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Table 1: Patient characteristics and radiotherapy schedule. No significant differences were noted between group
A and B (chi-square test).
Age (range, median)
Body Mass Index (BMI)
Stage
T1,2N0M0
T1,2N1M0
Chemotherapy
Radiotherapy
16x266Gy (breast)
3x266Gy (boost)
17x230Gy (Supraclavicular)
14x266Gy

Group A (Sucralfate) N=30
29-62, 44.5
22.7 (Kgr/m2)

Group B (Historical control) N=30
28-65, 45.5
23.3 (Kgr/m2)

18
12
14

17
13
13

30
29
4
6

30
30
5
5

Table 2: Distribution of RORTC/RTOG acute toxicity grading for group A and B (chi-square test).
Grade

Group B (Historical control)

Group A (Sucralfate) N=30

p value

N=30

N

%

N

%

0

27

90

16

53

1

2

7

10

33

2

1

3

3

10

3

0

0

1

3

< 0.001

N: number of patients.

Discussion
Studies investigating sucralfate have included both
prevention and management trials as well as oral and
topical routes of administration16. Sucralfate has been
shown to stimulate cell growth in rats and has been reported to have an anti-inflammatory effect on gastrointestinal mucosa6,17. Two intra individual prevention trials
were conducted using patients as their own controls18,19.
Evensen et al. In a previous report dedicated to the organic sucralfate component, skin reactions in patients
with head and neck cancer, randomized to receive either
sodium sucrose octasulfate (Na SOS) or a placebo, were
assessed by Evensen et al18. These authors reported no
difference in erythema, but the placebo group had less
moist desquamation resulting. Maiche et al19 on randomized women with breast cancer receiving the application
of sucralfate cream or a base cream twice daily during 5
weeks of radiation reported a significant reduction in the
development of grade-2 skin reactions with more rapid
healing with the sucralfate cream. The conflicting results
between these two trials may be related to the different patient groups and treatment doses and the different
forms of sucralfate used.
A later study by Wells et al20 randomized 357 patients
with head and neck, breast, or anorectal cancer to receive
either aqueous cream, sucralfate cream, or no cream
from the start of treatment. Outcome measures included

the measurement of acute skin toxicity or grade (modified RTOG score), erythema readings using reflectance
spectrophotometry, a quality-of-life score, and symptoms
including pain, itching, burning, and sleep disturbance.
No significant differences were found between the treatment arms. The researchers concluded that there was no
benefit from a prophylactic application of a cream to the
treatment area. More significantly, the authors identified
several risk factors related to more severe skin reactions,
suggesting the need for further study in patients at higher
risk. Two studies assessing the effectiveness of oral sucralfate found no benefit of the prophylactic use of sucralfate in reducing the degree of skin reactions in patients receiving head and neck cancer or in reducing any
late toxicity on the rectum in patients receiving radiation
for prostate cancer21,22. Delaney et al23 stratified patients
by cancer diagnosis and randomized patients to receive
10% sucralfate in sorbolene cream or sorbolene alone for
the management of greater than grade 3 (RTOG criteria)
moist desquamation. Sorbolene is a cream composed of
water and oils often containing 10% glycerin. No differences were found in the measurement of pain or in time to
healing between the two products, although the study was
closed early because of limited accrual. The researchers
also identified that significant heterogeneity existed between the two treatment groups.
In our study, the sucralfate preparation was made by

