
and offer great opportunities for innovative care delivery to heart failure patients and their families. This
heart failure care, however, should complement but not replace the other comprehensive care delivered by
the PCP (Arnold, 2008 [Guideline]).

Heart failure management programs

Referral to a comprehensive heart failure clinic or heart failure disease management program should be
considered if the patient has complex medical problems or is at high risk for rehospitalization. High-risk
patients include those with renal insufficiency, low output state, diabetes, chronic obstructive pulmonary
disease, persistent NYHA class I1I or IV symptoms, frequent hospitalizations for any cause, multiple comor-
bidities, a history of depression, cognitive impairment, inadequate social support, poor health literacy, or
persistent non-adherence to therapeutic regimens. Heart failure disease management programs have been
shown to improve patient outcomes. Studies have been done looking at the management of heart failure
using both clinic and home-based care models. These have shown convincing evidence that the rate of
rehospitalization and costs can be significantly reduced as well as quality of life improved (Lindenfeld, 2010
[Guideline]; Whellan, 2007 [Cost-Effective Analysis]; Adams, 2006 [Guideline]; Gregory, 2006 [Low];
Sisk, 2006 [Low]; Hartmann, 2004 [Low]; Logeart, 2004 [Low]; Redfield, 2002 [Low]; Philbin, 1999
[Low]; Rich, 1995 [Moderate]).

The Heart Failure Society of America (HFSA) recommends that HF disease management programs include
multiple components based on patient characteristics and needs. Disease management components in a HF
clinic include but are not limited to the following:

Comprehensive education and counseling individualized to patient needs

Promotion of self-care, including self-adjustment of diuretic therapy in appropriate patients (or with
family member/caregiver assistance)

Emphasis on behavioral strategies to increase adherence
Vigilant follow-up after hospital discharge or after periods of instability
Optimization of medical therapy
Increased access to providers
Early attention to signs and symptoms of fluid overload
Assistance with social and financial concerns
(Hauptman, 2008 [Guideline])
Telemonitoring programs

Telephone intervention programs that include education to improve dietary and treatment compliance along
with teaching self-monitoring of heart failure signs and symptoms have been shown to decrease heart failure
admissions. However, telephone-based interactive voice response systems that collect daily information
about symptoms and weight for review by the patient's clinicians have not been shown to improve outcomes.
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A multicenter, randomized, controlled trial of 1,653 patients found no reduction in the risk of readmission or
death from any cause with telemonitoring as compared to usual care. Moreover, there were no reductions in
the risk of hospitalization for heart failure, the number of days in the hospital, or the time to readmission or
death. The study authors conclude that there remains a need for strategies to improve heart failure outcomes.
The findings also indicate the importance of a thorough, independent evaluation of disease-management
strategies before their widespread adoption (Chaudhry, 2010 [Low]; Ferrante, 2010 [Moderate]).

Stress reduction

Stress reduction and relaxation techniques may be of benefit to some patients and should be encouraged.
(Mandle, 1996 [Low]; Beary, 1974 [Low])

Depression, adjustment disorder with depression

Major depression is common in patients hospitalized with heart failure and is independently associated
with a poor prognosis (Jiang, 2001 [Low]). It is independently associated with a substantial increase in
the risk of heart failure among older persons with isolated systolic hypertension. This association does not
appear to be mediated by myocardial infarction (Abramson, 2001 [Moderate]). An increasing number of
depressive symptoms is a negative prognostic factor for patients with heart failure, just as it is for patients
with CHD (Vaccarino, 2001 [Moderate]). 1t is an independent risk factor for functional decline and death
in heart failure patients (Guck, 2003 [Low]).

Frequently, depression is not assessed, or not treated adequately or at all. As yet there are no data to support
the hypothesis that antidepressant treatment improves cardiac morbidity and mortality (Jiang, 2005 [Low]).
Nevertheless, consensus opinion is to treat depressed cardiac patients with a safe drug rather than watchful
waiting since they would benefit from symptomatic relief of their depressive symptoms, and there is a
potential improvement in their cardiovascular risk profile (Ballenger, 2001 [Low]).

Although tricyclic antidepressants are affective against depression, they are associated with cardiovascular
side effects including orthostatic hypotension, slowed cardiac conduction, antiarrythmic activity, and
increased heart rate. SSRIs, by contrast, are well tolerated and have a more benign cardiovascular profile
and would be preferred initial agents for treatment of depression in individuals with cardiovascular disease
(Jiang, 2005 [Low]).

