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Quality of Me in women with breast cancer randomised to 
adjuvant treatment witt% marrov supported high dose 
chemotherapy with CTCb (MT) or tailored FEC therapy: The 
SBG-9401 Study 

Y. Brandberp, H. Michelson, J. Bergh. The SBG-9407 Study Group; 
Department of Oncology; Karolinska Hospital, Stcxkholm, Sweden 

Purpose: To compare health related quality of life (HRQOL) in women 
randomised to to either adjuvant treatment with tailored FEC therapy for 9 
courses (Arm A) versus induction FEC therapy for 3 courses followed by 
high dose chemotherapy with CTCb supported by peripheral blood stem 
cells (Arm B) at eight points durfng the first year from randomisation. 

Patients: 408 high risk breast cancer patients (estimated relapse risk 
> 70% within 5 years on standard therapy) randomised in the SBG-9401 
study. 

Methods: The EORTC C-30 was completed at eight points, starting 
before randomisat!on. 

Resultsz Between 80% and 90% patients responded at each assessment 
point. NO statistically significant overall differences between arm A and B 
were found. PF, SF and QL changed (p < 0.001) during the course of 
treatment with a dip10 to 16 weeks after randomisation. At one year 
assessment, most women had recovered to levels found before start of 
treatment on SF (mean = 86) and QL (mean = 72). PF increased (mean 
= 84.4) but not to the original level (mean = 89.4). EF increased during 
course of treatment (mean = 67.8 before randomisation, 78.3 at one-year 
assessment). FA (mean = 20.5 before randomisation) peaked in both groups 
af!er IO to 16 weeks (mean = 52.4 Arm A, 54.6 Arm B), bu! decreased 
subsequentiy (mean = 23.9 at one year). 

Conclusion: All variabks showed interactions between time and treat- 
ment higher levels of problems at time for BMT but faster recovery in Arm B 
than in Arm A. After one year, no differences between the arms were found. 
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Muitkentric randomized comparathfe study of ceftazidime 
plus amikacin vs ceftaxldime plus perfloxacin in the 
treatment of febrfle neubopenia 

G. Aravantinos’, G. Samoni#. D. Panidis3, E. limotheadou4, 
D. Skarlos’ . A. KonstantinEdou’ . S. Kvroudi-Markantoni3, G. Fountzilas4. 
’ Agii Anargiri Cancer Hospital, 3rd &pt. of Medical On&logy, 
/lion-Athens, Graece; 2 Crete U&e&y Hospital, Department of Medical 
Oncology, Hem&f&n, Crete, Greece; 3Athens University Pharmaceutical 
Technology Section, Athens, Greece; 4Ahepa University Hospital, 
Department of Medic-at Oncology. Thessaioniki, Greece 

Purpose: Combination of ceftazidime plus amikacin has been extensively 
used as initial empirictherapy of febrile neutropenic cancer patients. The 
new fluorinated quinolones demonstrate an excellent safety profile with 
lack of nephrotoxic potential and appear an appealing alternative to the 
aminoglycosides. This study evaluates the role of perfloxacin in combination 
with ceftaZk!ime in comparison with the standard cef!azidime/amikacin 
treatment. 

Patients-Methods: Patients with neutropenic fever (absolute neutrophil 
count [ANC] ~i.Ox103Imm3, fever r38oC for more than 2 hours) were 
randomized to receive empiric antibiotic treatment either with cef!aziiime 
2gr/8 hours (h) plus amikacin 2Omg/kgr Body Weight in 3 doses (Arm A) 
or ceftazidime as above p!us perfloxacin 4OOrng/12 hours, i.v. The minimal 
duration of treatment was 72 hours. After that freatment would continue for 
7-10 days in case of improvement, otherwise vancomycin was added or 
study drug therapy dimmuated and other appropriate therapy instituted. 

Rwufts: Sii-nine febrile episodes were treated 31 in arm A, 33 in 
arm B. Patients’ characteristics were well balanced between the 2 groups, 
particularty in terms of ANC, G-CSF support etc, while 22% of patients 
suffered from haemato!ogica! malignancies. There were no major toxidies 
in both arms. Moreover mere was no difference between the two groups 
in the duratlbn of hospitalization (median: 7 days). Four patients (13%) 
in group A and 2 (5%) in group B required an-addition or change of me 
antibiotic treatment. The same trend was observed in favor of treatment B 
in terms of duration of neutropenic fever or episode-associated symptoms. 
There was a marginally stetistically significant difference in favor of group 
B in termS of complete success of treatment (83% vs 92%, p= 0.08). 

Conclusion: Treatment of febrile neutropenic episodes with empiric 
antibiotic therapy with a combination of the new fluorinated quinolone 
perfloxacin with @tazidime appears to produce at least com@areble results 
with the “standard” cef!azidime/amikacin conibinatlon. 
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Overuse and incorrect indication of his@mine l&receptor 
antagonist (HHSRA) and proton-pump,inhfbttors (PPij in 
cancer patients (pts.) 

