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ABSTRACT

Health care personnel at a community hospital have used cinnamon stomachic mixture for treatment of patients with
functional dyspepsia for many years and they claimed that cinnamon stomachic mixture was effective without any supportive
evidence.

Objective: To determine the efficacy, safety, patients’ compliance and satisfaction with the treatment of cinnamon stomachic
mixture.

Methods: This was a randomized controlled study in 318 adults with functional dyspepsia presenting to 6 community hospitals.
The patients were randomized to receive 105 mg of simethicone three times a day or 30 ml of cinnamon stomachic mixture
three times a day for 7 to 14 days. The patients were evaluated for improvement of symptoms, compliance to medication and
patients’ satisfaction with the treatment. The data were analysed by descriptive statistics, chi-square statistics, student t test,
analysis of variance and non-parametric tests where appropriate.

Results: One hundred and fifty patients received simethicone and 168 patients received cinnam’on stomachic mixture. The
baseline characteristics of the patients in both groups were not significantly different. The patients compliance to simethicone
and cinnamon stomachic mixture was 82% and 89.3% respectively (p=0.09). The severity of the symptoms after treatment and
the response rates were not significantly different between both groups. Side effects were observed in 9.3% and 9.5% in the
simethicone group and the cinnamon stomachic mixture group respectively. Most of the patients in both groups were satistied
with the treatments they received. The cost of a 14-day course of cinnamon stomachic mixture was 36 baht compared with 84
baht for that of simethicone.

Conclusion: Cinnamon stomachic mixture is effective and safe for the treatment of the patients with functional dyspepsia similar
to simethicone.
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yspepsia refers to a group of upper gastrointesti-
nal symptoms that occur commonly in adults.
Dyspepsia is known to result from organic causes,
but the majority of patients suffer from non-ulcer or func-
tional dyspepsia.' The generally accepted definition by
most clinicians includes the presence of upper abdominal
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pain or discomfort with or without other upper gastrointes-
tinal symptoms, such as nausea, belching and vomiting. In
studies using upper abdominal pain as the definition, the
prevalence of uninvestigated dyspepsia has varied between
7%-34.2%." Two recent randomized controlled trials
revealed that simethicone was more effective than a pla-
cebo for the treatment of patients with functional dyspep-
sia and the response observed in the simethicone group
was not significantly different from that in the cisapride



TABLE 1. Baseline characteristics of the study patients.

Characteristic Simethicone gr.
(N=150)
Male : Female 45 : 105
Mean age, yr £ SD (Range) 48.6 = 12.8
(19-80)
Body weight, kg = SD (Range) 57.8 £ 109
(35-97)
Mean symptom score = SD 53.7 £ 219

Median symptom score 50
Range of symptom score 20 - 100

group * The cinnamon stomachic mixture has been pro-
duced and used for the treatment of patients with func-
tional dyspepsia at a community hospital (Uthong Hospi-
tal) in Thailand for many years. The health care provi-
ders at this community hospital claimed that most of the
patients responded to cinnamon stomachic mixture and
they were also satisfied with the treatment they received.
The objective of this study was to determine the
efficacy and safety of cinnamon stomachic mixture for
treatment of patients with functional dyspepsia.

MATERIALS AND METHODS

The study was approved by the Ethics Committee of
the Department of Development of Thai Traditional Medi-
cine and Alternative Medicine, Ministry of Public Health.
This was a randomized controlled study conducted in 6
community hospitals namely Uthong Hospital, Kudchum
Hospital, Bangrathum Hospital, Wangchan Hospital,
Soongnern hospital and Somdej-Prayuparap-Lerng-Nok-Ta
Hospitals in Thailand. The eligibility criteria for the study
subjects were 1) age 20 years, 2) symptoms of dyspep-
sia, 3) duration of symptoms between 3 days to 30 days
and 4) agreed to participate in the study and signed the
written informed consent form. The exclusion criteria were
1) pregnancy, 2) had symptoms suggestive of organic
diseases i.e. fever, vomiting, hematemesis, melena, dia-
rrthea, weight loss > 3 kilograms within a month and
symptoms of other organic diseases, 3) had signs sugges-
tive of organic diseases i.e. anemia, jaundice, hepatome-
galy, splenomegaly, abdominal mass, signs of chronic liver
diseases, ascites, abdominal tenderness or guarding,
absence of bowel sounds, signs of intestinal obstruction
and signs of other organic diseases, 4) had been taking
ulcerogenic drugs e.g. aspirin, NSAIDS, and 5) allergic to
simethicone or any components of cinnamon stomachic
mixture.

