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INTRODUCTION

Chronic wounds are among health conditions which the
patient may suffer for several years, often causing impairment
of work activities that results in early retirement and restric-
tions in daily living and leisure activities"¥, thus reducing
the quality of life (QoL) at any stage of the life cycle and
across all life domains®. Chronic wounds lead to feelings of
frustration, anxiety, isolation, depression, low self-esteem, and
negative self-concept, thus reducing the QoL of patients®?.

The way patients experience their lives,deal with the prob-
lem, and perceive family support are challenges faced by nurses.
Emotions and thought patterns emerge as key determinants
of overall health®. Thus, the assessment of health-related qual-
ity of life (HRQoL) is an important way for evaluating the
results of health interventions by focusing on biopsychosocial
needs in search of improved living conditions®.

There are numerous definitions of HRQoL that include
fundamental ideas. The concept should indicate whether the
health status measured or estimated is relatively desirable®.
The assessment of HRQoL is an attempt to quantify the
consequences of diseases and treatments, according to the
subjective perception of patients®.

For the purpose of this study, QoL is defined as “a person’s
sense of well-being that stems from satisfaction or dissatisfac-
tion with the areas of life that are important to him/her”, as
proposed by the authors of the instrument®.This theoretical
framework laid the foundation of Ferrans and Powers Quality
of Life Index (FPQLI)"9, a generic instrument for evaluating
QoL, from which specific versions have been created, includ-
ing the FPQLI-Wound version (FPQLI-WV )10,

Under the premise that only the individual can mea-
sure his QoL, based on his/her own values and preferences,
the Minimal Important Difference (MID) for HRQoL
becomes an important concept for both the patients and
health professionals, as it is based primarily on the patient
perception?. For the patient, the MID can be defined as the
minimally significant reduction in symptoms and improve-
ment in function, while for health professionals, it indicates
a significant therapeutic effect or change in the prognosis
of the disease, which allows the evaluation of the interven-
tion results®.

In Brazil, there are only few studies that used the
FPQLI-WYV as well studies using MID to evaluate HRQoL
in wound treatment. Knowing the multidimensional and
multifactorial nature of Qol,, it is critical to involve and value
the patient’s perception of his condition for the professional.

Therefore, the study aims to assess HRQoL, its predic-
tors and magnitude of changes in HRQoL in patients with
chronic wounds receiving specialized outpatient treatment.

METHOD

This is a retrospective, descriptive and secondary study
with quantitative approach which analyzed the data of a
doctoral dissertation in nursing®® about the responsiveness
of the FPQLI-WYV in patients with chronic wounds. The
patients were selected from two public outpatient wound-
care clinics specialized in enterostomal therapy (ET)/ wound

ostomy and continence (WOC) care in the cities of Sdo
Paulo and Manaus (Brazil). Both services have systematized
care protocols for the management of patients with wounds,
which is coordinated and carried out by ET/ WOC nurses.

The study was approved by the Research Ethics
Committees of the School of Nursing, University of Sdo
Paulo (approval no. 929/2010 — Attachment A) and Sio
Paulo Hospital (approval no. 044/10 — Attachment B) and
authorized by the Nursing Service of the Hospital of Manaus.

Eligibility criteria included: patients older than 18 years
of both genders with chronic wounds, physical and mental
conditions to respond to the interview, who attended the
treatment without interruption and referred for specific
outpatient wound treatment. Patients with wounds of neo-
plastic etiology, acquired immunodeficiency syndrome and
extensive burns were excluded, since those are high-impact
conditions on people’s lives and may interfere in the meaning
of the wound in HRQoL .

Fifty-nine patients were eligible for the study, but 32 of
them failed to complete the study, which required a follow-
up period of 60 days, then were excluded from sample. In
most cases, patients dropped out from the study due to
some of them live in other municipalities with difficulties
to follow up the treatment and others were already in the
final stage of wound healing. Thus, the non-probability con-
venience sample was composed of 27 patients. The power
of the tests to analyze the effect difference in HRQoL was
70.5% (5% significance level).

