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of this early use is needed to understand the practise of the 
prescribers.
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Background Malignant gliomas (MG) comprise the most com-
mon types of primary central nervous system tumours.
Purpose An observational study to evaluate the efficacy and safety 
of bevacizumab plus irinotecan used off-label in recurrent malig-
nant gliomas.
Materials and Methods Pharmacy records were reviewed to iden-
tify patients with histologically proven MG who had been treated 
with bevacizumab plus irinotecan as second- or third-line chemo-
therapy. Eligible patients: radiological evidence of tumour recur-
rence or progression prior to initiation of chemotherapy and STUPP 
regimen as first line. Patients were treated with IV bevacizumab 
(10 mg/kg) on days 1, 15 and 29 every 6 weeks and IV irinotecan 
(340 mg/m² if concomitant enzyme-inducing antiepileptic drugs 
(EIAEDs) or 125 mg/m2 if no EIAEDs) on days 1, 15 and 29 every 
6 weeks. Treatment was continued until disease progression or 
unacceptable toxicity. Tumours were evaluated by brain MRIs. 
Response to treatment was assessed at baseline and every 3 cycles or 
whenever progression was clinically suspected. The Macdonald cri-
teria were used to evaluate the response. Toxicity was assessed 
before each cycle by medical history, haematology and biochemis-
try. Adverse events were graded according to NCI-CTCAEv4. Anti-
epileptics were administered as medically indicated.
Results Seven patients (5 men, 2 women) were evaluated. Mean 
age was 52.4 years and glioblastoma multiforme (GBM) was the 
major histotype (71%). 71.4% of patients had had a total resection as 
primary surgery and 14.3% of patients had undergone second surgery 
at disease recurrence. The median number of cycles administered 
was 4. Overall activity comprised 3 partial responses (42.86%); and 1 
(14.28%) disease stabilisation for a Disease Control Rate of 57.14%. 
Three patients (42.86%) experienced disease progression. The median 
progression-free survival was 8.2 months (95% confidence interval 
(CI): 5.4–10.9) and the median overall survival was 11.8 months 
(95% CI: 6.1–17.5). No central nervous system haemorrhages 
occurred, but one patient developed deep venous thromboses.
Conclusions The combination of bevacizumab and irinotecan 
seems to run as an alternative and active regimen for recurrent MG 
with acceptable toxicity but it is necessary to expand the study 
population to draw definitive conclusions.
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Background The results of Phase III of the (SSG)XVIII/AIO clini-
cal study on imatinib (IM) in adjuvant treatment of GIST show 
that, after five years of follow up, 3 years of treatment lead to 66% 
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Conclusions The main reasons for changing from HAART to two-
drug regimens were drug resistance tests and simplification of the 
antiretroviral treatment. Taking into account the limitation of the 
study due to its short follow-up and the limited number of patients, 
we can say that in our study, the change to a treatment with two 
active antiretroviral drugs seems to be at least as effective as the 
three-drug HAART regimen.

Abstract DGI-015 Table 1

vPl at start  
of two-drug 
regimen

cd4 at start 
of two-drug 
regimen

vPl
24 weeks

cd4 
24 weeks

Change due to drug 
resistance test
12 patients

2 patients VLS
10 patients Medium 
VPL 5449 c/ml

433/ml 9 patients VLS
3 patients Medium 
VPL 44388 c/ml

461/ml

Change due to side 
effects
6 patients

4 patients VLS
2 patients Medium 
VPL 142515 c/ml

306/ml 6 patients VLS 336/ml

Change for 
simplification
12 patients

12 patients VLS 589/ml 12 patients VLS 427/ml
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Background Tocilizumab (TCZ) is an anti-IL-6 agent given as 
second-line biotherapy in the treatment of rheumatoid arthritis 
(RA). Guidelines for the prescription of TCZ indicate that it must 
be administered after anti-TNF-α failure at the University Hospital 
of Montpellier (UHM).
Purpose To assess the prescriptions for TCZ and cheque them 
against the existing guidelines since an increasing number of 
patients are treated at the UHM.
Materials and Methods The study was conducted over a period 
of 20 months, from January 2010 (marketing of TCZ) to July 2011. 
Patients treated with TCZ were identified thanks to the hospital 
information database. Data collected were: indications, previous 
treatment, number of anti-TNF-α drugs used before TCZ, associa-
tion with conventional treatment, and biotherapy implemented if 
TCZ fails.
Results 149 patients were treated with TCZ: RA 93.4%, juvenile 
idiopathic arthritis 3.7%, Still’s disease and ankylosing spondylitis 
2.9% (off-label). 

