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Summary. W e  conducted  a randomised ,  s ingle-bl ind,  
p lacebo-cont ro l led  crossover  study to assess the eff icacy of  
a single i.v. dose  o f  20 mg dexamethasone  as an ant i-emet-  
ic in 31 patients receiving cancer  chemotherapy.  Patients 
receiv ing dexamethasone  exper ienced  s ignif icant ly  less 
nausea  and vomi t ing  (P<0.001 and P<0.01,  respect ively) ,  
and appet i te  and act ivi ty  were normal  in a major i ty  o f  the 
treated group. Side effects were  insignif icant .  W e  conclude  
that s ingle-dose  dexamethasone  given i.v. at a dose  of  
20 mg is a safe and effect ive ant i -emet ic  for  pat ients  re- 
ce iving cancer  chemothe rapy  exc luding  cisplat in.  

Introduction 

Nausea  and vomi t ing  are the major  subject ive  side effects 
of  cancer  chemotherapy ,  and in some patients  the symp-  
toms m a y  be severe  enough to prevent  compl iance  with 
potent ia l ly  curat ive t reatment  [2]. Unfor tunately ,  comple te  
ant i -emet ic  control  is often unsuccessful ,  which  is re- 
f lected in the wide range of  agents and regimens in cur- 
rent use [6]. 

W e  carr ied out  a s ingle-bl ind,  p lacebo-cont ro l led  study 
to assess the eff icacy of  a single i.v. dose of  dexametha-  
sone in suppress ing nausea and vomi t ing  in patients receiv-  
ing emetogenic  combina t ion  chemotherapy  regimens  ex- 
c luding cisplatin.  

Patients and methods 

A total of 31 patients who were receiving out-patient cytotoxic chemo- 
therapy at our institution were enrolled in the study. Each subject was 
studied over two consecutive courses of moderately emetogenic combi- 
nation chemotherapy with regimens including i.v. Adriamycin, daunoru- 
bicin, cyclophosphamide, etoposide and 5-fluorouracii given for a range 
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of solid tumours and haematologica[ malignancies. Patients who had 
previously received cytotoxic treatment or who had suffered nausea or 
vomiting during the preceding 24 h were not included in the study. The 
protocol was approved by the Hospital Ethical Committee and written 
informed consent was obtained from all participants. 

We used a randomised, single-blind crossover design in which each 
patient served as his or her own control. During two consecutive courses 
of identical chemotherapy, the patients received either a singIe i.v. dose 
of 20 mg dexamethasone in a volume of 5 ml or a 5-ml i.v. injection of 
0.9% saline given immediately prior to the cytotoxic treatment. Whether 
dexamethasone or saline was given first was randomly determined. 

The efficacy of the treatment was evaluated by a questionnaire that 
was completed by the patients at 24 and 48 h after therapy. Subjects were 
asked to record the duration of nausea and its severity on a visual 
analogue scale (0=no nausea; 10=worst nausea imaginable). Vomiting 
was graded by the number of emetic episodes. The patients' appetite and 
normal daily activity were recorded according to the following scale: 
appetite - l = increased, 2 = normal, 3 = reduced, 4 = inability to eat; ac- 
tivity - 1 = normal, 2 = some interference, 3 = considerable interference, 
4=bedridden. Data were analysed using Student's two-tailed t-test 
(paired data) for visual analogue scores and McNemar's test for other 
parameters. 

Results 

In all, 27 patients comple ted  the study,  including 17 men  
and 15 women  whose age ranged be tween 20 and 75 years 
(median,  44 years);  4 subjects  were not evaluable  because 
treatment was discont inued in 3 cases and i moved  away  
from the area. 

Signif icant ly  less nausea was recorded at 24 and 48 h by 
patients rece iv ing  dexamethasone  (P<0.001 and P<0.01,  
respect ively;  Table  1). Fur thermore,  63% of  the treated 
group exper ienced  no vomi t ing  as compared  with 37% of  
the p lacebo  group (P<0.01; Table  2). Moreover ,  74% of  
the treated group repor ted normal  act ivi ty  and 63% regis-  
tered normal  or  increased appet i te  as compared  with 33% 
and 30%, respect ively ,  of  the p lacebo  group. The  only 
adverse  side effect  associa ted  with dexamethasone  was 
transient  pruritus that occurred  immedia t e ly  after adminis-  
trat ion of  the drug and lasted for only  a few seconds.  W e  
found that this could be prevented  by  slow adminis t ra t ion  
o f  the dexamethasone  over  3 - 5  rain. 



232 

Table 1. Episodes of nausea experienced among 27 patients treated with 
dexamethasone or placebo 

Treatment 0-  24 h 24 - 48 h 

Dexamethasone 16 + 28 9 + 2 t 
Placebo 43 _+35 21 • 

Visual analogue scores (mean • SD) 

Table 2. Emetic episodes experienced among 27 patients treated with 
dexamethasone or placebo 

Placebo 

Present Absent 

Dexamethasone Present 6 I 7 (26%) 
Absent 11 9 20 (74%) 

16 (63%) 10 (37%) 

We demonstrated that a single i.v. dose of  20 mg dexa- 
methasone is a safe and effective anti-emetic in patients 
receiving commonly  used emetogenic cytotoxic agents. 
This approach appears to be free of  significant adverse 
effects if the injection is given over 3 - 5  min immediately 
prior to chemotherapy and has become the standard anti- 
emetic regimen used in our department in patients receiv- 
ing non-cisplatin anti-cancer therapy. 

Since the completion of  this study, the new 5-hydroxy- 
tryptamine (5-HT3) receptor antagonist ondansetron [3] 
has become available, and further investigation of  this new 
agent alone and in combinat ion with dexamethasone is in 
progress. 
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The multiplicity o f  anti-emetic regimens in current use for 
the alleviation o f  chemotherapy-induced nausea and vom- 
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multiple doses or in combinat ion has previously been ad- 
vocated as an alternative, although its mode of  action re- 
mains uncertain [1, 4]. 
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