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Summary
Background: | The aim was to evaluate the efficacy of herbal mixtuses on childhood obesity control.
Material/Methods: | [n a double-blinded clinical oial, 120 children and adolescents aged 5>—17 years were studied in four
| randomly divided groups. Similar physical activity and diet were recommended for all groups. Twoe
groups received herbal drugs, one group placebo, and the fourth group received no medicadon.
All subjects were visited by a physician at the beginning and after 6, 12, and 24 weeks, Their serum
cholesterol, triglyceride, HDL-C, and LDL-C levels were measured at baseline and after |2 and 24
weeks. Data were analvzed by SPSS v. 10 for Windows software using ANOVA and the Friedman
and Wilcoxon signed rank tests with P<0.05 as the level of significance.

Results: | In the first follow-up visit (after 6 weeks), mean weight loss was higher in the fourth group than ix
the other three groups (30% vs. 16.6%, 10%, 10%, respecuvely, &0.05). [n the further follow-ups
there was no significant weight loss compared with the first follow-up.

Canclusions: Since the fourth group (no medication or placebo) had better results in weight loss, it seems that
those who received an herbal mixture or placebo gave up physical acuvity and diet recommenda-
tions. As there was no continuous weight loss in further follow ups, the role of family compliance
and lifestyle modification should be emphasized rather than looking for medications for the coa~
trol of childhood obesity.
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BACKGROUND

Childhood obesity is a cultural and medical problem.
Although its prevalence is higher in developed countries-
it is rapidly increasing in developing and even in Third-
World countries as well [1-3]. According to World Health
Organization (WHQ) reports, the prevalence of obesi-
tv is 30% in the Middle East. Iran has been considered as
one of seven countries with high prevalence of childhood
obesity in 1998 [6,7]. Recent studies in our society have a
shown rapid increase in the childhood obesity rate (8,9].
[n addition to immediate complications, childhood obesi-
tv has many medical complications in adulthood. After 26
years of follow-up, the Framingham Study showed that the
sequels of childhood obesity are independent of weight in
adulthood [10].

The early and late complications of childhood obesity con-
firm the importance of weight control from childhood on.
Lifestyle change is a very effective method in this regard.
but it needs good training and support In additon, after
weight loss it is difficult to maintain proper weight. In many
cases it is verv difficuit to attract the children’s and adoles-
cents’ cooperation in weight-loss programs, so many fami-
lies look for safe medication for weight control of their chil-
dren. Several studies have been conducted on drug therapy
for obesity, but considering the side effects, the present study
aimed to evaluate the effect of some kinds of herbal mix-
tures on weight control in children.

MATERIAL AND METHODS

In a double-blinded controlled tnal, 120 children and ado-
lescents aged 3 to 17 years who were referred to the Obesity
Clinic of Prevenuve Pediatric Cardiology Department, [sfahan
Cardiovascular Research Center (a WHO Collaborating
Center), were randomiy selected and then divided into
four groups of equal number. The Ethics Committee of the
Research Center approved the study design and the pre-
pared herbal mixwre. After an explanation of the whole
procedure, written consent was obtained from the parents

and oral assent from the children.

In the first visit, after recording age and birth date, weight
(Wt) was measured to the nearest 200 grams with the sub-
jects lighdy dressed and barefoot. Height (Ht) was meas-
ured to the nearest 0.2 ¢cm with the subjects standing and
barefoot. As a measure of obesity, body mass index (BMI)
was calculated by dividing weight (kg) by the squared height
in meters. Physical examination was performed by the same
phvsician and venous blood samples were obtained from the
subjects after at least 12 hours of fasting. The blood sam-
ples were centrifuged for 10 minutes at 3000 rpm, and the
frozen sera were kept at -20°C and analyzed at the Isfahan
Cardiovascular Research Center laboratory, which meers
the criteria of the National Reference Laboratory (A WHO
Collaborating Center) and is under the external quality con-
trol of St Rafael University, Department of Epidemiology,
Leuven, Belgium,

Total cholesterol (T-Cho), high-density lipoprotein cho-
lesterol (HDL-C) and tnglyceride (TG) were measured by
the enzymatic method using an Elan 2000 auto-analyzer
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ol {LDL-C) was calculated (in serum samples with TG <400
mg/dl) according to the Friedwald formula [11]. Thvroid
functon tests were assessed in all participants, and in those
with suspicious endocrine disorder, glucose telerance and
dexamethasone suppression tests were performed as well.
Children and adolescents with simple obesity (85"<BMI<95%
percentile, BMI295" percentile and no endocrine or other
concomitant disorders) were included in this studv, while
those with proved endocrine disorder, abnormal faces, or
menal retardation and/or with a posiuve history of chron-
ic medicaton use were excluded from the study.