After the approval of the Ethics and Research Committee
and authorization of the Nursing Service, the ET/WOC
nurses involved in the data collection process were submit-
ted to a qualification for patient selection and application of
the instruments. After the training, the nurses recruited the
patients enrolled in the services confirming the inclusion and
exclusion criteria presenting to the participants the study,
its objective and procedures, and requested signing of the
Informed Consent Term. The information regarding the clini-
cal conditions of the patients was obtained from the patient’s
medical record. The data were collected from October 2010
to October 2011. The patients were followed up for 60 days
and treated by WOC nurses with appropriate topical treat-
ments for their wounds according to the institutions protocols.

In Brazil, at the time of the research, there were not
many specialized services with well-defined and organized
wound treatment protocols with presence of ET/ WOC
nurse. In both services it was observed the existence of pro-
tocols but with different standardized resources. Even with
different protocols, the most important issue was to evaluate
the QoL of patients when they were treated at an unit with
systematized care. Different from other public services, both
services of this study were specialized and were coordinated
by ET/ WOC nurses with a systematized care with evalu-
ation, nursing prescription, follow-up and evolution of the
wounds. The patient attendance happened every 7 days.

The sociodemographic characteristics data obtained at
baseline were: age, gender, marital status, number of chil-
dren, religious practice, education level, profession, current
job, monthly income, and number of dependents. Clinical
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characteristics obtained were: diseases presented (obesity,
diabetes, systemic arterial hypertension, high cholesterol,
cardiovascular disease, peripheral vascular disease); medica-
tions in use; quantity of medicine in use; current number of
wounds; type of wound: venous ulcer, pressure ulcer, dehis-
cence, diabetic, arterial, mixed, venous ulcer, others; wound
time; wound location; wound stage; pain intensity: at the
time of the procedure, and the worst and best pain in the last
week. These answers were obtained using a semi-structured
questionnaire and the data were supplemented with infor-
mation from medical records, when needed.

Wound characteristics (number of wounds, type of
wound, duration, location and stage of the wound, and
pain intensity) and HRQoL were assessed through physical
examination and interviews, using the Pressure Ulcer Scale
for Healing (PUSH) tool®, a Visual Analog Scale (VAS)
for pain®¥, the FPQLI-WV® and the Global Assessment
Scale™19) respectively, at admission (baseline) and after 60
days of treatment (endpoint).

FPQLI-WYV was the instrument used to assess HRQoL.
It has 35 items grouped into two parts: one evaluates life
satisfaction and other is related to the importance attached
by the individual to aspects of life. Items are divided into
four subscales: health/functioning (HF), psychological/spiri-
tual (PS), socioeconomic (SE) and family (Fa). The overall
HRQoL score ranges from 0 to 30 where 0 corresponds to
the worst HRQoL and 30 to the best HRQoL. For classi-
fication, the study of development and validation of instru-
ment'™ was used in this study, in which incremental changes
in the score indicate the level of HRQoL, as follows: 24 to
30 = very good; 18 to 24 = good; 12 to 18= regular; 6 to 12
= poor; and 0 to 6 = very poor.

'The Global Assessment Scale was used to assess changes
in HRQoL, as perceived by the patient, related to the wound
conditions after 60 days of treatment. The following question
was asked: “How is your wound since your last clinical inter-
view?” For analysis purposes, the classification of changes
was: 0 = no change; +1,+2, -1, -2 = small change; +3, +4, -3,
-4 = moderate change; and +5, -5 = extensive change. This
classification was also used when analyzing wound healing
rates and the worst pain experienced in the past week, as
anchors for determining the MID.

Associations of FPQLI-WYV scores with other variables
were tested using the classical and paired Student’s t-tests.
Comparisons between variables with more than two factors
were made with the analysis of variance (ANOVA) F-test.
'The Spearman correlation coeflicient was used to determine
correlation between overall HRQoL scores and continu-
ous variables!”). The parametric Mann-Whitney test was
performed to test for associations of discrete variables with
FPQLI-WYV subscale scores. All independent variables were
initially assessed with univariate logistic regression at a sig-
nificance level of P < 0.10. Significant variables by univariate
analysis were included into a multivariate logistic regres-
sion model. In a regression model, the intercept is the mean
variation of the value of the dependent variable when the
independent variable does not change. Goodness of fit was
measured by the adjusted coefficient of determination (R?)!9).

All statistical tests were performed at a significance level
of 5%, except the univariate logistic regression for which
the significance level was set at 10% (P < 0.10). Data are
expressed as mean =+ standard deviation (SD).

