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Objective: To evaluate the effect of the orientation group on therapeutic adherence and self-care
among patients with chronic heart failure. Method: Randomized controlled trial with 27 patients
with chronic heart failure. The intervention group received nursing consultations and participated
in group meetings with the multi-professional team. The control group only received nursing
consultations in a period of four months. Questionnaires validated for use in Brazil were applied in
the beginning and in the end of the study to assess self-care outcomes and adherence to treatment.
Categorical variables were expressed through frequency and percentage distributions and the
continuous variables through mean and standard deviation. The comparison between the initial
and final scores of the intervention and control groups was done through the Student’s t-test.
Results: The mean adherence in the intervention group was 13.9 = 3.6 before the study and 4.8 =
2.3 after the study. In the control group it was 14.2 * 3.4 before the study and 14.7 + 3.5 after
the study. The self-care confidence score was lower after the intervention (p=0.01). Conclusion:
The orientation group does not improve adherence to treatment and self-care management and

maintenance and it may reduce confidence in self-care. Registry REBEC RBR-7r9f2m.
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Introduction

Despite the development of new technologies,
scientific advances and the achievement of better social
and economic conditions in recent decades, a high
incidence of heart failure (HF) is still frequently observed
in Brazil and in the world®.

Limiting symptoms such as fatigue, dyspnea and angina
are common in these patients and may be accompanied
by memory loss and difficulty in concentration, making
them incapable and restricting them in their activities of
daily living®®> This decrease in functional capacity may
compromise adherence to treatment and self-care, leading
to higher rates of hospitalization and death®.

A study found a low rate of self-care in 116 patients
with HF and attributed this data to the rates of 44.8%
patients with cognitive impairment and 52.6% with no
nursing follow-up®,

Educational programs are an important tool to improve
the management of self-care by the multi-professional
team specialized in the follow-up of patients with HF®).
However, it is difficult to identify the appropriate strategies
and scenarios, since the interventions are heterogeneous,
as well as the number of professionals involved, hindering
the evaluation of results®).

Thus, nurses working in specialized HF clinics seek
strategies that can increase adherence to treatment and
enhance self-care, improving quality of life and reducing
hospital readmissions>”). Group interventions are one
of the strategies for disease management programs®-11),
However, there are no studies that have proven their
effectiveness in adherence to treatment and in self-care
management, maintenance and confidence.

An integrative review of 42 articles on interventions
proposed and implemented by nurses to optimize self-
care in patients with HF found that most of the studies
were directed to patients, excluding the participation of
caregivers and family members, and addressed three
to four factors of self-care, such as diet, adherence to
medication, daily weight, physical activity and monitoring
of signs and symptoms of decompensated HF. There was a
predominance of verbal instructions, but written materials
and information technology such as CD-ROMs, DVDs and
videos, as well as telehealth, were also used. Few studies
discussed group activities*?,

Orientation groups are used as a supplement to the
guidelines provided during the outpatient visit. A study
conducted in the Netherlands evaluated self-care and

quality of life among 317 HF patients for 12 months after

participating in 21 group sessions. The intervention showed
improvements in cognitive management of symptoms
(p<0.001), self-care behavior (p=0.008) and quality
of life (p=0.005), but no effect was found in six and 12
months of follow-up®®,

A systematic review evaluated orientation groups
in populations with chronic diseases such as asthma,
hypertension, heart failure, diabetes mellitus, arthritis,
among others, but provided little evidence on the
achievement of good outcomes in quality of life and health
management. The study suggested that more studies
should be carried out, especially in order to compare the
orientation groups with other strategiesV,

Thus, this study aimed to evaluate the effect of the
orientation group on adherence to treatment and self-care

among patients with chronic HF in a specialized clinic.

Method

This is a randomized controlled trial with parallel-
group developed with two groups at the same time,
an intervention group (orientation group and nursing
consultation) and a control group (nursing consultation).

The study was conducted between October 2012
and February 2014. The inclusion criteria were patients
on follow-up in a clinic specialized in heart failure, in the
city of Niteroi/R], Brazil, who were over 18 years old,
diagnosed with HF and included in functional class I to
III according to the New York Heart Association (NYHA).

