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Teble 2. Patiert and Rediotherapy Creraderistics (+55)

procecure .
SAS 6.12 far windows

Group

Characteristics

Metoclopramide Ondansetron

Age 529+ 112 465+ 96
Sex (No. of patients)
Male (%) 8 (286) 8 (26)
Female (% 20 (714) 19 (704)
Fidd size (cm) 3266+ 1923 2723t 1487
Total dose (Gy) 481+ 68 483+ 74
Primary sites
(No. of patients)
Uterus/ cervix (%) 18 (64.3
Hepatobiliary (%) 5 (179
Pancreas (%) 2(7) 31y
Lymphoma (%) 3 (10.7)

Retroperitoneal tumor 2 (74

(0

17 (630)
5 (185)

"Statistical tests were done by t-test
" Statistical test was done by Chi-square test
* Statistical test was done by Fisher's exact test
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Teble 3. Conpavison of the Mean Score of Synpom in a

Weekly Inerval Between Two Groups

Group
Variables p-value
Metoclopramide  Ondansetron

Nausea
week 1 0.79 055 0.15
week 2 084 0.61 021
week 3 0.96 0.87 067
week 4 112 064 007
week 5 120 057 001
week 6 10 0.70 0.15
week 7 0.99 061 013
week 8 045 058 067
week 9 040

Vomiting
week 1 031 020 0.36
week 2 0.26 021 0.73
week 3 0.35 0.28 062
week 4 0.35 022 045
week 5 050 0.18 0.18
week 6 042 022 045
week 7 021 027 0.80
week 8 033 0.06 0.26
week 9 0.00

Loss of appetite
week 1 031 033 091
week 2 051 029 021
week 3 050 041 064
week 4 0.62 032 011
week 5 0.68 034 0.15
week 6 048 0.38 062
week 7 045 0.39 0.77
week 8 0.28 0.19 067
week 9 0.30
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Fig. 1. Change of the mean score of symptom in a weekly
interval between two groups according to the treatment
progression. A) weekly score of nausea. B) weekly score of
vomiting. C) weekly score of the loss of appetite.
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Teble 4. Resut of Parel Deia. Arelysis by Mxed Pracedue

p-vale)
Variables Nausea Vomiting Loss of appetite
Week 043 094 0.72
Treatment group*week 062 097 089
Treatment group 003 0.05 0.02
Age 0.06 001 0.05
Sex 033 004 096
Primary neoplasm 003 0.14 0.38
Total dose 082 003 091 3
Field size 089 081 0.06 3
3
4.
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—— Abstract

A Prospective Randomized Comparative Clinical Trial
Comparing the Efficacy between Ondansetron and
Metoclopramide for Prevention of Nausea and Vomiting
in Patients Undergoing Fractionated Radiotherapy to the
Abdominal Region

Hee Chul Park, M.D.", Chang Ok Suh, M.D.", Jinsil Seong, M.D.", Jae Ho Cho, M.D.",
John Jihoon Lim, M.D.", Won Park, M.D.", Jae Seok Song, M.D." and Gwi Eon Kim, M.D.

"Department of Radiation Oncology and 'Preventive Medicine,
Yonsei University College of Medicine, Yonsei Cancer Center, Seoul, Korea

Pumose : This study is a prospective randomized clinical trial comparing the efficacy and complication of
antk emetic drugs for prevention of nausea and vomiting after radiotherapy which has moderate emeto-
genic potential. The aim of this study was to investigate whether the anti-emetic efficacy of ondansetron
(Zofran®) 8 mg bid dose (Group O) is better than the efficacy of metoclopramide 5 nmg tid dose (Group
M) in patients undergoing fractionated radiotherapy to the abdominal region.

Materiak and Methods : Study entty was restricted to those patierts who met the following eligibility
criteria: histologically confirmed malignant disease; no distant metastasis; performance status of not more
than ECOG grade 2; no previous chemotherapy and radiotherapy. Between March 1997 and February
1998, 60 patients enrolled in this study. All patients signed a writen statement of informed consent prior
to enrollment. Blinding was maintained by dosing identical number of tablets including one dose of
matching placebo for Group O. The extent of nausea, appetite loss, and the number of emetic episodes
were recorded everyday using diary card. The mean score of nausea, appetite loss and the mean
number of emetic episodes were obtained in a weekly intenval.

Res ults : Prescription error occurred in one patient. And diaty cards have not returned in 3 patierts due to
premature refusal of treatment. Card from ore patient was excluded from the analysis because she had a
history of treatment for neurosis. As a result, the analysis corsisted of 55 patients. Patient characteristics
and radiotherapy charcteristics were similar except mean age was 529+ 112 in group M, 465t 9.6 in
group O. The difference of age was statistically significant. The mean score of nausea, appetite loss and
emetic episodes in a weekly irterval was higher in group M than O. In group M, the symptoms were most
significart at 5th week. In a panel data amalysis using mixed procedure, treatmert group was only
significart factor detecting the difference of weekly score for all three symptoms. Ondarsetron (Zofran®) 8
mg bid dose and metoclopramide 5 mg tid dose were well tolerated without significant side effects. There
were no clinically important changes in vital signs or clinical laboratory parameters with either drug.
Conclusion : Concerning the fact that patients with younger age have higher emetogenic potential, there
are possibilites that age difference between two treatment groups lowered the statistical power of
analysis. There were significant difference favoring ondansetron group with respect to the severty of
nausea, vomiing and loss of appetite. We concluded that ondansetron is more effective anti- emetic
agents in the control of radiotherapy- induced nausea, vomiting, loss of appetite without significant toxicity,
compared with commonly used drug, ie., metoclopramide. However, there were patients suffering emesis
despite the administration of ondansetron. The possible strategies to improve the prevention and the
treatment of radiotherapy- induced emesis must be furtther studied.

Key Wo nds : Radiotherapy, Nausea, Vomiting, Emesis, Ondansetron, Metoclopramide