Effect size (ES) was used to evaluate the magnitude of
changes in HRQoL. It was calculated assuming that the
groups were homogeneous at baseline and had similar stan-
dard deviations of the mean” and was classified as small
(0.20 to 0.49), medium (0.50 to 0.79) and large"??”, accord-
ing to changes in HRQoL.

In addition, change in HRQoL during the study period
was evaluated under the patient’s perspective using MID,
which is calculated based on the difference in mean values of
the variable in question between baseline and endpoint. In
this study, the MID was applied to the results of the Global
Assessment Scale, which was used to assess changes in the
rate of wound healing and pain intensity.

RESULTS

Twenty-seven patients participated in the study, 16
(59.2%) of them were men, the mean age was 50 (SD=12.5)
years; 55.6% were employed; 51.8% married or living with a
partner; 55.5% practicing a religion, and 7.4 mean years of
education. Also, 44% of patients had diabetes; 33.3% hyper-
tension; 22.2% dyslipidemia, 92.5% reported regular use of
medication; 85.2% had a single wound, 11.1% two wounds,
and 3.7%, three wounds. Venous disease (48.1%) and diabe-
tes (29.6%) were the most prevalent causes of the wounds.

The mean overall HRQoL scores were 21.3 at baseline
and 24.2 at endpoint, indicating increase in HRQoL after 60
days of treatment. Significant differences of large magnitude
were found in ES on overall HRQoL score (ES = 1.011) and
health/functioning (ES = 1.218) and socioeconomic (ES =
0.765) subscale scores (Figure 1).

The variables religious practice, cardiovascular disease
and obesity (P < 0.05), as well as worst pain experienced in
the past week and age (P < 0.10) were statistically signifi-
cant in univariate analysis, and therefore included into the
multivariate logistic regression model.

The increase in overall HRQoL and health/functioning,
socioeconomic, psycological/spiritual subscale scores on the
FPQLI-WYV was associated only with a reduction in the
worst pain experienced in the past week (P < 0.05), explain-
ing 36%, 34%, 52% and 28%, respectively, of the variance in
differences in HRQoL between baseline and endpoint. In
the family subscale, religious practice was an important pre-
dictor of change in HRQoL, explaining 30% of the variance.

'The mean score on the worst pain experienced in the past
week was 5.8 (median = 7) at baseline, and 4.8 (median = 5)
after 60 days of treatment.

An increase in pain was associated with a decrease in
total overall HRQoL, consistent with the results listed in
Table 1. It was estimated that the treatment was able to
increase the overall HRQoL score in 5.5 points, regardless
of the variation in pain. It was also estimated that a decrease
of one point in the score of the worst pain experienced in
the past week was associated with an increase of 0.53 point
in the mean overall HRQoL.
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Figure 1 - Mean overall HRQolL and subscale scores on the Ferrans and Powers Quality of Life Index-Wound Version (FPQLI-WV) at
baseline and after 60 days of treatment — Sdo Paulo/Manaus, Brazil, 2013. ES = effect size; P = probability value; HF = health and func-
tioning subscale; SE = socioeconomic subscale; PS = psycological and spiritual subscale; Fa = family subscale; and Overall HRQolL =

Overall health-related quality of life score.
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Figure 2 - Scatter plot of the variation of the worst pain experienced in the past week and variation of the overall HRQoL scores at the

60-day follow-up - Sdo Paulo/Manaus, Brazil, 2013.

After 60 days of treatment, 7.4%, 63% and 29.6% of
patients reported small, medium and large changes, respec-
tively, in the wound condition. During this period, the MID
for the total FPQLI-WYV score was 2.4, ranging from 1.9 to
4.2 across subscales (Table 1).

In addition, 40.7%, 18.5% and 18.5% of patients reported

small, medium and large changes, respectively, in overall

HRQoL score associated with pain intensity in the past
week, the rest of the patient didn’t refer change in pain
intensity. The MID for the overall HRQoL was 2.9 at the
60-day follow-up (Table 2).

Also, 38.5%, 17.9% and 10.3% patients reported
small, medium and large changes, respectively, in over-
all HRQoL score associated with rate of wound healing,
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the rest of the patient didn’t reported change in wound
healing rate. The MID for the overall HRQoL was 2.4

at 60 days, which is a value similar to those of other

anchors (Table 3).