Exclusion criteria were patients with an acute
myocardial infarction (AMI) in the three months prior
to the study; patients who underwent coronary artery
bypass surgery in the month prior to the study or who were
indicated for surgery; patients with neurological/cognitive
dysfunction; patients who did not live in the cities of Niteroi,
Sao Gongalo or Rio de Janeiro; and patients who did not
have a landline. The intervention occurred during 120
days, with two (02) nursing consultations and sixteen (16)
fortnightly group meetings with the intervention group (IG).

The 105 eligible patients were contacted and blindly
randomized to the control group and intervention group.
Only 56 patients answered the request and then were
invited to the study, received orientation and signed a
consent form (TCLE) informing on the benefits and risks of
the study. At the first visit, the first evaluation of adherence
and self-care maintenance, management and confidence
was carried out through questionnaires previously adapted
and validated for use in Brazil(3-14,

At each nursing visit, a specialist nurse conducted

anamnesis, physical examination and evaluation of
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complementary and laboratory tests. Nursing diagnoses were
identified and an educational intervention was conducted
through reading of a Guideline on Heart Failure®® from
the Coracdo Valente Heart Failure Clinic with the patient
and companions. This guideline is used in the conventional
follow-up of these patients. In addition, the nursing visit was
also used to improve the prescribed treatment.

The intervention “orientation group” was based on the
classification of Support Group from the Nursing Intervention

Classification (NIC)1®), This intervention is defined as “using

a group environment to provide its members with emotional
support and health-related information”.

Eight different topics were programmed for the
orientation group, based on the recommendations of
the Brazilian Guideline for Heart Failure**) according
to figure 1. The topics were presented with 15 days
intervals, however, the same topics were repeated for
two consecutive weeks, favoring the participation of the
patients. The topics, the objectives and the interventions

used are described below.

Week Theme Objective Intervention
1and 2 Definition of heart failure and main care To define Heart Failure and its main symptoms E]ir;g\cl)ié)éisentatlon; Presentation
To present the main signs and symptoms of Shield game; Right x Wrong
3and 4 symptoms of decompensated HF, how to heart failure and the main activities to reduce game; Review of the shield
intervene?
them. game
L . L. . To encourage them to vaccinate, perform Tic-tac-toe about vaccination;
Vaccination + Physical activity, sexuality and . - . .
5and 6 ) scheduled physical activities and clear up any Seven errors game; Stretching
sleep: importance for health )
doubts. exercises
7and 8 (?ontrolllng diet and drinks, and day-to-day To _prowde orlenFatlon qn healthler. eating habits Nutrition bingo; Cookbook
tips indicated for patients with heart failure.
To alert about the risks of smoking for health ) ) A
) ) ) . Presentation and discussion of
9and 10 Importance of not smoking in general but especially for people with heart .
the harms of smoking
problems
To understand which medications are used for
11 and 12 Main medications and their effects heart failure, what they are for and what are the | Memory game
main side effects
13e 14 Review about heart failure To review the information discussed during tests | Board game
15e 16 Relaxation Get together event and promotion of comfort Self-massage techniques

Figure 1 - Topics and activities conducted in the meetings of the Orientation Group.

The interventions of the Orientation Group were
elaborated by the nurses/researchers from the Heart
Failure Clinic Coragao Valente, with the support of
didactic material, such as video, board game, tic-tac-toe,
memory game and drawings and paintings. This made the
intervention more playful, enjoyable and understandable.

In addition to the topics previously proposed, the
participants of the group had the possibility to express
their doubts and report their experiences. The orientation
group was open to family members or significant people.
Patients who did not participate in at least three meetings
with the orientation group were excluded, which totaled
one (01) loss per month.

The control group (CG) received the conventional
follow-up from the HF Clinic, which consists of nursing,
nutritional, physiotherapy and medical consultations.
During the nursing consultation, the patients of this group
also received an educational intervention based on the
Guideline on Heart Failure.

The outcomes assessed in this study were adherence

to treatment®”) and self-care maintenance, management

www.eerp.usp.br/rlae

and confidence among patients with HF(® in a specialized
clinic. Outcomes were assessed at the first visit and
reassessed after four months of follow-up.