The subjects were randomized to the simethicone
group or the cinnamon stomachic mixture group by block
randomization. The subjects in the simethicone group
received simethicone tablet of 105 mg. 3 times daily for 7
to 14 days. The subject in the cinnamon stomachic
mixture group received 30 ml of cinnamon stomachic
mixture 3 times daily for 7 to 14 days. Each milliliter of

TABLE 2. Treatment responses in terms of symptom score.

Cinnamon stomachic mixture gr. P

(N=168)
44 1 124 0.53

48.6 £ 13.3 0.99
(20-91)

56.7 £ 13.3 0.2
(36-79)

519 £ 19.5 0.36

50

15 - 100

cinnamon stomachlc contained cmnamon bark (Cinna-
momum verum), samunlawaeng bark (Cinnamomum
bejolghota), licorice (Glycyrrhiza glabra) and clove
(Syzygium aromaticum) at the amount equivalent to 7.14
mg of each crude drug.

The cinnamon stomachic mixture was produced by
boiling 50 grams of dried cinnamon, samunlawaeng, lico-
rice and dried clove in 7,000 ml of water for 15 minutes.
Then a teaspoon of camphor and 70 ml of paraben were
added after leaving such a solution at room temperature
for 5 minutes. The preparation was left overnight and was
distilled through a clean cloth before bottling the distilled
solution in 300 ml glass bottles.

A sample size of 200 per group was estimated from
the following information 1) the mean difference of the
symptom score at baseline and at the end of treatment
was 30 (from 60 to 30) in the simethicone group and 25
(from 60 to 35) in the cinnamon stomachic mixture group,
2) the standard deviation of the mean difference in the
symptom score was 20, 3) type I error was 5%, and 4)
type II error was 20%.

All subjects received instructions on eating habits
and avoidance of the substances that might precipitate the
dyspeptic symptoms. The subject was evaluated for dys-
peptic symptoms at entry and day 7 and day 14 after
treatment using a visual analog scale of 0 (no symptoms)
to 100 (unbearable symptoms). Any concomitant or addi-
tional treatment, compliance to the study medications,
new symptom and satisfaction with the study medication
received including the convenience of taking medication,
taste and odor of the medications were also recorded at
follow up visits. The data were analyzed by descriptive
statistics, chi square statistics, student t test, analysis of
variance and non-parametric test where appropriate. The p
value of < 0.05 was considered statistically significant.

RESULTS

There were 318 subjects, 150 in the simethicone
group and 168 in the cinnamon stomachic mixture group.
The baseline characteristics of the patients are shown in
Table 1. Seventy percent of the patients were females.
The mean age, mean body weight and mean symptom
score of the patients in both groups were not significantly

Mean symptom score £+ SEM

Simethicone gr.

(N=150)
Before treatment 537 £ 1.8
Day 7 after treatment 325+ 1.6
Day 14 after treatment 16.1 £ 1.5

p<0.001

Siriraj Med J, Volume 58, Number 11, November 2006

Cinnamon stomachic mixture gr. P
(N=168)
519 £ 1.5 0.36
293 + 1.6 0.17
155+ 12 0.76
p<0.001
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TABLE 3. Treatment responses in terms of disappearance of symptoms.

Number of patients (%) with symptom score 10

Simethicone gr.

(N=150)
Before treatment 0
Day 7 after treatment 22 (14.7%)
Day 14 after treatment 99 (66%)
(95% CI 58.1% - 73.1%)
p<0.001

different. Concomitant treatments such as antacid were
given to 20% and 11.9% of the patients in the simethicone
group and the cinnamon stomachic mixture group respec-
tively (p=0.07). A full compliance to the medications was
reported in 82% and 89.3% of the patients in the simethicone
group and the cinnamon stomachic mixture group respec-
tively (p=0.09). The mean symptom scores at the baseline
and those during and at the end of treatment are shown in
Table 2. The mean symptom scores at the baseline in both
groups were not significantly different (p=0.14). The mean
symptom score on day 7 and day 14 was significantly less
than that at the baseline in both groups (p<0.001). The
mean symptom scores on day 7 and day 14 in both
groups were not significantly different. The treatment re-
sponses in terms of disappearance of symptoms (symptom
score  10) are shown in Table 3. The response rates on
day 7 and day 14 were significantly greater than those at
the baseline in both groups (p<0.001). The response rates
on day 7 and day 14 in both groups were not significantly
different. Side effects were observed in 9.3% and 9.5% in
the simethicone group and the cinnamon stomachic mix-
ture group respectively. The common side effects were
nausea, eructation, air discharge from the anus, dizziness
and constipation. All side effects were mild and no medi-
cation-related serious adverse events were observed. Most
of the patients in both groups were satisfied with the
treatments they received i.e. 80% and 83.3% of the pa-
tients in the simethicone group and the cinnamon
stomachic mixture group indicated that they would like to
receive the same treatments if they had the same symp-
toms.

