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Summary

Background: Obesity is a multifactorial, chronic disorder tHaas reached epidemic proportions in most
industrialized countries and is threatening to bmeoa global epidemi@ims: The study evaluates the effect
of sibutramine therapy on health-related qualitylifef of obese patient®atients and MethodsThe study is
local, prospective and longitudinal. It was carriedt at Department of Hygiene of Faculty of Militaealth
Sciences in Hradec Kralové, Czech Republic. Dateewétained during the year 2007. Twenty-two obese
patients (6 males and 16 females) were treateddutramine in dose of 10 mg/day. All of these 2Repis
were aged over 18 years. The European QualityfefQuestionnaire — EQ-5D Version was applied fai@v
ation of health-related quality of life among obgsgients.Results: The statistical evaluation demonstrates
that health-related quality of life (EQ-5D scoredaBQ-5D visual analogue scale) presents highly it
statistical dependence on sibutramine therapy @.65).Conclusion: The results showed that sibutramine
therapy has a highly positive effect on healthtesflaquality of life of obese patients.
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Sibutramin, zdravi a kvalita Zivota: Vysledky perspektivni dlouhodobé studie

Souhrn

Zé&kladni informace: Obezita je multifaktoridlni chronick& porucha, j@ésahla epidemickych rozni
ve \etSine vyslych zemi a je nebezfieZe se stane celagovou epidemiiCile: Studie hodnoti vliv sibutra-
minové terapie na zdravi a kvalitu Zivota u obézmacient. Pacienti a metodyStudie je mistni perspek-
tivni a dlouhodoba. Vedena bylaCeské republice na katésl hygieny Fakulty vojenského zdravotnictvi
v Hradci Kralové. Data byla ziskavana wipehu roku 2007. Dvacet dva obéznich pacig6tmuz a 16 Zen)
bylo l&eno sibutraminem v davkovani 10 mg/den. VSech @2rgabylo starSich 18 let. Pro hodnoceni zdravi
a kvality Zivota pacieritbyl pouZit evropsky dotaznik Quality of Life Qioestaire — verze EQ-5D/ysledky:
Statistické vyhodnoceni ukazuje, Ze zdravi a lkvaiNiota (EQ-5D skore a EQ-5D vizualni analogoval&k
vykazuje vysoce vyznamnou statistickou zavislosibograminove terapii (p < 0.05xaver: Vysledky ukazaly,
Ze sibutraminova terapie méa vysoce pozitivni \diwdravi a kvalitu Zivota obéznich pacient

Kli ¢ova slova:Sibutramin; Zdravi a kvalita Zivota; Obézni patien

Introduction ment regimen for a longer period of time. If they
do not lose > 5% of initial weight within 3—6 mosth

Obesity is a multifactorial, chronic disorder that pharmacological intervention should be taken into
has reached epidemic proportions in most indus- account (10). Pharmacological approaches to the
trialised countries and is threatening to become a management of obesity can, in broad terms, use dif-
global epidemic. Clinical management of obese ferent distinct strategies: firstly, to reduce gyan-
patients is complex and serious doubts have arisentake; secondly, to increase energy expenditure; and
with regard to safety and efficacy of drug therég)y thirdly, to alter the partitioning of nutrients tueten
Obesity and its associated diseases are an increasfat and lean tissue. Sibutramine is a serotonin-
ing challenge in medicine. A change in lifestyle is -noradrenaline (norepinephrine) reuptake inhibitor
usually the first step with modifications in nutit, indicated for the management of obesity in conjunc-
physical activity and behavior. However, most of tion with a reduced calorie diet (2, 3, 4). Thermpha
obese patients are not able to follow such a treat- macological mechanisms by which sibutramine
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exerts its weight loss effect are likely due tamane
bination of reduced appetite, feelings of satietgl a
possibly the induction of thermogenesis (3). The
quality of life (QoL) is generally defined as “a
patient’s subjective evaluation of his health statu
(7). The QoL term contains the information on
an individual physical, psychological, social and
spiritual condition. The QoL evaluation is carried
out by means of generic and specific QoL question-
naires (7). Generic QoL questionnaires generally
evaluate a patient’s overall condition regardldss h

The objective indicator includes 5 dimensions of
QoL: mobility, self-care, usual activities, pairgdi
comfort, anxiety/depression. Three kinds of answers
which express the degree of complaints are offered
to each question (no complaints, mild complaints,
severe complaints). 243°f3ombinations of health
condition exist in total. The outcome is EQ-5D
score (dimensions of QoL) which has the values
from O to 1 (0O — the worst health condition, 1 e th
best health condition). Subjective indicator inesid
visual analogous scale (the value of 100 — the best

disease. Specific QoL questionnaires are designedhealth condition, the value of 0 — the worst health

for the evaluation of a patient’s overall condition
a particular type of disease (7). Modules are often

condition). The respondent marks his subjectively
perceived health condition at the thermometer scale

used with these specific QoL questionnaires. These The outcome is EQ-5D VAS (a subjective health

modules are focused on specific symptoms and

complaints in a particular type of disease. Thasre
investigated in QoL questionnaires usually include
patient’s physical, psychological and social func-
tions, including his financial situation, his intag
tion into the society, including pain, quality ¢éep,
spiritual aspects (interests, hobbies) and alsgpsym
toms which are specific for a particular diseage (7

Patients and Methods

The local, prospective and longitudinal study of

condition) which has the values from 0 to 100 (6-8)
Statistical analysis was performed by means of
analysis of variance (ANOVA) and the paired t-test.
P values < 0.05 were considered significant. The
statistical analysis was conducted using the StatSo
Statistica Base software package, version 7.1.