Adherence to treatment was assessed through a
questionnaire with 10 questions, with scores ranging from
0 to 26 points; higher scores indicate better adherence.
Adherence is considered adequate when the patient
reaches 18 points score, which corresponds to 70%©>).

Self-care was assessed through a questionnaire
with 22 questions divided in three (03) scales: self-care
maintenance (10 items), self-care management (6 items)
and self-care confidence (6 items)®4),

On the self-care maintenance scale, responses range
from “never/rarely” to “always/daily”. On the self-care
management scale, responses range from “unlikely” to
“very likely” and on the self-care confidence they range
from “not confident” to “extremely confident”. The
questions are about weight and edemas, physical activity,
attendance at consultations, diet, medications, signs and
symptoms of decompensated HF, management of signs

and symptoms, and confidence in decision making®%,
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The scores of each subscale were calculated separately,
and each ranged from 0 to 100 points. A self-care score of
70 or more points was considered adequate(®,

The sample estimate was based on the standard
deviation of a previous clinical trial®® for the same
outcomes conducted with HF patients who received nursing
interventions. This study set a 95% confidence interval,
a margin of error of five percentage points, and power of
80%. Therefore, the inclusion of 20 patients (10 in each
group) was estimated. A nine-point difference between
groups was considered, based on the outcome of the study
in question. The sample calculation was performed using
the Winpepi statistical program (v. 14.46).

The randomization was performed in blocks. A coin
flipping determined the allocation of 15 eligible patients
in the intervention group or control group. Each patient
was identified by an Arabic number on individual cards.
After the draw, the numbered cards corresponding to
each patient were put in envelopes and stored in a safe
place. The person responsible for the randomization was
not involved in any other research activity.

During the baseline period, the nurses were blind to
the patients’ allocation. The professionals responsible for
the randomization, the patient assessment team, and the
statistician responsible for data analysis remained blind
throughout the study.

The intervention team had no contact with patients in
the control group after the baseline period and, therefore,
was blind to this group of patients.

The construction and synthesis of the database
were done in the software Microsoft Excel (2007) and
the analysis was done on the software Statistical Package
for the Social Sciences (SPSS), version 20.0.

Categorical variables were expressed through
frequency and percentage distributions and the continuous
variables through mean and standard deviation. The
comparison between the initial and final scores of the
intervention and control groups was done through the
Student'’s t-test. The bivariate p value<0.05 was considered
statistically significant for all analyzes.

The study was approved by the Research Ethics
Committee of the Antdnio Pedro Medical School/ Hospital,
under the no. 175.302 and under the registry RBR-7r9f2m

in the Brazilian Registry of Clinical Trials.

Results

Of the 105 patients eligible to participate in the study,
fifty-six (56) met the inclusion criteria. Of these, twenty-
nine (29) were allocated in the intervention group (IG)

and twenty seven (27) in the control group (CG).

During the study, the IG had eighteen (18) losses,
seventeen (17) due to attendance to less than three (03)
meetings with the orientation group, one (01) for starting
dialysis, one (01) for change of address and one (01) for
death. Of the twenty-nine (29) patients included, eleven
(11) completed the study.

In the CG, 27 patients participated in the first nursing
visit. However, there was no possibility of scheduling the
second nursing consultation with seven (07) of them,
because the phones provided had changed and were
unable to receive calls. In addition, four (04) patients
refused to continue the study. Thus, in this group, sixteen
(16) patients completed the study (figure 2).

The characteristics of the patients are presented
in Table 1. Of the 56 participants, 60.7% were female,
married (62.5%), with a mean age of 64.9 £ 12.3 years,
most completed elementary education (58.9%), and
had a monthly income of R$990.60 (622.00-1200). The
duration of the disease was approximately 10.0 £ 4.7
years, and the New York Heart Association class II was
prevalent (42.9%). The sample was homogeneous for
control group and intervention in practically all variables,
only the variable alcoholism presented a statistically
significant difference (p=0.041).

The outcomes adherence to treatment and self-care
maintenance, management and confidence were evaluated
in the initial and final moments of the study, with the
scores of the intervention group, the control group and
the total sample are presented in Table 2.

The initial scores of adherence (14.1 + 3.4), self-
care maintenance (43.8 £ 15.5), self-care management
(56.3 = 29.1) and self-care confidence (62.0 £ 23.9)
were lower than the expected for the total population,
which was above 18 points for adherence and 70 points
on the self-care scales.