DISCUSSION

The Gastroenterological Association of Thailand
reported that the prevalence of dyspepsia in Thais was
20% to 25% and the incidence of dyspepsia in Thais was
1% to 2%. A significant proportion of dyspeptic patients
were functional dyspepsia cases. Therefore functional dys-
pepsia is one of the very common health problems in
Thailand and it consumes a large amount of health care
resources. A meta-analysis on psychological interventions
for non-ulcer dyspepsia concluded that there was insuffi-
cient evidence to confirm the efficacy of psychological
intervention in non-ulcer dyspepsia.’ Another meta-analy-
sis on pharmacological interventions for non-ulcer dys-
pepsia revealed that prokinetics, H2 receptor antagonists
and proton pump inhibitors were effective in therapy of
non-ulcer dyspepsia.” These effective medications are
expensive and have side effects. Many herbal medicines
were found to be effective for treatment of functional
dyspepsia. They were ganaton, extracts from bitter candy
tuft, matricaria flower, peppermint leaves, caraway, lico-
rice root & lemon balm, artichoke leaf extract, iberogast,
peppermint oil & caraway oil and red pepper.”"
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Cinnamon Stomachic Mixture gr. P
(N=168)
0
36 (21.4%) 0.15

106 (63.1%) 0.67
(95% CI 55.6% - 70%)

p<0.001

However there has been no study on the efficacy and
safety of cinnamon stomachic mixture for treatment of
functional dyspepsia.

We conducted this randomized controlled study in 6
community hospitals where sophisticated investigations such
as gastroscopic examination and urea breath test were
unavailable and we needed to enroll the subjects diag-
nosed as having functional dyspepsia based on their clini-
cal features. Simethicone was chosen as a comparator
drug instead of placebo because there was evidence that
simethicone was more effective than a placebo in treating
functional dyspepsia™. Simethicone was also the medica-
tion most commonly used by health care personnel at
these community hospitals for treating the patients with
functional dyspepsia. We did not use cisapride in our
study although it was a prokinetic drug because cisapride
has many drug interactions leading to serious side effects
and it is no longer a treatment option in functional dys-
pepsia.”"

Our study found that cinnamon stomachic mixture
was effective in alleviating the symptoms by 70% and
had a favorable response of 63% at the end of 2 weeks,
similar to that of simethicone. The use of cinnamon sto-
machic mixture for longer duration might increase the
response rate since many clinical studies on the treatment
of functional dyspe?sia used the study medications for
longer than 4 weeks™ > ” """ and they found a favorable
response of up to 80%. However, we did not use a longer
duration of treatment since we thought that the patients
who did not respond to a 2-week course of medication
should have further appropriate investigations performed
to detect organic causes of their persistent dyspeptic symp-
toms. The side effects of cinnamon stomachic mixture
were uncommon and all of them had mild severity. The
patients who received cinnamon stomachic mixture showed
a very good compliance to treatment and were satisfied
with this treatment. Moreover the cost of a 14-day course
of cinnamon stomachic mixture was 36 baht compared
with 84 baht for that of simethicone.

In summary cinnamon stomachic mixture for 2 weeks
is effective, safe and cheap in relieving the symptoms of
60% of the patients with a clinical diagnosis of functional
dyspepsia and it should be included as a treatment option
for functional dyspepsia, especially in community hospi-
tals.

ACKNOWLEDGEMENTS

The authors thank the Department of Development
of Thai Traditional Medicine and Alternative Medicine,
Ministry of Public Health and the Thailand Research Fund
for supporting the study. We also thank Ms Luksamee
wattanamongkolsilp and Mr. Suthiphol Udompunturuk for
statistical analyses.



with red pepper. Aliment Pharmacol Ther 2002; 16: 1075-82.

REFERENCES 10. May B, Kohler S, Schneider B. Efficacy and tolerability of a fixed com-

1. Mahadeva S, Goh KL. Epidemiology of functional dyspepsia: A global bination of peppermint oil and caraway oil in patients suffering from
perspective. World J Gastroenterol 2006; 12: 2661-6. functional dyspepsia. Aliment Pharmacol Ther 2003; 17: 975-6.