A. Rodriquez, J. Bayo, A. Montano, J. Reina. E. B?yo, J. Gomez-Millan, 
M. Marquez. Hosp. Juan Ramon Jimenez, Med. fYnco/m Hualva, Spain 

Background: HHPRA and PPI are demonstrated to be effective in, symp- 
tomatlc relief of dyspepsia and gastric lesions Induced by nonsteroidal 
antiinflammatory drugs (NSAIDs) and chemotherapy. There is no evideke 
of !xmefit In preventing serious gastrolntestiial compiicarions in asymp- 
tomatic pts. HHPRA and PPI are of!en used in cancer pts. Wehave aimed 
to asses the correct indiition of these drugs in our practii. 

Patlents and Methods: We retrospectively reviewed 33 medical histories 
of pts. that are using HH2RA or PPI, in an outpatient settirig, at present. 
There were 19 men and 14 women. Median age was 55 years (range 25 
-83). Four (12%) had a previous his!oty of gastroduodenal ulcer (actwe only 
in dne of &m).‘Twen$ (60%) were r&e&g &emo!herapy, 7 (21%) were 
treated with NSAIDs, 6 (24%) with corticosterokfs and 1 (3%) with both. 
Seven (21%) p!s. were usins Hl+RA, 25 (76%) otnepra&e-and 1 (3%) 
rabeprazole. Median t!me.of consume was 56 we(iks (range. 1 - 72). 

Results: In 14 (42%) pk. HHZRAor PPI were prescribed dueto dyspepsia 
or gastroduodenal ulcer treatment. 6 (18%) pts. received HH2RA or PPI as 
a clearly incorrect indication (5 after a routine use in a hospital admission 
and 1 as treatment after gastrectomy). In 13 (40%) the rational for indication 
was prevention of potential gastrointestinal complications (all of them were 
asymptomatic at the moment of prescription) due to me use of NSAlDs, 
cottkx&eroids or both. 

Condusions: 1) Treatment with HH2RA or PPI was avoidable in the 
majority of pts. in our series. 2) Use of these drugs is unjus!Riable in a 
little but significant (18%) subset of pts. 3) Evidence-based indications are 
needed in routinary clinical practice. 
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Randomized, active-controlled; .phase lM,dose-comparison 
study of NESP administered weekly or every 2 weeks in 
patients wlth solid tumors 

J. Glaspy’, J. Jadeja2, G. Justice3, J. Kessler4. D. Richa@, 
L. Schwar!zberg6. J. O’Byme7, S. Armstrong’, A. CoIowick7. The NfSP 
980290 Study Group; ’ UCLA, LA CA; Pacific Shores Mad Group, Long 
Beach CA;2 Hem-One Assoc., Jacksonville FL; 3Pacifi6 (%ast Medkxl 
Group. Fountain Valey CA: 4 Vi@inia Oncology Associates, N&port News 
VA; ’ Tyler Cancer Ctr., Tyler Sx: 6 The West Clinic, Memphis TN; 7Aingen 
Inc, Thousand Oaks, CA, USA 

Purpose: Novel erythropoiesis stimulating protein (NESP) etimulates ery- 
thropoissis by me same mechanism asrHuEP0. In paUen!s wtthrenalfailure 
the serum half-life of NESP is 2- te 3-times longer than that of rHuEP0. In 
patients with cancer receiving chemotherapy, the s&fflm.half-!ife of NESP is 
approximately 40 hours. Th!! study, done in 2 parts. assess&the safe!y and 
biological activity of NESP administered QW or Q2W in patients with solid 
tumors receiving multicycle chemotherapy. In Part A, NEW admin$tered 
QW (0.5 to 8.0 fig/kg) was safe and well tolerated. Doses of MESP > 1.5 
pg/kg showed demonstrable activity. Efffcacy increased with higher doses 
of NESP. In Part 6, a similar cumulative weekly close of NESP adminktered 
Ci2W (ie, 3 to 9 &kg/CZ?W) was investigated. 

Methods: Patients with chemotherapy-induced anemia (hemoglobin 
[hgb{ 5 11 .O g/dL) par!!cipa!ed in this study. Patients ware randomized to re- 
ceive rHuEP0 (40,000 U/week) orNESP (3.0.5.0,7.0, or 9.0 ,ug/!&!2W). 
Safety, hgb response and correction, and the incidence of RBC trahsfusions 
were evaluated. 

Results: At least 54% of patients in all NESP groups achieved a hgb 
response or correction, and all doses me! the CED c&erion for effiicy 
when administered Q2W. A relatively low rate of blood tmnsfusions was 
observed. NESP was well tolerated, was not associated with any.ssafety 
concerns, and had a similar safety profile to rHuEP0 (40$00 UmW). 

Conclusion: NESP was demonstrated to be effec!fve atdoaes,above I,.5 
pg/kg QW and 3 @kg Q2W, NESP Q2W appeared to be as !wie as 
NESP QW, suggesting that a less frequent doslng we is etive in 
treating anemia in patients with cancer receiving chemotherapy. 


