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Abstract

Introduction: Patient engagement and activation in self-care and focused care are important issues in
primary health care.

Objective: To determine whether a participatory planning intervention has any impact on HRQOL in
patients with chronic diseases.

Methods: A real-life randomized control study integrated into daily work was conducted in 28 primary
care practices.

Results: After 12 months, there was a significant decrease in systolic blood pressure and mean arterial
pressure in the intervention groups.

Conclusions: Treatment with a participant patient care plan was not significantly superior to usual care
after a 12-month follow-up.
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Conclusiones: el tratamiento con un plan de
atenciéon del paciente participante no fue
significativamente superior en comparaciéon con
la atencién habitual después de un seguimiento
de doce meses.

Resumen

Introduccién: La participacion y la activacion del
paciente en el autocuidado y la atencién centrada
son cuestiones importantes de la atencién
primaria de la salud

Palabras clave: enfermedades croénicas,
hipertensién  arterial, atencién primaria,
participacion, intervencion fuente: DeCS

Objetivo: Determinar si una intervencion de
planificacién participativa tiene algiin impacto en
la CVRS de pacientes con enfermedades crénicas

Método: Se realizO un estudio de control

aleatorizado de la vida real integrado en el trabajo
diario en 28 practicas de atencién primaria.

Resultados: Después de 12 meses, hubo una
disminucién significativa en la presién arterial
sistdlica y la presion arterial media en los grupos
de intervencién

Introduction

Patient participation and activation in self-care,
patient-centered care, support for self-
management and shared decision-making are
essential issues in primary health care and health
policy. Populations worldwide are aging
rapidly, and the number of chronic diseases and
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long-term health problems is increasing.
Healthcare resources are limited, and continuity
of care must be ensured. One of the tools to
respond to this demand and collect information is
a care or treatment plan(.

An individual or personalized care plan or
treatment plan is a detailed approach to the goals
of care tailored to an individual patient’s needs. It
is a mutual agreement between the patient and
the healthcare staff about the goals the patient is
willing to achieve to improve his or her health and
well-being. It also describes what kind of support
the patient needs and the treatment goals from a
medical perspective® 2D,

Previous care plan projects reported a decrease in
long-term care visits and improvements in blood
lipid levels, blood pressure levels, and body mass
index (BMI)®. In Australia, using a care plan
improved the treatment of depressed patients
reduced their 10-year risk of cardiovascular
disease, and increased their physical activity. The
care plan also appears to have the potential to
shift the focus from treating a single disease to
recognizing the management of the whole
package of all chronic diseases®). According to the
Cochrane review, it has a small positive impact on
diabetes control, blood pressure, asthma balance,
depression, and self-care, but not on perceived
health(6). The impact of a care plan was found to
be greater with more rounds of the care plan,
more frequent patient contact with health care,
and when the physician treating the patient was
more involved in the process.(22)

Health-related quality of life (HRQoL) is a
significant healthcare outcome that plays a
prominent role in patients with chronic diseases.
HRQoL depends on the number of chronic
diseases and is higher with a lower disease
burden. For example, hypertension and diabetes
experienced a lower decline in HRQoL than
depression, cancer, asthma and chronic
obstructive pulmonary disease(?.

The present study aimed to investigate whether a
participatory patient care planning intervention
impacts HRQoL and clinical outcomes in primary
care patients with hypertension, ischemic heart
disease, or diabetes.

Method

A real-life randomized control study integrated
into daily work was conducted in 28 primary care
practices from 2019-2020 in Santo Domingo. This

study was approved by the Universidad Regional
Auténoma de Los Andes (UNIANDES).

The study population was based on adult
residents (age = 18 years) who had diabetes,
ischemic heart disease, or hypertension. They
were registered in electronic patient registries.
Participating patients were recruited from those
patients who had follow-up visit for their disease
between February 2019 and March 2020. Of the
diabetics, 58 had ischemic heart disease (24%),
and 193 had hypertension (80%). Of the patients
with ischemic heart disease, 59 (57%) had
hypertension. The diabetes group included
patients with both type 1 and type 2 diabetes.

A total of 800 patients were informed about the
study. In total, 622 patients agreed to participate,
but 17 subsequently canceled their participation.
Of the 605 participants, 587 patients completed
all the data required for this analysis.

Participants were randomly assigned to an
intervention or control group receiving usual care
(HA). Randomization was stratified according to
disease and was performed by a statistician
external to the research team.