Table 1 - Minimal important difference (MID) for the overall HRQoL and subscale scores on the FPQLI-WV after 60 days of treatment,
according to the Global Assessment Scale — Sao Paulo/Manaus, Brazil, 2013.

Global changes between baseline and endpoint

Small change Medium change Large change

FPQLI-WV

n=2(7.4%) n=17 (63%) n =8 (29.6%)
Mean + SD 95% CI Mean + SD 95% CI Mean + SD 95% Cl
Overall HRQoL 2420 [-0.4-5.1] 33+2.6 [2.0-4.5] 40+2.6 [2.2-5.8]
Health/ Functioning 42+19 [1.6-6.8] 40+3.3 [2.5-5.6] 5.6+3.3 [3.3-7.9]
Socioeconomic 1.9+2.1 [1.0-4.8] 25+23 [1.3-3.7] 3.8+£2.6 [2.0-5.6]
Psychological/ Spiritual 22+1.8 [-0.3-4.6] 3.6+3.7 [1.8-5.3] 1.9+2.1 [0.5-3.4]
Family 0+0 [0-0] 29+43 [0.9-4.9] 1.9+3.2 [-0.3-4.2]

FPQLI-WYV = Ferrans and Powers Quality of Life Index-Wound Version; Overall HRQoL score = Overall health-related quality of life score; SD = standard deviation and
CI = confidence interval.

Table 2 — Minimal important difference (MID) for the overall HRQoL and subscale scores on the FPQLI-WYV associated with the worst
pain in the past week, after 60 days of treatment — Sao Paulo/Manaus, Brazil, 2013.

Worst pain in the past week between baseline and endpoint

Small change Medium change Large change

FPQLI-WV
n=11 (40.7%) n=>5 (18.5%) n=>5 (18.5%)

Mean £ SD 95% Cl Mean + SD 95% ClI Mean = SD 95% Cl
Overall HRQoL 29+24 [1.5-4.3] 3.1 +2.1 [1.3-4.9] 54+3.4 [2.4-8.4]
Health/ Functioning 4.4 +3.0 [2.6-6.2] 4.6 +3.2 [1.8-7.4] 6.0+5.0 [1.6-0.4]
Socioeconomic 24+1.8 [1.3-3.5] 32+33 [0.3-6.1] 50+2.6 [2.7-7.3]
Psychological/ Spiritual 20+1.8 [0.9-3.1] 0.4+0.5 [0.0-0.8] 58+3.2 [3.0-8.6]
Family 1.9+£26 [0.4-3.4] 0.2+04 [-0.2-0.6] 3.8+5.1 [-0.7-8.3]

FPQLI-WYV = Ferrans and Powers Quality of Life Index-Wound Version; Overall HRQoL score = Overall health-related quality of life score; SD = standard deviation and
CI = confidence interval.

Table 3 - Minimal important difference (MID) for the overall HRQoL and subscale scores on the FPQLI-WYV associated with the rate
of wound healing, after 60 days of treatment — Sao Paulo/Manaus, Brazil, 2013.

Rate of Wound Healing

Small change Medium change Large change

FPQLI-WV
n =15 (38.5%) n=7(17.9%) n=4 (10.3%)

Mean + SD 95% Cl Mean + SD 95% Cl Mean + SD 95% CI
Overall HRQoL 24+20 [1.4-3.4] 1.8+1.1 [1.3-4.9] 33+27 [0.7-5.9]
Health/ Functioning 35+3.4 [1.8-5.2] 28+1.4 [1.8-3.8] 44+34 [1.1-7.7]
Socioeconomic 1.8+1.6 [1.0-2.6] 09+1.3 [-0.1-1.9] 26x09 [1.7-3.5]
Psychological/ Spiritual 1.5+2.6 [0.3-2.7] 1.7+1.8 [0.4-3.0] 26+25 [0.2-5.0]
Family 1.6 +3.0 [0.2-3.0] 12+24 [-0.6-3.0] 2.2 +3.1 [-0.8-5.2]

FPQLI-WYV = Ferrans and Powers Quality of Life Index-Wound Version; Overall HRQoL score = Overall health-related quality of life score; SD = standard deviation and
CI = confidence interval.