Results
The results showed that sibutramine therapy had

a highly positive effect on health-related quality
of life of obese patients. The mean EQ-5D score

22 obese subjects who were treated using sibutra- (dimension of quality of life) before sibutramine

mine in dose of 10 mg/day during 2007 (January 1 therapy for all 22 obese subjects was 77,9 %. The
to December 31) was performed at the Department mean EQ-5D VAS (subjective health condition) be-
of Hygiene of Faculty of Military Health Sciences fore sibutramine therapy for all 22 obese subjects
in Hradec Kralove, Czech Republic. The total number was 63 %. The mean EQ-5D score (dimension of
of obese subjects was 22 (6 males and 16 females).quality of life) 6 months after sibutramine therapy
The mean age for all 22 subjects was 46.5 years for all 22 obese subjects was 91.4 %. Mean EQ-5D
(aged 19-72 years). The mean time interval since VAS (subjective health condition) 6 months after

start of sibutramine therapy was 6 months). The
mean Body Mass Index (BMI) for all 22 subjects
before start of sibutramine therapy was 39.5 (BMI
range: 31-51). The mean BMI for all 22 subjects
after 6 months of sibutramine therapy was 37.8
(BMI range: 30.5-50).

The study evaluated the effect of sibutramine
therapy on health-related quality of life of obese
patients during 6 months this therapy. The Czech
version of European Quality of Life Questionnaire
EQ-5D Version was applied for evaluation of quality
of life in these patients (6—8). The Czech versibn
an international generic European Quality of Life
Questionnaire — EQ-5D Version was applied for
evaluation of HRQoL (6, 8). This questionnaire
evaluates two indicators, objective and subjective.

sibutramine therapy for all 22 obese subjects was
77.3 %. The statistical evaluation showed that-sibu
tramine therapy has a highly positive effect orithea
-related quality of life of obese patients (p <5).0
(see Graph 1).

Discussion

We confirmed that the sibutramine therapy in
dose of 10 mg/day has a highly positive effect on
health-related quality of life of obese patienttsoi
we confirmed that the sibutramine therapy has a
highly positive effect on individual dimensions of
quality of life evaluated by means of European
Quality of Life Questionnaire EQ-5D Version
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Graph 1: Comparison of mean values of EQ-5D scBf@;5D VAS and BMI before and after 6 months oftsitmine therapy

(N =22, p < 0.05)

(mobility, self-care, usual activities, pain/discom
fort, depression /anxiety).

The results of our prospective and longitudinal
study support Di Francesco’s overview work (1).
The author performed double-blind randomized trial
on 309 outpatients (51 males, 258 females; age
41.8 +/- 10.9 years, BMI 35.0 +/- 3.1 kg/m) (10)
randomized to sibutramine (n = 154) or to placebo
(n = 155) treatment. A combination of sibutramine
10 mg or matching placebo and a balanced hypo-
caloric diet was given for 6 months with monthly
evaluations. The main outcome measures were
weight loss, the impact of weight on QoL, BMI,
and waist circumference. The author presents the
mean weight reduction was 8.2 kg in the sibutra-
mine group and 3.9 in the placebo group at 6 months
(p < 0.01). 40 % of the sibutramine subjects and
14 % of the control subjects lost > or = 10 % of
their body weight (p < 0.01). The improvement in
the impact of weight on QoL was statistically
significant only in the sibutramine group at 6
months (mean —12.5 vs. —4.5 points; p < 0.01). In
the sibutramine group the reduction in BMI (-3.1

vs. —1.4 kg/m) (2) and waist circumference (7.7 vs.
3.5 cm) was significantly greater (p < 0.001). The
incidence of adverse events was low and similar to
the placebo. This study confirmed that sibutramine
significantly enhances the effect of diet on weight
loss, BMI and waist circumference reduction, and
showed a significant improvement of QoL (1).
Author Warren et al. (9) performed a study which
it reports incremental cost-utility of sibutramine
compared to diet and lifestyle advice for the treat
ment of obesity. The model estimates the costs and
quality of life benefits associated with weightdos
itself and the reduced incidence of coronary heart
disease (CHD) and diabetes in the "healthy obese."
The key source of effectiveness data is 2 randamize
controlled trials over 12 months. Utility gain per
kilogram lost is analyzed using Short Form-36 data
from sibutramine trials. The impact on CHD is
estimated using the Framingham risk equation, which
relates age/sex/body mass index to risk of heart
disease. The reduced incidence of diabetes due to
weight loss is estimated from published literature.
A life tables approach was used to calculate the
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cost per quality-adjusted life year (QALY) of 1
year’s treatment with sibutramine compared to diet
and lifestyle advice. The author (9) presents taht =
the incremental cost per QALY of sibutramine is
4,780 UK pounds. Sensitivity analyses show that
this result is sensitive to utility associated with

weight loss and the frequency of monitoring. Sibu- 2-

tramine is a cost-effective treatment for obesibew

combined with diet and lifestyle advice (9). 3
Conclusion 4.

It is common in the clinical practice to evaluate
a patient’s health condition and the success of the
treatment based only on one type of markers, the
most often by means of somatic, laboratory or detec
ing markers (7). But the trend in modern clinical 6
medicine is to evaluate a patient’s health conudlitio
in a more complex way, using other aspects. The
QoL means more dimensional evaluation of a 7
number of life aspects. Different aspects can be
affected in a different way in a different phase of
the disease and its treatment. That is why th@-inf
mation enriches our knowledge concerning patient’s
needs and it can significantly contribute to the
medical treatment improvement. It can also help us
to reveal the mechanisms which modify the origin 9.
and the course of disease (5-7).

In summary, our study is the first investigation
of effect of sibutramine therapy on health-related
quality of life of obese patients in our countryurO
study is one of the few such studies carried out in
countries within the former Eastern European bloc.
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