Intervention

The intervention consisted of the participatory
patient care plan (PPCP). It included the patient
activation questionnaire form and a request to
attach records of self-monitored measurements,
such as blood sugar and blood pressure values.

The primary outcomes were health-related
quality of life (HRQoL) measured with the 15D(®)
and disease-specific outcomes: blood pressure,
glycemic control measured with glycosylated
hemoglobin (HbA1C), dyslipidemia treatment
status measured with low-density lipoprotein
cholesterol (LDL-C), and BMI. The 15 D is a
generic, comprehensive, standardized, self-
administered measure of health-related quality of
life.

A fasting blood sample for HbA1C and C-LDL was
drawn in a laboratory after 12 h of fasting. A
trained nurse measured blood pressure in a
sitting position after 10 min of sitting. Diastolic
blood pressure (DBP) and systolic blood pressure
(SBP) were recorded and mean arterial pressure
(MAP) was calculated. The nurse also measured
weight in light clothing and height, and body mass
index was calculated as weight (kg)/height2.
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The questionnaire asked about educational
background and marital status. Accordingly, the
presence of other chronic illnesses was asked.
Depressive symptoms were measured with the
21-item Beck Depression Inventory®. The
number of drinks per week and current smoking
habits (yes or no and number of cigarettes per
day) was asked on the question form.

In all analyses, intention-to-treat analysis was
applied. Data were presented as means with
standard deviation (SD) and as counts with
percentages. Statistical comparisons between
groups were performed using a t-test and a chi-
square test. Adjusted mean changes in outcome
measures between baseline and 12-month
measures were assessed by analysis of covariance
(ANCOVA), with the baseline measure as
covariates. Database and statistical processing of

the data were performed and analyzed in SPSS 26
statistical software (SPSS Inc., Chicago, IL, USA).
Descriptive statistics were used for the results
collection, presentation and interpretation.

Results

There were 289 patients (54% women) in the
intervention group and 298 patients (50%
women) in the usual care group. The mean age in
both groups was 69 years. After a 12-month
follow-up, there was a significant decrease in
systolic blood pressure and mean arterial
pressure in the intervention and usual care
groups when all participants were evaluated
together (Table 1). There were no significant
differences in changesin 15D, BMI, C-LDL, HbA1(,
or blood pressure between the intervention and
usual care groups.

Table 1. Baseline values and changes after 12 months of patient outcomes in intervention and usual care

groups.

Base Change p-value

Variables Intervention Usual care Intervention Usual care Crude Adjusted
Mean (SD) Mean (SD) | Mean (SD) Mean (SD)

HRQoL, score | 0,867 (0,095) 0,876 0,004 (-0,003a 0,01) -0,002 (- 0,009 a 0,005) 0.26 0.42

15D (0,093)

Body mass 29,2 (5,2) 29,5 (5,8) -0,17(-0,35a0,01) -0,04(-0,19a0,11) 0.28 0.25

index, kg/m2

C-LDL, 2,67 (0,97) 2,59(0,92) | -0,01(-0,09a0,09) 0,06 (-0,02a 0,14) 0.32 0,45

mmol/]

HbA1C, 40,9 (8,2) 41,8 (8,8) 0,4(-0,1a1,0) 0,1(-0,520,8) 0.46 0.83

mmol/mol

Blood pressure (mmHg)

systolic 148 (17) 148 (18) -3,3(-5,6a-1,0) -2,5(-4,5a-0,5) 0,62 0,64

diastolic 82 (11) 82 (10) -1,1(-24a0,1) -1,1(-2,22a0,0) 0.94 0.90

Mean arterial | 103 (11) 103 (11) -1,9(-3,3a-0,4) -1,6 (-2,8a-0,3) 0.75 0.74

pressure

Source: statistical analysis, p < 0.05, SD standard deviation, HRQoL health-related quality of life, C-LDL

low-density lipoprotein cholesterol, HbA1C glycosylated hemoglobin.

In patients with hypertension, HbA1C increased,
and blood pressure decreased in both groups. In
patients with ischemic heart disease, HbA1C
increased in both groups. In patients with
diabetes, BMI decreased in the intervention
group. There were no significant changes in 15D,
BM], C-LDL, HbA1C, or blood pressure between
intervention and usual care in either disease

group.
There were no significant changes in 15D, BMI, C-
LDL, HbA1C or MAP in any disease group between

intervention and usual care, although the change
in BMI slightly favored intervention in patients
with diabetes.

