CCMP90-RD-103

Phase || Randomized Trial of Shenling
Baishu San versus Glutaminein the
Prevention of Pelvic Irradiation-lnduced
| ntestinal Symptoms

glutamine

- 05-



05 3

(obvious diarrhea)

5%
power =80%  Wilcoxon rank sum test

- 06 -

0.05



60

89 8 929 9 26 181
2 115
32 12 135
46 62 58 61
58 17
29.3% 58 26
44.8% 45 14
31.1% Log rank test
(P=0.3422)
14 028 054 053 21
056 093 083 28 105 145 149
35 152 196 19 42 170 218
242 49 189 245 261 56
190 213 284 Generd Linear Modd

Kruskd-Wadlis Tet

- 97-



Chang Gung Memorial Hospital Linkou Medical Center

'Chang-Ting Chang, ?I-Shin Lin, *Jason Tsai Department of
'Obstetrics and Gynecology, “Chinese M edicine and *Radiation
Oncology

Abstract

Radiotherapy is the standard trestment for localy advanced (Internationd
Federation of Gynecology and Obgetrics Stage [1B-1V) cervicd carcinoma. Although
a good trestment outcome is often obtained, radiationinduced acute diarheais the
mogt frequent acute toxic reaction for these patients and has a sSgnificant negetive
impact on their quaity of life. The purpose of this sudy isto evauate the efficacy of
Shenling Baishu San in the prevention of radiationrinduced acute diarrhea and body
weight lossin cervicd cancer patients recaiving radiothergpy with or without cisplatin,
and compare its effects to that of ord glutamine, as the regimen for a postive control
group. A negative control group was aso enrolled.

Patients had to have histologicaly confirmed nontsmdl cdl cervica cancer,
International Federation of Gynecology and Obgetrics (FIGO) Ib;, — IVa and
scheduled to receive radica pevic radiothergpy (total pevic irradiation 3 60Gy) with
or without concurrent chemotherapy. Patients should have adequate organ functions,
have no previous higory of mdignant tumor, no previous chemothergpy or
radiotherapy and no higory of mgor pevic surgery or pavic inflanmeatory diseese.
Paient must have a life expectancy of a least 12 months and a performance gatus of
£ 2.

Shenling Baishu San (powder) was 6 gm dalily divided in three times and taken
with warm water. Glutamine was teken & 10 gm daily. The control group did not teke
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any prophylactic regimen and was trested symptomaticaly after the occurrence of
sgnificant acute diarhea, when Shenling Baishu San or glutamine was randomly
adminigered. Immodium was used as savage thergpy for dl three groups once
sgnificant acute diarrhea occurred in the study groups, or it could not be controlled by
Shenling Baishu San or glutamine in the negative control group. Primary objectives
were time peiod (days) between the dat of radiothergpy and the occurrence of
ggnificant diarrhea and body weight change during treatment. Second objectives
were the severity of nausea, vomiting, abdomina cramping and changes in bone
marrow function, rena and hepatic functional markers.

181 patients were enrolled in this Sudy: 22 with FIGO sage | disease, 115 with
dagell, 32 gage |1l and 12 with sage 1V disease. Among these patients, 135 recelived
whole pevic irradiation and 46 recaeived whole pevic and para-aortic irradiation
(extended fidd). 62 patients were dlocated to the Shenling Baishu San group, 58 to
the glutamine group and 61 to the control group. Badc characterigtics in each group
were similar.

58 patients in the Shenling Baishu San group, 58 in the glutamine group and 45
in the control group had completed daly records on gedrointestind symptoms,
repectively. 17 (29.3%), 26 (44.8%), and 14 (31.1%) of the 58, 58, and 45 evaudble
patients in the aforementioned groups showed no sgnificant diarrhea (P = 0.3422).
Body weight losses a two weeks dfter treetment was 0.28, 0.54 and 0.53Kgs in the
aforementioned groups, respectively, that a three week after treetment were 0.56, 0.93,
0.83Kgs and that a 8 weeks after treetment were 1.90, 2.13, 2.84 Kgs. Andysis by
using Generd Linear Modd showed no sgnificant difference in body weight change
in three groups. There was no sgnificant difference in nausea, vomiting and retching
occurred during trestment. Changes in complete blood count, hepatic and rend
function markers also showed no significant different between groups.

Conclusion
There is no evidence of a beneficd effect of Shenling Baishu San or glutamine
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during radiotherapy for carcinoma of the uterine cervix at our study doses.
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