2. Holtmann G, Gschossmann J, Karaus M, Fischer T, Becker B, Mayr P, et 11.  Amarapurkar DN, Rane P. Randomised, double-blind, comparative study
al. Randomised double-blind comparison of simethicone and cisapride in to evaluate the efficacy and safety of ganaton (itopride hydrochloride) and
functional dyspepsia. Aliment Pharmacol Ther 1999; 13: 1459-64. mosapride citrate in the management of functional dyspepsia. J Indian

3. Holtmann G, Gschossmann J, Mayr P, Talley NJ. A randomized placebo- Med Assoc 2004; 102: 735-7.
controlled trial of simethicone and cisapride for the treatment of patients 12. Madisch A, Holtmann G, Mayr G, Vinson B, Hotz J. Treatment of func-
with functional dyspepsia. Aliment Pharmacol Ther 2002; 16: 1641-8. tional dyspepsia with a herbal preparation. A double-blind, randomized,

4. Soo S, Moayyedi P, Deeks J, Delaney B, Lewis M, Forman D. Psycho- placebo-controlled, multicenter trial. Digestion 2004; 69: 45-52.
logical interventions for non-ulcer dyspepsia. Cochrane Database Syst Rev 13. Thurmann PA. Adverse drugs reactions: diagnosis and assessment. Pathologe
2005; (2): CD002301. 2006; 27: 6-12.

5. Moayyedi P, Soo S, Deeks J, Delaney B, Innes M, Forman D. Pharmaco- 14. Veldhuyzen van Zanten SJ, Bradette M, Chiba N, Armstrong D, Barkun
logical interventions for non-ulcer dyspepsia. Cochrane Database Syst Rev A, Flook N, Thomson A, Bursey F, Canadian Dyspepsia Working Group.
2004; (4): CD001960. Evidence-based recommendations for short- and long-term management of

6. Holtmann G, Adam B, Haag S, Collet W, Grunewald E, Windeck T. uninvestigated dyspepsia in primary care: an update of the Canadian
Efficacy of artichoke leaf extract in the treatment of patients with func- Dyspepsia Working Group (CanDys) clinical management tool. Can J
tional dyspepsia: a six-week placebo-controlled, double-blind, multicentre Gastroenterol 2005; 19: 285-303.
trial. Aliment Pharmacol Ther 2003; 18: 1099-105. 15. Peura DA, Kovacs TO, Metz DC, Siepman N, Pilmer BL, Talley NJ.

7. Madisch A, Heydenreich CJ, Wieland V, Hufnagel R, Hotz J. Treatment Lansoprazole in the treatment of functional dyspepsia: two double-blind,
of functional dyspepsia with a fixed peppermint oil and caraway oil com- randomized, placebo-controlled trials. Am J Med 2004; 116: 740-8.
bination preparation as compared to cisapride. A multicenter, reference- 16. Wu CY, Chou LT, Chen HP, Chang CS, Wong PG, Chen GH. Effect of
controlled double-blind equivalence study. Arzneimittelforschung 1999; fluoxetine on symptoms and gastric dysrhythmia in patients with func-
49: 925-32. tional dyspepsia. Hepatogastroenterology 2003; 50: 278-83

8. Rosch W, Vinson B, Sassin I. A randomised clinical trial comparing the 17.  Mundo-Gallardo F, De Mezerville-Cantillo L, Burgos-Quiroz H, Izquierdo
efficacy of a herbal preparation STW 5 with the prokinetic drug cisapride E, Chang-Mayorga J, Azteguieta L, Passarrelli-Sandhoff LF. Latin Ameri-
in patients with dysmotility type of functional dyspepsia. Z Gastroenterol can open-label study with rabeprazole in patients with functional dyspep-
2002; 40: 401-8. sia. Adv Ther 2000; 17: 190-4.

9.  Bortolotti M, Coccia G, Miglioli M. The treatment of functional dyspepsia

L "
UnAnaeaa

sz~ nEwanazanuilasassvesensigouralin1s3nufile Functional Dyspepsia

Jum Sumdad w.u.(1), a3asstu Lovties n.u.(1), Aau1 6o ~Sws n.ul(1), eudn Uanev n.u.(1), Goes suuums (a1gs1on)(1),
AoVSAU 168BIY3Ng W.U.(2), 3n1SAU J0AIUIMIUN WE.U.(2), UWISSTU $usud we.u.(2), rils nonAald n.u.(2),

