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Efficacia della Gemcitabina in monochemioterapia

Autore             Schema(mg/m2)               N.    RO%      MS% SGmo     BC%        

Casper94         Gem800x3/4w                 35     14          40          5.6         nr
Carmichael95 Gem 800-1000x3/4w       32       6            19          6.3 nr
Burris97 Gem 1000x7                    63     5.3           39          5.6 23.8

→x3/4w
Crino’97 Gem 1000x7                    24    16.6          41 nr           nr

→x3/4w
Rothenberg96° Gem1000x7                    63     9.5            27         7 27

→x3/4w

° 5FU-refractory phase II
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Beneficio clinico: algoritmo

Consumo di analgesici                  Intensità del dolore
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Risultati clinici:

Parametro         5FU Gem         P=
Risp.parziale 0               5.4%          0.07
Tempo a Prog 1 mese 3.2 mesi 0.0002
Clinical Benefit 4.8%         23.8% 0.002
Sopravvivenza
Mediana 4.4 mesi     5.6 mesi      0.002
A 12 mesi 2%             18%       0.002 
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Combinazioni chemioterapiche contenenti Gemcitabina

Regimen                      N. of           N. of Median Response      Median survival
trials         patients     (%) (range)             (mos) (range)

Gemcitabine                  7               30-102             10 (5.4-14.3)          5.7  (3.9-6.3)
Gem+CDDP                  5                18-53           26.6(11.4-52.4)         8.2  (7.1-11)
Gem+docetaxel             8                13-43            17.7 (7.1-28)            5.7 (4.7-6.1)
Gem + Irinotecan           2               20, 45               - (15, 20) -(6.0)
Gem + pemetrexed       1                   39                      12.8 6.5
Gem + Oxaliplatino        1                  64                       28 9.2
Gem + Oxaliplatino        1                  28                       29 8

+ FU/FA
Gem + 5FU based        18              14-164           15 ( 0-25)                 7.5 (4.4-10.3)
regimen
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GEM(%)      CDDP+GEM(%)             P           

Pazienti arruolati                         54(100)         53(100)                    
Pazienti valutabili                        48(89)             45(85)                       
Risposte obiettive                       5(10.4)          14(31.1%)                 0.01         
Tempo mediano alla progr.        8 sett.             20 sett 0.048
Sopravvivenza mediana             20 sett.           30 sett.   0.48
Beneficio clinico                             49                53

Principali differenze in tossicità
Neutropenia G3-4                            9%                  18%
Astenia G1-2                                    9%                  24%



Gemcitabina e 
Carcinoma del polmone
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Patient quality of life should
be considered a primary end point
in the management of lung cancer

Cella D, Sem.Oncol.,dec.2004



“For elderly patients or patients with ECOG 2
available data support the use of single agent 
chemotherapy”



Active chemotherapeutic agents in NSCLC

Agents                Single agent response rate (%)

Platinum compounds
Cisplatin                                             10-15
Carboplatin                                          9-16

Taxanes
Paclitaxel                                            10-35
Docetaxel                                           16-38
Gemcitabine                                        20-30
Irinotecan                                           10-30
Vinorelbine 10-30



Main Phase III Randomized Trials in Elderly Patients

Trial               Study Arm          N.pat.            RR%    OSw      1 Year OS%

ELVIS  99        BSC                     78                 NA  21                14
VNR                    76              20            28                 32

MILES 03         VNR                     233                18  36                38
GEM                    233             16           28                 28
VNR+GEM          232                 21 30                 30



Studi retrospettivi con la Gemcitabina

Autore                          Età          N.Paz.           %RO Sopravv.med.

Martin 1997 >70              329                  25   NR
Sheperd 1997 >65              105                   24      9.1 mo
Furuse 1999 >70                57                   26   9.8 mo

Studi prospettici di fase II con la Gemcitabina

Autore                            Età          N.paz            %RO Sopravv.med

Martoni 2001 >70              46                   21.7 9  mo
Ricci 2000 >70              46                   22.2                       6.7mo
Altavilla 2000 >70               21                  33    7.9mo
Gridelli 2001                      >70              49                   18                        NR



Gemcitabina nel NSCLC: tossicità
22 studi di monochemioterapia: 971 pz

Tossicità WHO          Grado3(%)           Grado4(%)
Neutropenia                          19.3                       6
Leucopenia                              8.6                     0.7
Anemia                                   6.8                    1.3
Trombocitopenia                    4.1                          1.1
Transaminasi (ALT)                7.1                           1.7
Nausea-vomito°                      17.2                           1.2
Alopecia°                                0.4                    0

°su 561 pazienti

Mod.da : Aapro MS et al. Anticancer Drug 1998; 9(3)191-201



300 patients enrolled

R

150 patients                                                    150 patients
GEM+BSC                                                         BSC alone             

99 (66%) patients                                               102 (68%) patients
qualified for primary end-point                                   qualified for primary
(QL) analysis                                                   end-point (QL) analysis

Anderson H. BJC 2000



SS14 symptom scale

QLQ-30                                               Question 
LC13 scales
31                           1                                  how much did you cough?
32 2                                    did you cough blood?
33 3                                were you short of breath

when you rested?
34                            4                                 …. when you walked?
35 5                                …. When you climbed stairs?
40 6                           have you had pain in your chest?
41                            7                                 …in your arm or shoulders?
42                            8                                …in other parts of your body?
12 9                                    have you felt weak?
18 10                                     were you tired?
11                          11                             have you had trouble sleeping?
22                          12                                  did you worry?
13                          13                                  have you lacked appetite?
16                          14                                  have you been costipated?



Patient-assessed symptom scale (SS14)

Gem+BSC               BSC Pvalue

Percentage change in SS14 score
From baseline to 2-month
Patients evaluable                                99            102               0.113
Mean % change                                   -10.2                        +1.1

Analysis of sustained (>4 weeks)
SS14 improvement(≥25%)
Pazients with improvement                33(22%)                13(9%)        0.0014
Patients with no improvement           117(78%)                 137(91%)

Anderson H. BJC 2000
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