The relationship between HRQoL and presence of
chronic wounds, suggested by this study, has been described
in the literature®*?V. The difficulty of assessing HRQoL

DISCUSSION

Patients with chronic wounds receiving specialized out-
patienttreatmenthadasubstantialimprovementin HRQoL

after 60 days of treatment, as indicated by significant dif-
ferences of large magnitude in effect size and a significant
increaseinoverall HRQoL and subscale scores, especially on
the health/functioning and socioeconomic subscales of the
FPQLI-WYV,between baseline and endpoint. No significant
increase in the psychological/spiritual and family subscale
scores was detected between the two time points, probably
because patients had already reported high scores on these
subscales at baseline.

in patients with chronic wounds is a challenge to health
professionals because of the specific health needs of this
population. In wound care, this difficulty has been mini-
mized due to the availability of specific assessment tools,
such as the FPQLI-WV® which is available only in
Brazilian Portuguese.

In Brazil, there are only few studies that used the
FPQLI-WYV to evaluate HRQoL. In a cross-sectional
study, it was found that the majority (80%) of patients with
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leg ulcers had HRQoL scores >20, meaning good to very
good HRQoL®??. Low scores were reported in the health/
functioning subscale (consistent with the present study),
as well as in the psychological/spiritual subscale®?. The
items related to the presence of a wound and healing time
obtained the lowest scores, indicating a negative impact of
the wound on HRQoL®?,

Pain also has been described as a negative factor affect-
ing HRQoL®? In this study, patients reported a decrease
in the worst pain experienced in the past week from 5.8 at
baseline to 4.8 after 60 days of treatment. In the multivariate
regression model, this variable remained as a predictor of
negative changes in overall HRQoL of patient with chronic
wounds, and also in three of the four FPQLI-WV subscales,
which is in agreement with the literature®?.

In study also on generic QoL of patients with chronic
venous ulcers, pain was present in 65.9% of cases, and
absence of pain was considered a very important factor for
the HRQoL of these patients”). Despite the need to lis-
ten and value the complaints about pain in patients with
wounds, this procedure is still neglected by nurses during the
assessment of patients, as shown in a study with 21 nurses
working in the prevention and treatment of chronic wounds,
where 90% of them didn’t propose nursing intervention for
pain control and only 10% investigated and considered pain
as an outcome measure for interventions®,

The MID of 2.9 for the worst pain and wound healing
rate in the past week was associated with a variation 2.4
points in the overall HRQoL score. Although the MID only
measures the magnitude of changes, without indicating their
direction, other results revealed an improvement in both the
overall HRQoL and subscale scores on the FPQLI-WE,
corresponding to a positive perception of patients also due
to the pain reduction. The MID for the rate of wound heal-
ing was calculated despite the fact that this variable was not
found to be a predictor of changes in the HRQoL of patients
with chronic wounds. Knowing the minimum change in
wound healing significant for the patient is of great impor-
tance as a reference for the establishment of therapeutic
goals with a focus on the patient’s HRQoL.

Religious practice associated with the family subscale
was also a predictor of changes in HRQoL. This factor was
not included as an anchor in the MID estimates because it
is a non-measurable value. In a study on HRQoL in patients
with leg ulcers, the item assessing faith in God had the
highest mean score among the items on the FPQLI-WF@2.
Significant evidence of a positive association between quality
of life and spiritual well-being has been found in different

RESUMO

populations®. Faith is a constructive way of thinking®”

and acts as a positive element in the coping process. In this
context, religious coping is interpreted as a strategy used
to deal with uncertainties associated with the disease and
overcome crises®®.

In this study, small variations in family subscale scores
were observed between baseline and endpoint, but it is
important to note that patients had already reported high
scores on this subscale at baseline. The stability of the scores
over time and their magnitude show that the family, as a
source of social support, is an important factor for the
HRQoL in patients with chronic wounds. In a qualitative
study® it was observed that family relationships can provide
support for coping with the disease and the family members
can provide care and practical help for self-management.
Family support results in reduced psychological distress for
both the family and patient, minimizing changes in family
relationships related to the chronic disease®.

The small sample size was the major limitation of this
study. At the time of data collection, and still nowadays,
there were scarce services that relied on standard protocols
for the treatment of chronic wounds and care provided by
WOC nurses or those specialized in dermatology, reflecting
the small sample size.