There were no significant differences in the outcomes
assessed in the initial and final moments between the
control and intervention groups. The mean difference
obtained at the initial moment and at the end of the follow-
up period in the control group and in the intervention
group were in adherence (0.47) (p=0.79); maintenance
(-3.54) (p=0.54); management (15.73) (p= 0.32) and
confidence (-29.38), but the latter was the only statistically
significant one (p=0,005), according to Table 3.

There were no significant differences in the control
and intervention groups between the initial and final
results. The exception was the self-care confidence score
that had a significant negative difference in the intervention

group, meaning it was higher in the beginning of the study.
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[ Enrollment ]

Assessed for eligibility (n = 105)

Excluded (n = 49)
« Did not meet inclusion criteria (n = 44)
+ Deaths (n =5)

Y

Randomized (n = 56)
( Alocation )
N J
Allocated in intervention (n = 29) Allocated in intervention (n = 21)
« Received allocation intervention (n = 29) « Received allocation intervention (n = 21)
« Did not receive allocated intervention (n = 0) « Did not receive allocated intervention (n = 0)
Y ( Follow up ] Y
N J
Lost to follow-up (n=16) Lost to follow-up (n = 11)
+ Deaths (r? =01) « Loss of telephone contact (n = 07)
+ <3 meetings (n=15)
Discontinued (n=02) Discontinual (n = 04)
-+ Dialysis (n=01) i « Partal withdrawal of consent (n = 4)
+ Moved to another city (n =01) ( .
L Analysis

Analysed (n=11)
« Excluded from analysis (n = 0)

Figure 2 — Flowchart of the study Niterdi, R], 2014

Table 1 - Sociodemographic and clinical characterization of patients with heart failure (n=56). Niteroi, R], Brazil, 2014

Analysed (n=16)
« Excluded from analysis (dar razées) (n = 0)

Variables Intervention Group (n=29)  Control Group (n=27) Total (n=56) p-value
Gender, Female* 16(28.5) 18(32.1) 34(60.7) 0.3798
Age’ 64.1+x13.5 65.6+11.8 64.9+12.3 0.463!
Skin Color, Parda* 11(19.6) 10(17.9) 21(37.5) 0.3798
Occupation, Retired* 20(35.7) 13(23.2) 33(58.9) 0.3798%
Income* 11100(622.0-1200) 837.5(622-1142) 990.6(622-1200) 0.993!
Level of education, Elementary education® 14(25) 19(33.9) 33(58.9) 0.3798
Civil status, married* 21(37.5) 14(25) 35(62.5) 0.3798
Time from illness onset (years)" 9.1+3.4 9.8+5.4 9.4+4.3 0.52!l
Last hospitalization (months)* 32(0.75-72.7) 5.5(0.75-11.0) 8.0(6.0-11.2) 0.31
Start of treatment (years)* 6.5(3.7-7.5) 6.5(4.2-8.0) 6.5(4.0-8.0) 0.798"
Left Ventricular Ejection Fractiont 61.3x14.0 56.2+14.0 58.5+15.2 0.3741
Number of medications used* 6(4-9) 5.5(1.2-4.7) 6(4-7.4) 0.5411
New York Heart Association functional class* 13(23.2) 11(19.6) 24(42.9) 0.3798
Smoking* 5(8.9) 3(5.3) 8(14.2) 0.3798
Alcoholism* 5(8.9) 11(19.6) 16(28.6) 0.3798
Self-care scores
Maintenance’ 46.5+13.5 46.3+14.9 45.1£14.2 0.4421
Management* 50(32.5-99) 55(40-99) 50(30-99) 0.6371
Confidence* 67(50-83) 61(61-85.4) 61.8+21.7 0.4297
Adhesion scoref 13.9+3.2 14.413.0 14.2+3.1 0.57!l