Two herbal mixtures, one with Descuriania sophia and Lactuca
sattva and the other with Plantago psyllium and Origanam
marjorana, were used in this study. Origanam marjorana was
selected because of its probable effect of decreasing appe-
tite, and the other herbal mixtures were used due to their
high amounts of mucilage that cause high fecal bulk and
increase excreton through defecation and reduce intes-
tinal absorption [12,13]. A placebo was prepared in the

~ form of a suspension. Origanam marjorana leaves were col-

lected from the botanical garden of Istahan University of
Medical Sciences, Descuriania sophia, Lactuca sativa, and
Plantago psyllium seeds were purchased. Each kind of plant
was identified at the Botany Deparmment of the Faculty of
Science of [sfahan University. The leaves were dried at the
room temperature, ground, and sieved. The plant seeds
were ground and sieved.

The above two herbal mixtures as well as the placebo in sus-
pension form were prepared by a pharmacognosist and an
industrial pharmacist All partcipants were referred with
their parents to the same dietician who, besides the writ-
ten diet, gave them oral expianadons. The recommended
diet consisted of all the essential food groups and the en-
ergy amount was calculated according to the ideal weight
for height In general, a low-fat diet and avoiding excess
intake of highly refined sarches and other carbohydrates
were advised. [n addition, all participants obtained written
and oral recommendaduons for age-appropnate daily exer-
cise of moderate intensity. Participants were adwvised to ex-
ercise 2-3 umes a day, each ume for 5-10 minutes, and to
increase the frequency gradually.

The patients were divided into four groups of 30 members

each as follows:

1. Group | received one herbal mixture (Descurignia sophia
and Lactuca satrva) in additdon to diet and exercise rec-
ommendations.

" 2. Group 2 received the other herbal mixtwre (Planiago

psydium and Origanam marjorana) in additon to diet and
exercise recommendauons.

3. Group 3 received the placebo in addition to diet and ex-
ercise recommendatons.

4, Group 4 received only diet and exercise recommenda-

gons.

To perform the study in a double-blinded manner, the phy-
sician who prescribed the suspensions, the nurse who gave
them to the patients, and the patents who received the
medicatuons were not aware of the kind of medicatons.
Partcipants were visited at 6, 12, and 24 weeks after the first
visit and their serum lipid levels were checked at 12 and 24
weeks after the first visit. The medications were prescribed
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Table 1. Prevalence of obese children and adolescents according to

gender.
Sex
Groups Total
Boys Girls

\ n 11 19 30
Percentingroup  36.7% 63.3%  100.0%

’ L 9 21 30
Percentingroup  30.0% 70.0%  100.0%

c n 13 17 30
Percentingroup  43.3%  56.7%  100.0%

" f 12 18 30
wopo Parcentingroup  40.0% 60.0%  100.0%

L 45 75 120

Total

Percentingroup  37.5% 62.5%  100.0%

Table 2. Prevalence of obese children and adolescents according to

school level,
School leve|
Cumulative
o o percent
Preschool 30 25.0% 25.0%
tlementary school 68 56.7% 81.7%
Intermediate schoal 16 13.3% 35.0%
High school ) 5.0% 100.0%
Total 120 100.0% -

for 12 weeks. Thereafter the patients were recommended
to contnue their diet and daily exercise at home and were

visited again after 24 weeks.

Data (except weight, BMI, weight for height, and serum lip-
ids) were analyzed by EPI info 2000 software. Weight, BMI,
weight for height. and serum lipids were analyzed by sta-
tstical software SPSS v. 10 for Windows. ANOVA and the
Friedman and Wilcoxon-signed ranks tests were used to ana-
lvze and compare the resuits of each group from the first to
the fourth wisit. The significance level was set at £<0.05.

RESULTS

Prevalence of obesity according to gender, school level,
and BMI percentiles are shown in Tables 1, 2 and 3. Qur
results showed that after 6 weeks the mean weight loss of
the subjects in the fourth group (receiving only diet and
eXércise recommendations) was more than in the other
groups (Table 4). There was no significant difference in
the me n value of weight loss among the four groups af-

wr :’i;!:cka{ﬁbic 5) and 24 weeks. There was no signif-
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Table 3. Prevaience of obese children and adolescents according g
BMI percentiles.