Though well-designed studies are still needed, it would appear that the newer agents, particularly the SSRIs,
are preferred over the TCAs, which should be avoided when treating depression in patients with heart failure
(Jessup, 2009 [Guideline]; Guck, 2003 [Low]).

Advanced Directives

The Minnesota Health Care Directive, established by the Minnesota Legislature in 1998, is a written docu-
ment that satisfies State of Minnesota requirements for advance directives. This document combines the
functions of a Living Will and Durable Power of Attorney for Health Care into a single legal declaration;
i.e., it informs others of the individual's wishes about health care and allows naming a person ("agent") to
decide if the individual is unable to decide or if the individual wants someone else to decide. An attorney
is not required for document completion, and the document can be amended or revoked at any time by the
author.

See the ICSI Preventive Services for Adults guideline for more information.
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End-of-Life Considerations

Ongoing patient and family education regarding prognosis for functional capacity and survival is recom-
mended for patients with heart failure as part of disease management. A patient's status should be medically
and psychologically optimized before discussing end-of-life care.

Discussion regarding end-of-life care should be considered for those with advanced heart failure with
symptoms at rest despite repeated attempts to optimize medical treatments. Whenever possible, the patient
should be involved in the decision-making process. Discussion is recommended regarding the option of
inactivating ICDs for patients with heart failure at the end-of-life. Aggressive procedures performed within
the final days of life are not appropriate. See the ICSI Palliative Care guideline for more information.

(Hunt, 2005 [Guideline])
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15. Symptom Control Satisfactory?

Recommendations:

* Consider reassessment of ventricular function (echocardiography or radionuclide
ventriculography) if the symptoms persist despite changes in pharmacologic manage-
ment, or if symptoms markedly change.
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16. Ongoing Assessment of Response to Treatment and Evaluation
for Symptom Exacerbation

Recommendations:

e Afterinitial evaluation and diagnosis, follow-up of heart failure patients in the ambula-
tory setting should focus on optimizing pharmacologic therapy and prevention of heart
failure exacerbations.

* Patient education should be ongoing and consistently reinforced, and family members
should be a part of this process whenever possible. Symptoms of worsening heart
failure should be explained, and patients should be advised to contact their provider or
nurse if these symptoms develop.

* Patients should be advised to call their provider about a greater or equal to two pounds/
day weight gain or five or more pounds/week. They can expect the provider to assess
symptoms, adjust diuretics if appropriate, discuss dietary sodium compliance/restric-
tion, review treatment plan, and recommend appropriate level of care (office visit, ER,
etc.).

e Also refer to Appendix B, "Strategies to Address Adherence to Treatment Plan."
Accessibility

Intimidation by or frustration with large health care systems and social isolation are factors that distance
patients from their health care providers. A patient's failure to maintain this contact, as well as inadequate
patient education, contribute to poor patient compliance and high hospital admission and readmission rates
in this population (Moser, 1996 [Low]; Rich, 1995 [Moderate]).
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* To prevent heart failure exacerbation, efforts and resources should be directed toward early inter-
vention in the form of increased accessibility to care and education aimed at symptom recognition
and treatment plan adherence.

¢ Frequently, patients wait until they are in crisis before seeking medical assistance, bypassing the
provider's office and going straight to the emergency department (ED). Limited hours and limited/
untrained staff at providers' offices have been cited as reasons patients seek acute care with wors-
ening symptoms of heart failure.

* Case managers and heart failure clinics have been shown to be effective strategies to avert ED
visits and hospitalizations by providing patients with a contact person who is familiar with their
care in order to expedite treatment alternatives. This contact person, usually a nurse, is available
to answer questions and clarify instructions, potentially increasing treatment plan compliance. The
nurse should have adequate ancillary support services available, e.g., social workers, dietary.

- Amidlevel provider can provide an appropriate level of care adjusting medications and dosages.

- NTproBNP has been shown to be useful in determining the long-term prognosis of patients with
congestive heart failure. After hospital admission, the euvolemic/dry BNP value at discharge
can be used as a meaningful and valuable baseline level for subsequent monitoring and manage-
ment of patients with heart failure.

* Time between visits is important for the patient to formulate questions and assimilate the previously
presented information. Family members and caregivers should also be involved in education to
support the patient's efforts.