* n(%); T mean + standard deviation; ¥ median (interquartile range25-75); § Chi-square test; || Student t'test; 9 Mann-Whitney test

www.eerp.usp.br/rlae
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Table 2 - Mean values of treatment adherence and self-care maintenance, management and confidence at the initial

and post-follow-up moments (n=27). Niterdi, R], Brazil, 2014

Scores Intervention Group (n=11) Control Group (n=16) Total (n=27) p-value
Initial Final Initial Final Initial Final Initial
Adherence 13.9+3.6 14.8+2.3 14.2+3.4 14.7£3.5 14.1+£3.4 14.7+3.0 0.80
Maintenance 49.1+11.8 49.1£19.7 40.2+17.1 43.7x17.9 43.8+15.5 45.9+18.5 0.15
Management* 56.5+£30.7 48.9+18.8 56.1£29.0 27.7+21.4 56.3+29.1 37.2422.5 0.97
Confidence 74.84£16.2 59.1£14.9 52.6+24.8 67.4+26.1 62.0£23.9 64.0£22.3 0.01

*Student’s t-test/Applied in 20 participants; Intervention Group (9) and Control Group (11).

Table 3 — Mean difference scores of adherence to treatment,
self-care maintenance, management and confidence

(n=27). Niteroi, R], Brazil, 2014
Mean difference (95% CI)

Scores Final-Initial p-value
Adhesion 0.47 (-3.09 — 4.04) 0.79
Maintenance -3.54 (15.43 — 8.35) 0.54
Management* 15.73 (-16.91 — 48.37) 0.32
Confidence -29.38 (-47.43 — -11.33) 0.005

* Student’s t-test/Applied in 20 participants; Intervention Group (9) and
Control Group (11).

Discussion

This study evaluated for the first time the effect of an
orientation group on the outcomes adherence to treatment
and self-care maintenance, management and confidence
in patients with chronic HF in a specialized clinic in Brazil.
The outcomes were assessed through questionnaires
previously translated, adapted and validated for use in
Brazil. The results showed that the orientation group was
not effective for improving adherence and self-care, and
could lead to a reduction in self-care confidence.

The adoption of an educational program cannot
guarantee the change of behavior expected in adherence
to treatment and in the practice of self-care, considering
that what people know and what they actually adopt in
their life is often different. Adherence to treatment is
often affected by reasons related to the HF itself and its
comorbidities; in addition, internal and external factors to
the individual such as motivation, ability to understand,
existence of adequate health services, and other factors
directly influence this aspect(8-19,

The initial scores of the sample were low in adherence
(14.11 £ 3.41), self-care maintenance (43.82 + 15.54),
self-care management (56.26 £ 29.10) and self-care
confidence (62.01 £ 23.94). Using as evaluation methods
two scales used worldwide for self-care assessment, the
Self-care Heart Failure Index and the European Heart Failure
Self-Care, a comparison between self-care in 15 countries

showed better indexes in developed countries®20-21),

In a study with 197 Americans with HF, 56.1% with
NYHA III, the self-care maintenance score was (70.5 +
14.3), the self-care management score was (65.4 + 22.4)
and self-care confidence score was (70.2 £ 16.6)2, All
these values are higher than we found in this study. The
education of the patient related to better educational and
socioeconomic conditions, may be the explanation for
the difference between these scores, since in this study
more than 80% of the interviewees had only elementary
education I and II.

In the Chinese population, with a population of 182
patients with HF, from three hospitals, 71% men and 79%
with NYHA II/I1I, the scores were: self-care maintenance
(43.5 £ 16.7), self-care management (51.4 £ 21.6)
and self-care confidence (52.0 = 21.1);. They had self-care
maintenance scores similar to this study and lower
confidence score®b,

The comprehension of the orientation provided
may vary depending on the level of education, and the
intervention should be adapted to this condition. In addition,
access to the medication prescribed may be impaired, since
it may be difficult for patients to correctly understand what
is prescribed in order to acquire these medications®®,
Therefore, low education level and income are predictors
for low adherence to treatment and self-care, leading to
decompensated HF and increasing hospital readmissions(®.

In this study, the strategies used in the orientation
group were based on recreational activities, such as movies
and games, to facilitate the understanding of the content
discussed. The multi-professional team supported the
development of the activities proposed. Considering that
social support is an important element for adherence
and self-care, the orientation group was open to family
members and had the participation of spouses, siblings
and children of the participants.

