m Original Articles O000C0OCOOOOO140 030 2003

437"

Axltheta ol shohst o35l H e

oy
a:3
23
o

T

44
(W)

ABSTRACT

The Effects of Fluoxetine on the Energy Level in Major Depressive Disorder :
Multi-center Naturalistic Observational Study

Kee Namkoong, MD,' Yun-Jin Kim, MD' and Pil-Goo Lee, MD, DPhil®

'Department of Psychiatry, Yonsei University College of Medicine, Seoul,
2Lilly Korea Ltd., Seoul, Korea

Objective : A multi-center, open-labeled, prospective, observational study was conducted to evaluate the efficacy
of fluoxetine on energy level over 8 weeks in a group of Korean patients with major depressive disorder.
Methods @ Of 635 (Ed- to avoid having to say “Six hundred...””) patients with major depressive disorder in 24
centers who were recruited to 8 weeks treatment with fluoxetine, 136 were terminated at initial session, leaving
499 patients to be included in the final analysis. They were predominantly female (59.5%), with a mean age of
45.7+ 15.9 years. At three visits to the clinic (weeks 0, 4 and 8), a record was made of Retardation Factor score
of Hamilton Rating Scale for Depression (HD-RF), Lack of Energy score of Symptom Check List-90R (SCL-
E), Energy score (QOL-E) and Fatigue score (QOL-F) of Quality of Life, and Visual Analogue Scale for Energy
Level (VAS-E). Results : The average dose of fluoxetine was 18.5+ 6.8mg/day for the first 4 weeks and 25.3+
10.6 mg/day for the second 4 weeks. Of the patients, 85.4% in the first 4-week period and 86.8% in the second 4-
week period took more than 85% of the prescribed medication. At least one of the concomitant anxiolytic drugs
with fluoxetine was prescribed to 79.8% of the patients (alprazolam 47.9%, lorazepam 21.4%). The energy
symptoms were significantly improved by fluoxetine over time, according to the analysis controlling the improve-
ment effect of global depressive symptoms using repeated measures ANCOVA with the change of total HAM-D
score as a covariate. Even comparing with the patients who took concomitant anti-anxiety medication, those who
did not take concomitant anti-anxiety medication showed greater improvement of energy symptoms irrespective
of the severity of baseline anxiety symptoms. Conclusion : These findings demonstrate that fluoxetine is effective
in restoring the energy of patients with major depressive disorder. They also suggest that physicians should be
careful in prescribing sedating antidepressants or concomitant anti-anxiety medication with fluoxetine for patients
with major depressive disorder. (Korean J Psychopharmacol 2003514(3):231-238)

KEY WORDS : Fluoxetine - Energy - Fatigue - Major depression.
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Figure 1. Study retention and reason for premature ter-
mination.

Table 1. Demographic and clinical variables at baseline

Subjects Subjects
included in excluded
analysis from analysis
(N=499) (n=136)
Sex (female, n, %) 297 (59.5) 95 (69.9)
Age (years old) 45.7+ 15.9 43.8+ 15.2
Education (years) 11.7+ 6.1 11.5¢ 4.0
Total HAM-D score 28.1+ 5.4 28.6+ 5.1
HAM-D retardation 100+ 19 105+ 1.9

factor score
SClL-Lack of energy score 7.9+ 2.2 80+ 23
QOL-energy score 29+ 1.2 28+ 1.0
QOL-fatigue score 74+ 1.6 73+ 1.8
VAS for energy 43+ 2.1 44+ 2.5

*0 There was no significant difference in any variables
between two groups
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Table 2. Baseline to endpoint change of clinical outcomes in total subjects (n=499)

Clinical outcomes Baseline Endpoint Fa d.fe po Fo d.fp pP
Total HAM-Depression score 28.1+ 54 139+ 7.5 1611.51 1,498 0.000
Retardation factor score 10.1+ 1.9 52+ 2.6 159895 1,498 0.000 31.76 1,497 0.000
SCL-Lack of Energy score 79+ 22 3.8+ 23 102794 1,498 0.000 13.19 1,497 0.000
QOL-Energy score 29+ 1.2 50+ 1.7 491.10 1,498 0.000 0.01 1,497 0.910
QOL-Fatigue score 74+ 1.6 48+ 1.7 80372 1,498 0.000 5.21 1,497 0.026
VAS for energy 4.3+ 2.1 8.0+ 3.0 601.96 1,498 0.000 21.44 1,497 0.000

ald Time effect in repeated measures ANOVA between baseline and endpoint, bl Time effect in repeated mea-
sures ANCOVA with the difference of total HAM-D score between baseline and endpoint as a covariate

Table 3. Change of clinical outcomes over time in the study completers (n=446)

Clinical outcomes Week O Week4 Week8 Fa d.fe po Fb d.fp pP
Total HAM-Depression score  27.9+ 5.3 192+ 6.0 129+ 6.6 855.41@ 2,444 0.000cd
Retardation factor score 101+ 1.9 73+ 22 49+ 24 85742 2,444 0.000cd 17.540 2,443 0.000¢
SCL-Lack of Energy score 80+ 22 53+22 35+21 56176 2444 0.000cd  9.528° 2,443 0.000cd
QOL-Energy score 29+ 13 40+ 1.3 52+ 1.7 23998 2444 0.000cd 0.19> 2,443 0.825
QOL-Fatigue score 74+ 1.6 58+ 1.6 4.6+ 1.6 42464 2,444 0.000<d 289> 2,443 0.057
VAS for energy 42+ 21 64+ 24 82+ 30 31692 2444 0.000°¢ 14.13> 2,443 0.000¢d

ad Time effect in repeated measures ANOVA, b0 Time effect in repeated measures ANCOVA with the difference of
total HAM-D score between week 0 and week 8 as a covariate, cO p<0.05 between week 0 and week 4, dO0 p<0.05

between week 4 and week 8
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HAMD-Retardation factor score

--=-- No use of anxiolytics (n=68)

—==— Use of anxiolytics (n=208)

Baseline Endpoint

Low anxiety group

HAMD-Retardation factor score

--=-- No use of anxiolytics (n=33)

—=— Use of anxiolytics (n=190)

0 I
Baseline

Endpoint
High anxiety group

Figure 2. Change of HAMD-retardation factor score by
use of concomitant anxiolyfics in total subjects (nN=499)0
mean (standard error of meand interaction of time by
groups in ANCOVA repeated measures with the diffe-
rence of total HAM-D score between baseline and
endpoint as a covariated F=5.40, d.f.=1, 273, p=0.021
(low anxiety group), F=10.45, d.f.=1, 220, p=0.001(high
anxiety group).
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