(Kasper, 2002 [Moderate]; Hafferkamp, 1996 [Low]; Moser, 1996 [Low]; Rich 1995 [Moderate])
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Introduction

There are no evidence-based, generally accepted, comprehensive treatment guidelines for decompensated
heart failure in the literature. Some of the medications are well researched, others are not. There are no
therapeutic trials defining the optimal sequence of drug interventions (e.g., diuretics, inotropes, vasodila-
tors, or neurohormonal) for this condition. Further, there are few "head-to-head" trials of drugs between
drug classes.

Some treatments in current practice (e.g., [V ACE inhibitors, long-term IV dobutamine) are not included
because the published reports involved very small numbers of patients. Milrinone and dobutamine, although
well known to change hemodynamic measures, are not associated with improved clinical outcomes and
may, in fact, increase mortality.

Morphine is considered to be a first-line drug of choice in many previous recommendations. Again, hemo-
dynamic and antianxiety effects are substantiated, but improved clinical outcomes are not. Studies are
lacking in the evaluation of potential adverse effects, such as respiratory depression. The negative effects
may be overshadowed by the positive effects of other drugs being administered. Interestingly, many recent
studies are not including morphine in the first-line therapeutic regimen.

Clinical Focus

The following approach to the acutely symptomatic, decompensating heart failure patient begins with the
basic "ABCs" of resuscitation, then proceeds with an assessment of volume status. This guideline focuses
on the decompensated patient with adequate blood pressure who is not in shock.
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Appendix A — Heart Failure Classification Comparison

ACC/AHA 2001 Staging Compared to NYHA Functional Classification

ACC/AHA, 2001 NYHA

A At high risk of developing HF, but without None
structural heart disease or symptoms of HF

B Structural heart disease, but without I Asymptomatic
symptoms of HF
C Structural heart disease with prior or current I Symptomatic with moderate exertion
symptoms of HF III Symptomatic with minimal exertion
v Symptomatic at rest
D Refractory HF requiring specialized v
interventions

ACC = American College of Cardiology, AHA = American Heart Association
NYHA = New York Heart Association, HF = Heart Failure

The New York Heart Association (NYHA) classification is a four-level scheme for grading the functional incapacity of
patients with cardiac disease. Although criticized for lack of reliability, this system is still widely used.

The ACC/AHA heart failure grading scheme takes into consideration the natural history and progressive nature of heart
failure.

For each of these classes, recommendations for prevention, ongoing surveillance for disease progression and specific
medical therapy are outlined. This new classification scheme is often used in conjunction with the NYHA classifica-
tion described above.
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Appendix B — Strategies to Address Adherence to
Treatment Plan

The provider-patient relationship plays an essential role in improving compliance. A member of the health care team
should assess for medication and dietary adherence at every visit. The preferred approach is to ask nonthreatening,
open-ended questions. Include probes for factors that contribute to nonadherence, including adverse reactions, misun-
derstanding of treatment plan, depression, cognitive impairment, complex dosing regimens and financial constraints.

1. Assess knowledge of heart failure

When you hear the words "heart failure," what does that mean to you?

What do you know about your heart and the type of heart failure you have, and what may have
caused it to develop?

2. Assess adherence to daily weights

Can you tell me why it is important to weigh yourself every day?
Are you willing and able to weigh yourself at home every day to monitor for fluid weight gain?

Is there anything that might keep you from being able to weigh yourself at home on a regular
basis?

3. Assess adherence to medication regimen

Can you tell me why you are taking this medicine?
Do you have a reminder system for taking your medications?

In general, how often do you miss or skip doses of any of your prescribed medications for any
reason?

What is the most common reason(s) you might miss or skip a dose?
What do you do when you miss a dose?
Is the cost of medication interfering with your treatment?

Are you experiencing any unusual symptoms that you think may be due to your medications?

4. Assess adherence to low-sodium diet

Has your doctor (provider) ever talked with you about limiting the amount of salt, or sodium you
eat?

Did your doctor (provider) tell you how much sodium you can have in a day?
Why is it so important for you to follow a low-sodium diet?

Who prepares your meals? Is he/she aware of your sodium restriction?

What steps do you take to limit the sodium in your diet?

What things do you/might you find (most) difficult about following a low-sodium diet?

5. Assess adherence to treatment plan

Are you comfortable with your ability to follow the treatment plan we have designed for you?

What is the most difficult task you have in following your treatment plan?