Percentile BM|
Grou T
" 85" <BMI <95™ BMIz95™ o
percentile percentile
L 11 19 30
A —
Percent in group 36.6% 63.4%  700.0%
L 0 24 30
B
Percent in group 20.0% 30.0%  100.0%
n 9 21 30
C
Percant in group 30.0% - 70.0%  100.0%
f 7 23 30
D
Percentin group 76.6% 23.3% 100.0%
n 33 87 120
Total
Percentingroup = 27.5% 72.5%  100.0%

L

icant difference in the control of dyslipidemia among the
four groups studied.

Discussion

The study suggests that the use of any kind of medicaﬁan.é
even placebo, may lead to a decrease in the compliance of.
obese children and their families in following recommend-,
ed changes in diet and physical activity. In the most -::nmpre—i
hensive study that followed up obese children into adult~;
hood. Whitaker et al. found that after 6 vears of age, more
than 50% of obese children remained obese into adulthood..!
and by the age of 10 to 14 years, 80% of obese children re~
mained obese [14]. [tis concluded that overweight shouid
be controlled from an early age. Because of the complicat
ed nature of childhood obesity, its treatment is very diffe
cult and researchers have tried to find safe drugs to helg
control obesity. Many studies have shown the efficacy 0
herbal medications in the controlling obesity and hyperik
pidemia in rats [13-20].

Many families often ask many questions about various hﬂ'P"'
al or over-the-counter medications for weight loss in th
children. Nowadays there is a-rapidly growing trend {0 1€
herbal remedies in many countries [21]. The studies b¥
Sindler [22] and bv Andersen and Fogh [23] showed her®
al products may be effective in weight loss in obese adul
The study of Boozer et al, showed that a herbal mixture &
fectively promoted short-term weight loss [24]. In a 12
omized controlled trial, H&ymaﬁ_p?ld.ct' al, comparﬂdjﬂ}‘?_.
tects of a herbal niedication with placebo (in addition: 9
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Yable 4. Changes in weight 6 weeks after the first visit.

B e — - &
Groups
Weight change A . D
n% n % n% n%
Decreased 5 6.6 10.0 3 100 5 300
" without difference B 776 25 833 27 90.0 21700
[ncreased 2 670 6.70 0 0.0 0 0.0
Total 30 100.00 30 100.0 30 100.0 30 1000
P value in comparison -
o the first visit* (NS} 0.406 0.480  (NS) 0083 (NS) 0.003
e — e ——————— e ——
®  Wilcoxon signed rank test;
«** ‘NS - not significant.
i_:lﬁh 5.Changes in weight 12 weeks after the first visit.
.M
Weight change
" Groups Decreased No difference Increased Total
r n% n% n % n % *P-value
A 7 233 23 76.6 0 00 30 100.0 0.01
; B 8 267 20 66.6 -2 67 30 100.0 0.145 (NS)*™*
: C 6 200 3 766 1 3.3 30 100.0 0.059 (N)*
D 9 300 21 700 0.004"

F" Wilcoxon signed rank test;
E:‘ NS — not significant.

E'high-ﬁb-cr. low-energy diet) on weight loss in obese adults.
P._P-'l.rﬁcipﬂ.l'l[s in both groups had significant weight loss dur-
.rfmga 12-week treatment period; however, there was no sta-
 Bstically significant difference in weight loss berween the
,Iwo groups, so they conciuded that in comparison with pla-
%ebo, the herbal medication used failed to produce signif-
yant weight loss [25].

i

“Consistent with the above study, our results did not show a
wgnificant difference between those who received a herbal
mixture and placebo; however, in contrast with the above
Sudies, the participants who received herbal medication or
Placebo did not lose weight. Overall, according to the re-
sults of our study, the fourth group (the group that received
only diet and exercise recommendations) had considerabie
weight loss after 6 weeks compared with the other groups. It
B suggested that the other groups, who received herbal med-
¥Quon or placebo in addition to the diet and exercise recom-
Wendations, only relied on medications for weight loss and
did not followed the recommendations on diet and phyvsical
M appropriately. In our study, the first group, who had
“gnificant weight loss after 6 weeks, did not have desirabie
"sight loss in further follow-ups, which is suggested to be

use of the low compliance of children and their fami-
*S. Itis well documented that a good weight-loss program
reeds:appropriate training for both. children and families
}‘ﬁﬂjﬂ;‘ph}mcal acuvity and healthy eating [26]. .

0 00 30 100.0

M

CONCLUSIONS

Lifestyle modification and the family compliance have a key
role in the control of childhood obesity. Relving on medi-
caton use may lower the compliance of the obese child as
well as of the family in following the recommended diet
and physical activity program.
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