Social support was also offered in nursing consultations,
which may explain the improvement of self-care confidence
in the control group, which had an initial score of 52.63 +
24.76 and a final score of 67.41 + 26.15.
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On the other hand, the negative change in the
self-care confidence score in the IG can be attributed
to the knowledge acquired during the orientation group
meetings. Perhaps, the comprehension of the condition,
the stage of the disease, its incurability, and the difficulties
experienced by several patients may amplify the patients’
perception and make them feel insecure to state that they
are extremely confident in these issues.

People normally can’t judge themselves, so
they usually feel capable and confident to carry out
tasks. Unaware of their ignorance, they overestimate
their experience and talent, and consider themselves
competent®4. This overestimation is more frequent among
the less capable, since the more competent can recognize
their true level of abilities and compare it with others®,

Thus, before the intervention group, the participants
were more confident. As they became more competent
to evaluate their health status and self-care, their self-
report was more real, which may explain their lower level
of self-care confidence.

It is also important to understand the full scope of
the concepts of adherence and self-care. These matters
go beyond monitoring of signs and symptoms, and should
include issues such as comfort, environment, emotional
factors, support system such as family and friends, basic
hygiene, sleep and rest, eating habits, daily activities,
work, leisure and ability to communicate and interact
with the world®.

The concepts of adherence and self-care, therefore,
are complex. They involve logical thinking in order to
assess health condition and promote behavior changes,
which are difficult to measure. Therefore, in order to find
changes that have clinical impact, it may be necessary
to extend the evaluation for a longer follow-up period.

The main limitation of the study was the low attendance
to the Orientation Group, which hindered the follow-up and
the evaluation of the outcomes. The authors attributed
this limitation to the difficulty of public transportation to
the specialized clinic, since it is located in an urban area,
with a lot of traffic and it is difficult for people with special
needs to access the location. It is worth mentioning that
patients with HF may be intolerant to some efforts, such as
ramps and ladders. The fortnightly meetings were also an
increase in financial expenses, so despite their acceptance
to participate in the study and their positive verbal reports
regarding the activities carried out in the group, some
participants could not attend regularly.

Thus, the irregularity in attendance at the meetings

obstructed the interaction between professionals, patients

and family members, hampering the creation of a nurse-
patient bond, essential to the activity of the intervention
group. This may also have been a limitation to the
intervention’s success. Finally, with the easy access to cell
phone lines, it is easier to change numbers and carriers,
making it more difficult to find the patients.

A study that aimed to discover why patients with HF
participated or not in a self-care support program found that
the main reasons for permanence in these programs were
support, friendship, exchanging information, acceptance
and control of the disease, exchange of experiences and
combating depression. However, the most relevant causes
for abandonment were the physical impairment imposed
by illness, depression, uninteresting educational materials,
and very small groups or individual strategies(?®.

Thus, the results found should be analysed with
caution, and multicenter studies with longer follow-up
periods should be conducted in order to obtain a better
evaluation of the orientation group and its effect on
adherence and self-care. However, this study was relevant,
since, in a controlled manner, through a randomized
controlled trial, it evidenced the difficulties of investigating
the effect of group interventions for patients with HF.

A 6-month home and telephone follow-up study
demonstrated a 27% relative reduction in the outcomes
hospitalization, emergency care, or death. The study also
improved HF knowledge and self-care actions®”.

Thus, longer follow-up periods with combined
strategies seem to be better for promoting adherence and
enhancing self-care for this type of patients. Therefore,
this may be an alternative to improve these outcomes

among individuals in support groups.

Conclusion

The Orientation Group did not alter adherence and
self-care among patients with HF in a specialized clinic.
However, it is an important educational strategy in the
healthcare area, specifically for chronic patients, and
it should be better explored in other settings and with
other strategies.

Patient confidence in their self-care decreased
with the group intervention; however, this result can be
considered positive in medium and long term, since it can
spark an interest in understanding their health condition
and the treatment. Maintaining the nursing intervention
and associating it with the support of psychologists, social
workers and occupational therapists may be an alternative

to solve the problem.
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Therefore, this study is significant because it
demonstrated that well-structured strategies may not
achieve the expected goal, but can provide evidence for
the construction of more effective interventions.

Multicenter studies with larger samples and in
medium- and long-term may produce positive results
in the outcomes adherence and self-care through group

interventions.
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