Source: Marshfield Clinic
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Appendix C — ICSI Shared Decision-Making Model

The technical aspects of Shared Decision Making are widely discussed and understood. Decisional conflict
occurs when a patient is presented with options where no single option satisfies all the patient's objectives,
where there is an inherent difficulty in making a decision, or where external influencers act to make the
choice more difficult. Decision support clarifies the decision that needs to be made, clarifies the patient's
values and preferences, provides facts and probabilities, guides the deliberation and communication, and
monitors the progress. Decision aids are evidence-based tools that outline the benefits, harms, probabilities
and scientific uncertainties of specific health care options available to the patient.

However, before decision support and decision aids can be most advantageously utilized, Collaborative
Conversations™ should be engaged in between the provider and the patient to provide the supportive
framework for Shared Decision-Making.

Collaborative Conversations™

A collaborative approach toward decision-making is a fundamental tenet of Shared Decision-Making (SDM).
Collaborative Conversations is an interprofessional approach that nurtures relationships, enhances patients'
knowledge, skills and confidence as vital participants in their health, and encourages them to manage their
health care. Within a collaborative conversation, the perspective is that the patient, rather than the provider,
knows which course of action is most consistent with the patient's values and preferences. Use of Collab-
orative Conversations elements and tools is even more necessary to support patient, care provider and team
relationships when patients and families are dealing with high stakes or highly charged issues. A diagnosis
of a life-limiting illness presents such a circumstance.

The overall framework for the Collaborative Conversations approach is to create an environment in which
the patient, family and care team work collaboratively to reach and carry out a decision that is consistent with
the patient's values and preferences. A rote script or a completed form or checklist does not constitute this
approach. Rather it is a set of skills employed appropriately for the specific situation. These skills need to be
used artfully to address all aspects involved in making a decision: cognitive, affective, social and spiritual.

Key communication skills help build the Collaborative Conversations approach. These skills include many
elements, but in this appendix only the questioning skills will be described. (For complete instruction,
see O'Connor, Jacobsen Decisional Conflict: Supporting People Experiencing Uncertainty about Options
Affecting their Health [2007], and Bunn H, O'Connor AM, Jacobsen MJ Analyzing decision support and
related communication [1998,2003].)

1. Questioning Skills

Open and closed questions are both used, with the emphasis on open questions. Open questions ask for
clarification or elaboration and cannot have a yes or no answer. An example would be "What else would
influence you to choose this?" Closed questions are appropriate if specific information is required such
as "Does your daughter support your decision?"

Other skills such as summarizing, paraphrasing and reflection of feeling can be used in the questioning
process so that the patient doesn't feel pressured by questions.

Verbal tracking, referring back to a topic the patient mentioned earlier, is an important foundational
skill (Ivey & Bradford-Ivey). An example of this is the provider saying, "You mentioned earlier..."
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When to Initiate Collaborative Conversations

Certain seminal events occur along the care continuum, creating especially opportune times for Collabora-
tive Conversations. These opportunities occur both at the time of and several times after the diagnosis of
a life-limiting illness. Use each opportunity along the care continuum to support patient preferences and
values when dealing with life-limiting diagnoses.

Cues for the Care Team to Initiate a Collaborative Conversation

* Life goal changes: patient's priorities change related to things the patient values such as activities,
relationships, possessions, goals and hopes, or things that contribute to the patient's emotional and
spiritual well-being.

* Diagnosis/prognosis changes: additional diagnoses, improved or worsening prognosis.

* Change or decline in health status: improving or worsening symptoms, change in performance
status or psychological distress.

* Change or lack of support: increase or decrease in caregiver support, change in caregiver, change
in caregiver status, change in financial standing, difference between patient and family wishes.

* Disease progression: change in physical or psychological status as a result of the disease progres-
sion.

* Provider/caregiver contact: each contact between the provider/ caregiver and presents an oppor-
tunity to reaffirm with the patient that his or her care plan and the care his or her is receiving is
consistent with his or her values.

Patient and Family Needs within Collaborative Conversations

* Request for support and information: decisional conflict is indicated by, among other things,
the patient verbalizing uncertainty or concern about undesired outcomes; expressing concern about
choice consistency with personal values; and exhibiting behavior such as wavering, delay, preoccu-
pation, distress or tension. Support resources may include health care professionals, family, friends,
support groups, clergy, social workers. When the patient expresses need for information regarding
options and their potential outcomes, the patient should understand the key facts about options, risks
and benefits, and have realistic expectations. The method and pace with which this information is
provided to the patient should be appropriate for the patient's capacity at that moment.