All patients had previously been treated with methotrexate 
(MTX). 

TCZ was administered after failure of anti-TNF-α in 79.2% of 
the cases. 13.4% received TCZ as first-line biotherapy. 

For 59.1% of patients, TCZ was associated with the conven-
tional treatment. 62.6% were treated with MTX. 

We evaluated the effectiveness of TCZ in 88 patients (patients 
who had not started their treatment in clinical trials in the last 
6 months of the study): the treatment was successful for 67 of them 
(76.1%). TCZ was not effective in 23.9% with a mean treatment 
duration of 7.1 months. For these patients, TCZ was switched to 
abatacept (anti-CTLA4) 47.6%, anti-TNF-α 33.3% or rituximab 
(anti-CD20) 19.1%.
Conclusions TCZ is an active molecule in the treatment of RA. 
Our guidelines are not always respected since TCZ was used as 
first-line biotherapy in 13.4% of patients. Further evaluation  
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were negative, so we developed a protocol for administering the 
next cycle of cisplatin.

The CDP consisted of 12 stages in which to administer the total 
dose (140 mg).Three solutions (250 ml) were prepared with dilu-
tions 1/100, 1/10 and 1/1. The 1/100 solution (0.0056 mg/ml) was 
administered at 9.25 ml in 1 hour in 4 stages (administration rate 
increments every 15 minutes: 2 ml/h, 5 ml/h, 10 ml/h and 20 ml/h). 
The 1/10 solution (0.056 mg/ml) was administered at 18.75 ml in 
1 hour in 4 steps (starting with 5 ml/h and doubling the rate every 
15 minutes until 40 ml/h). Solution 1/1 (0.56 mg/ml) was adminis-
tered completely, starting with 10 ml/h and increasing every 15 min 
to 20, 40 and 80 ml/h, being the final perfusion rate. It was per-
formed under medical supervision, taking in total 5 hours and 
37 minutes. The patient didn’t have any complications.
Conclusions In this patient, the CDP developed enabled the che-
motherapy to be given safely. All this was possible by the interdisci-
plinary collaboration of allergy, oncology and pharmacy services.
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Background The addition of targeted treatment to chemotherapy 
and first and second line treatment significantly improves patient 
outcomes, raising the response rate with an increase of resectability 
in patients with metastasis and improving the long-term survival, 
as demonstrated by several randomised clinical trials.
Purpose To evaluate the cost and effectiveness of treatment with 
bevacizumab or cetuximab in patients with metastatic colorectal 
cancer, in particular in maintenance treatment.
Materials and Methods A retrospective analysis was conducted 
in two Sicilian cancer centres, in patients treated between 
01/01/2008 and 30/06/2012, to assess the median time to progres-
sion (TTP) and the corresponding cost of maintenance treatment 
with bevacizumab and cetuximab. Results were compared using the 
log-rank test.
Results Of 167 patients treated with bevacizumab plus chemo-
therapy, 41 (24.5%) responded and continued with maintenance 
treatment: 36 patients on first-line treatment (TTP 412.5 days) and 
5 patients on second-line treatment (TTP 314.7 days). Of 71 patients 
treated with cetuximab plus chemotherapy, 15 (21.1%) responded 
and continued with maintenance treatment: 9 patients on first-line 
treatment (TTP 271.2 days), 6 patients on second-line treatment 
(TTP 366.5 days). Maintenance treatment showed an increase in 
TTP of 258.2 and 159.3 days on first-line treatment, 188.1 and 
243 days on second-line treatment for bevacizumab and cetuximab, 
respectively. The additional cost of maintenance treatment with 
bevacizumab and cetuximab, for a standard 70 kg, 1.7 m² patient is 
€84/day and €118/day for each day of progression-free survival, 
respectively.
Conclusions In patients responding to maintenance treatment, 
bevacizumab is more advantageous as TTP in first-line treatment 