(in§s1 ufionev we.u.(2), 18$0 AUNISSIU We.U.(2), Talums Is: LUA w.U.(3), 3run woAaws w.u.(3), dla Us:neuiio an.u.(3) ,
uliugn Jadwod n.u.(3), Gvona urina .u.(3), AvfjAu 1Wyodus w.u.(4), Telns yryUn w.u.(4), Slaossru Aru N3 w.n.(4),
aamdag nevinded w.n.(4), oA sni asssu:AnA W.U.(5), HSrurY1 YUTUS N.U.(5), GBIl drRws wu(6),

naarun AUAUS:aSSU W.U.(6), ASSL §S:00f1 § W.U.(6), | 10AUS OFIDAS ISSTU N.U.(6), WDISSIU SSSUIDSTY We.U.(6),

Sugws und usen dn.u.(6), rysa PN:wnd Us.A.(7), wsAwed 1ANIIAY We.U.(7), Jury sssuadnna w.u.(8)

(1) Isowewragnev o. wssruys 72160, (2) [sowewravwns:nu o.monylan 65110, (3) Isvwewa, vidu 0.uass U 30170, (4) Isvwewa UIFDWS:gwSHALUNNT D.

ol ss 35120, (5) [suwmmarmqu 0. ol 55 35140, (6) [svwewraIvduns v.s:800 21210, (7) nWuMsIwNEIwUlng, nsuFLAMSIWNEILUINEIA:NSIWNENVIEAN,NS:NSIV
187S1U 0 11000, (8) NATEIDIISAT AS,ANIIWNE ASASSWEWIE,UNINGNFEUAAS, NNU. 10700, Us:nAlne.

I (2 wa { o g A '
yAansMsunndnU§ianuiTsanernagususnugihe functional dyspepsia A18815 19 DwENUIGIe TuNINTINT YA IMT0RINS
i1 Ed
w1 uada lifimsidemandinielsziinilss "ninanazanuilasafvvesnsigeurodiudl
Sagilsz an: wlonswilse “niwa arwilasasiovesnsSnudile functional dyspepsia AI0e15190 1130

e mﬁ%ﬂfhﬁi’f’gﬂgmu Randomized controlled study #1iiun3# 13aneNaguam 6 l,wfaiué’iwtﬁﬁ‘lﬁ'%ﬂﬁ‘iﬁ?ﬁﬂﬂﬂaﬁﬂﬁﬂymwwﬂﬁﬁn
Fuily functional dyspepsia NUIMU 318 AU Athogn ‘WIR15Y simethicone v1na 105 wn Sullszmuiuaz 3 Asand0 1M1 H50e15190 Y
Sulszmuaiiag 30 wa Juag 3 afandsemsAaAeiuug 7-14 Tu Athelasumsdsziiunamssnmendimssnuu 7 u uag 14 Ju
Taoilsziiuermsitanuavesdile anw it woveansfutlszmuenii 185y nadhafssvosmssnm nazanuianelvvesdihosomssnmnii 145y
ﬁ1%ﬂyau1%LﬂiW$ﬁﬁiﬂ DATFINTIUUT, chi-square statistics, student t test L) analysis of variance e non-parametric test

o w

19y

v
Ailefovay 82 lunqu simethicone Hazfovay 89.3 lunquegouse (p=0.09) Fulszmuensunnile e1msvesdiheuazanuunsunae
1 v
91M 359094110 endINs SR simethicone 130815190 U0 hinandaiuediite dny Tuaudihefiensavuinaniesinse e

. "
wamsanu: {1 150 AulATY simethicone uazdile 168 auldsunsgoues dnumeiallvesdihens 2 nquliuandreiuediaiiis

MaIMITNEIRIY simethicone w%mﬁwlauwmﬁm”;’umﬂﬁaumﬁ'ﬂymsinﬁﬁﬂ ey uaxﬂ"wmué’ﬂaﬂﬁmmiﬁﬁumﬂw?ﬂmmimﬂ"lﬂmwﬁa
M335NBIAIY simethicone 130815190V hinandaiuedaiite Ay natufssveImsSnmmuieoay 9.3 lungu simethicone 1az3osaz 9.5
Tunguinmgouws wazdthe i 185y simethicone #3085 unmMoUTsRanelanomssnui 185y liuandeiy mlFtevensg
ouUoszI 36 1M A1 1¥910UD9 simethicone 15z 84 1M

71k mgeumesulszmuAadeiy 14 Suilisy “ninauazdasasslunssnuidiie functional dyspepsia linAna1991MsSNEIRIY simethicone

Siriraj Med J, Volume 58, Number 11, November 2006 1106