* Advance care planning: with the diagnosis of a life-limiting illness, conversations around advance
care planning open up. This is an opportune time to expand the scope of the conversation to other
types of decisions that will need to be made as a consequence of the diagnosis of a life-limiting
illness.

* Consideration of values: the personal importance a patient assigns potential outcomes must be
respected. If the patient is unclear how to prioritize preferences, value clarification can be achieved
through the use of decision aids

e Trust: the patient must feel confident that his or her preferences will be communicated and respected
by all caregivers.

e Care coordination: should the patient require care coordination, this is an opportune time to discuss
the other types of care-related decisions that need to be made. These decisions will most likely need
to be revisited often. Further, the care delivery system must be capable of delivering coordinated
care throughout the continuum of care.
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¢ Responsive care system: the care system needs to support the components of patient- and family-
centered care so the patient's values and preferences are incorporated into the care he or she receives
throughout the care continuum.

Evaluating the Decision Quality

Adapted from O'Connor, Jacobsen Decisional Conflict: Supporting People Experiencing Uncertainty about
Options Affecting their Health [2007].

When the patient and family understand the key facts about condition and options, a good decision can be
made. Additionally, the patient should have realistic expectations about the probable benefits and harms. A
good indicator of the decision quality is whether or not the patient follows through with his or her chosen
option. There may be implications of the decision on the patient's emotional state, such as regret or blame,
and there may be utilization consequences.

Decision quality can be determined by the extent to which the patient's chosen option best matches his or
her values and preferences as revealed through the Collaborative Conversations process.

SDM Conversation Map

Build Rapport Tailor

Opening Intervention
Discuss Pros/Cons/

. Benefits/Risks

Assessing

Explore patient's
values/preferences

Planning i Decision Support/Aids
Can patientfamily make a
decision?

Present options Use Ottawa Persanal Dedsion Guide

and/or Decision Aids

Doctor's knowledge/
recommendations

Make or explicitly defer decision
Check patient understanding & &
clarify

Reassess

Copyright © 2010 ICSIAll Rights Reserved

1Makoul G, Clayman M, An integrative model of shared decision
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ICSI Document Development and Revision Process
Overview

Since 1993, the Institute for Clinical Systems Improvement (ICSI) has developed more than 60 evidence-
based health care documents that support best practices for the prevention, diagnosis, treatment or manage-
ment of a given symptom, disease or condition for patients.

Document Development and Revision Process

The development process is based on a number of long-proven approaches. ICSI staff first conducts a literature
search to identify pertinent clinical trials, meta-analysis, systematic reviews, regulatory statements and other
professional guidelines. The literature is reviewed and graded based on the ICSI Evidence Grading System.

ICSI facilitators identify gaps between current and optimal practices. The work group uses this informa-
tion to develop or revise the clinical flow and algorithm, drafting of annotations and identification of the
literature citations. ICSI staff reviews existing regulatory and standard measures and drafts outcome and
process measures for work group consideration. The work group gives consideration to the importance
of changing systems and physician behavior so that outcomes such as health status, patient and provider
satisfaction, and cost/utilization are maximized.

Medical groups that are members of ICSI, review each guideline as part of the revision process. The medical
groups provide feedback on new literature, identify areas needing clarification, offer recommended changes,
outline successful implementation strategies and list barriers to implementation. A summary of the feedback
from all medical groups is provided to the guideline work group for use in the revision of the guideline.

Implementation Recommendations and Measures

Each guideline includes implementation strategies related to key clinical recommendations. In addition,
ICSI offers guideline-derived measures. Assisted by measurement consultants on the guideline develop-
ment work group, ICSI's measures flow from each guideline's clinical recommendations and implementation
strategies. Most regulatory and publicly reported measures are included but, more importantly, measures
are recommended to assist medical groups with implementation; thus, both process and outcomes measures
are offered.

Document Revision Cycle

Scientific documents are revised every 12-24 months as indicated by changes in clinical practice and literature.
Each ICSI staff monitors major peer-reviewed journals every month for the guidelines for which they are
responsible. Work group members are also asked to provide any pertinent literature through check-ins with
the work group mid-cycle and annually to determine if there have been changes in the evidence significant
enough to warrant document revision earlier than scheduled. This process complements the exhaustive
literature search that is done on the subject prior to development of the first version of a guideline.

Return to Table of Contents

www.icsi.org

Institute for Clinical Systems Improvement 110