Based on the completeness of care, the nurse will be
able to develop interventions considering the complaints
of pain, strengthening of religious coping and the inclu-
sion of the family in the care plan to minimize the impact
of a chronic wound on the HRQoL of these patients. The
inclusion in the daily practice of the use of specific tools for
assessing HRQoL as an indicator for interventions can be
an important strategy for strengthening and establishment
of specialized care.

CONCLUSION

The results showed that patients with chronic wounds
receiving specialized care reported improvement in HRQoL,
measured by the increase in overall HRQoL and subscale
scores on the FPQLI-WYV between baseline and endpoint.
Pain and religious practice have emerged as predictors
of changes in HRQoL, with pain associated with overall
HRQoL and the health/functioning, psychological/spiri-
tual, and socioeconomic subscales; and religious practice
associated with the family subscale. The MID for the over-
all HRQoL was 2.4, 2.9 and 2.4 considering the wound
condition, the worst pain experienced in the past week, and
the rate of wound healing, respectively, as perceived by the
patient during the study period.

Objetivo: Avaliar a qualidade de vida relacionada 4 sadde, seus fatores preditivos e a magnitude das mudangas na qualidade de vida
de pessoas com feridas cronicas em tratamento ambulatorial especializado. Método: Estudo secundirio, retrospectivo, descritivo,
quantitativo, realizado com pacientes atendidos em dois servicos ambulatoriais especializados no Brasil, os quais foram entrevistados no
momento inicial e apés 60 dias de tratamento pelos questiondrios Indice de Qualidade de Vida de Ferrans & Powers - Versio Feridas,
Escala Numérica de Dor, Escala de Avaliagio Global de Mudanga, Pressure Ulcer Scale for Healing e dados sociodemogrificos e clinicos.
Os dados foram analisados por meio de coeficiente de Spearman, teste de Mann-Whitney e regressio linear. Resultados: O estudo foi
composto por 27 pacientes. Houve melhora na qualidade de vida apés 60 dias de tratamento nas dimensdes Saide e Funcionamento e
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Socioecondmica. A redugio da dor constituiu um fator preditor de mudanga na qualidade de vida total, assim como a pritica religiosa
no dominio Familia. 92,6% dos pacientes perceberam mudanga de moderada a grande na qualidade de vida. Concluséo: Houve melhora
da qualidade de vida relacionada a saide para a amostra estudada no periodo; dor e pritica religiosa emergiram como preditores de
mudangas na qualidade de vida relacionada a saude.

DESCRITORES
Qualidade de Vida; Ferimentos e Lesdes; Dor; Religido; Cuidados de Enfermagem.

RESUMEN

Objetivo: Evaluar la calidad de vida relacionada con la salud, sus factores predictivos y la magnitud de los cambios en la calidad de
vida de personas con heridas crénicas en tratamiento de ambulatorio especializado. Metodologia: estudio secundario, retrospectivo,
descriptivo, cuantitativo, compuesto de 27 pacientes atendidos en dos servicios de ambulatorio especializados en Brasil que fueron
entrevistados en el momento inicial y luego de 60 dias de tratamiento mediante los cuestionarios Indice de Calidad de Vida de Ferrans
& Powers - Versién Heridas, Escala Numérica de Dolor, Escala de Evaluacién Global de Cambio, Pressure Ulcer Scale for Healing
y datos sociodemograficos y clinicos. Los datos fueron analizados mediante el coeficiente de Spearman, prueba de Mann-Whitney y
regresion lineal. Resultados: hubo mejora en la calidad de vida tras 60 dias de tratamiento en las dimensiones Salud y Funcionamiento y
Socioeconémica. La reduccién del dolor constituyé un factor predictor de cambio en la calidad de vida total, asi como la préctica religiosa
en el dominio Familia. E1 92,6% de los pacientes percibieron cambio de moderado a grande en la calidad de vida. Conclusién: Hubo
mejora de la calidad de vida relacionada con la salud para la muestra estudiada en el periodo; dolor y prictica religiosa emergieron como
predictores de cambios en la calidad de vida relacionada con la salud.

DESCRIPTORES
Calidad de Vida; Heridas y Traumatismos; Dolor; Religién; Atencién de Enfermeria.
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