gains about 100 days vs. cetuximab, while cetuximab is more advan-
tageous as second-line treatment, with a gain of about 55 days in 
TTP vs. bevacizumab. From the economic analysis the most advan-
tageous is bevacizumab, costing €34/day less than cetuximab. 
A study is in progress to consider the use of targeted treatment with 
different chemotherapy regimens.
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of patients free of recurrence compared to 48% who received IM for 
only one year, with a 18% relative risk reduction. This result will 
determine the new standard of 3 years of adjuvant IM treatment in 
GIST patients at high risk of recurrence.
Purpose To analyse the budget impact on Piedmont Region, over 
3 years, after the approval by the Italian National Regulatory 
Agency of 3 years’ adjuvant treatment in high-risk GIST.
Materials and Methods The analysis was performed considering 
the estimated incidence of 60 new cases of GIST in Piedmont: 
28 patients are at very low/low risk of relapse and don’t need IM; 
8 patients are at intermediate risk of recurrence and should receive 
IM only for 1 year; 12 patients are at very high/high risk and are 
treated with adjuvant IM for 3 years; 12 patients are metastatic at 
diagnosis and require lifelong treatment (5–13 years). The price of 
IM considered in this study was fixed (6–2011) in the regional com-
petition in Piedmont (at 16.7305€/100 mg capsule).
Results The annual expenditure for 12 very high/high risk patients 
is 293,118.6€ which adds up to a total of 879,355.08€ in 3 years. 
Given the stability of GIST incidence (5 cases/1,000,000 people) and 
30% drop off from treatment for intolerance as reported in the SSG/
AIO study, the result of our study was: in the first year 12 patients 
were treated at a total cost of 293,118.36€. The second year for 
20 patients (8 from the first year + 12 new) the expenditure was 
488,530.6€ (+66.66%). The third year there were 27 patients 
(7 from the first year, 8 from the second year, 12 new) and a total 
amount of 659,516.31€ (+35% compared to the second year). The 
total expenditure on very high/high risk patients at the end of 
3 years of observational study was 1,441,165.27€ and the overall 
incremental cost was +125%.
Conclusions The cost of health interventions in rare tumours 
should be carefully planned with a specific cancer and pharmaco-
logical registry. The availability of comprehensive databases or 
regional registries of these treatments would allow a more accu-
rate analysis that takes into account both the cost of medicines 
and ambulatory treatment and follow-up cost. Even though data 
on current costs are alarming it is important to consider that in 
2014 IM will lose the Novartis patent and costs will drop about 
30–40%.
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Background Hypersensitivity reactions are adverse events that 
represent a challenge, because in some cases there isn’t an alterna-
tive treatment. Consequently, the only option is to desensitise the 
patient.
Purpose To describe a cisplatin desensitisation protocol (CDP) in a 
patient with a previous anaphylactic reaction.
Materials and Methods Male diagnosed with lung cancer, who 
started chemotherapy with cisplatin 75 mg/m² and oral vinorelbine 
60 mg/m². During the cisplatin infusion, he suffered an anaphylac-
tic reaction, so it was decided to perform skin tests, to confirm the 
possible association with the cytostatic.

Due to the cross-reactivity between platinum salts, these tests 
were performed with all similar substances. Stock solutions used: 
cisplatin 1 mg/ml, carboplatin 5 mg/ml and oxaliplatin 10 mg/ml. 
Dilutions prepared for intradermal administration: 1/10000, 1/1000, 
1/100 and 1/10.
Results Cisplatin skin tests were positive for the stock solution 
and negative for the other dilutions. All the other platinum salts 
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