Discussion

The intervention group did not appear to benefit
significantly from the participating patient’s care
plan after a 12-month follow-up compared with
the usual care group in any disease group
measured by health-related quality of life
(HRQoL) or disease-specific outcomes. There was
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a slight decrease in body mass index within the
diabetes group but not in usual care at the 12-
month follow-up, although the difference
between intervention and usual care was not
highly significant.

Few studies are found after the Cochrane review
besides the study that has follow-up while
measuring the impact of care plans. A
retrospective observational study of patients
with type 2 diabetes in primary care with a mean
follow-up time of 14 months showed a
statistically significant decrease in C-LDL, blood
pressure, and BMI(19, A telephone interview
study of asthmatic women after a 2-year follow-
up showed greater medication adherence and
satisfaction with clinical care among patients who
had a negotiated care plan but no significant
associations between a negotiated care plan,
asthma control, and the use of urgent care(!1. In a
1-year primary care-based follow-up study in
Australia, a care plan improved the treatment of
depressed patients, reduced their 10-year risk of
cardiovascular disease, and increased their
physical activity®). This study was the TrueBlue
model of collaborative care using practice nurses
as case managers, with the care plan not being the
only intervention used to improve care for
depressed patients with diabetes or heart disease.
A UK implementation study with primary care
patients showed no significant difference in mean
vitality after one year of follow-up(12). The
findings are in line with these studies, although
the influence was more significant in the
Australian study, perhaps partly due to enhanced
nurse and GP visits every three months during the
12-month follow-up. In the study, patients
continued their individually planned follow-up
with their physician after 12 to 24 months or with
the nurse after 6 to 12 months, depending on their
individual needs.

The trend of the findings parallels previous
research on diabetes control, as it showed a small
positive impact on BMI, although not significant
on diabetes control. According to research, the
care plan positively impacts diabetes control,
blood pressure, asthma balance, depression, and
self-care, but not perceived health(13). The impact
of the care plan was found to be greater with more
care plan rounds, more frequent patient contact
with medical care, and if there was continuity
with the same physician in the care plan process.
In a cross-sectional study, a personalized care

plan was positively associated with better clinical
outcomes in patients with type 2 diabetes, such
that patients who had a copy of their care plan
were much more likely to achieve their goals(14.

The study found no significant changes in HRQoL.
The present study with a 12-month follow-up,
may have several issues related to small changes
in HRQoL. Previously, a study indicated that the
decline in HRQoL is more significant in diabetes
than in  coronary heart disease or
hypertension(5). In cardiovascular disease, older
patients seem to experience a smaller decline in
HRQoL. compared to healthy patients. It is
plausible that in the present study, patients with
ischemic heart disease had a reasonably stable
treatment situation, which is reflected in a low
dropout rate. In older patients with diabetes,
higher HRQoL and better HbA1C balance have
been associated. In the study, people with
diabetes had an excellent treatment balance on
average. Hypertension, especially hypertension
awareness, is known to decrease HRQoL slightly,
although the study included only patients with
known hypertension(16).

Previous studies have shown a possible tendency
to make care plans for patients with a worse
therapeutic balance, which may affect the
efficiency of the care plan(7). In the study,
patients were randomized, and there was no
selection according to therapeutic balance. Their
therapeutic balance was good, particularly in
HbA1C in diabetic patients, although BMI, C-LDL
and blood pressure could be better in all disease
groups. However, the therapeutic balance was so
good that improvement in any part of this type of
patient material would be quite challenging(18).

A participatory care plan and involvement in the
care plan process make patients more involved in
their care and make their treatment more patient-
centered(1920), This can lead to greater self-
efficacy and better control of long-term clinical
outcomes. However, given the relatively short
follow-up in the study, outcomes may improve
with more rounds of the care plan in the future.
Twelve months is a comparatively short time for
older patients to change their lifestyles and
maintain new self-care patterns. In addition,
many have suffered from long-term illnesses for a
long time and have already adjusted their lifestyle
to the disease.
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Conclusions

Among primary care patients with hypertension,
ischemic heart disease, or diabetes, treatment
with a participating patient care plan was not
significantly superior compared with usual care
after a 12-month follow-up. The follow-up period
might have been short for this type of
intervention and setting, suggesting the need for
a longer follow-up.
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