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Che cosa vorremmo conoscere oggi

• Qualità
• Sicurezza (reale/pratica)
• Efficacia (reale/pratica)

• Valore
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XAMOS: participating countries

• Recruitment began February 2009; database closed in August 2011 
• 17,701 patients from 37 countries and 252 centers 



#ForumRisk19

XAMOS: pharmacological VTE prophylaxis 
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Rivaroxaban (N=8778) SOC (N=8635)

81.7% (LMWH)

5.5% (Dabigatran)
7.9% (Fondaparinux)

4.9% (Others)

50.4% of the population were assigned to rivaroxaban and 49.6% to SOC
Safety population
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Variabili di Contesto
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Che cosa vorremmo conoscere oggi

• Qualità
• Sicurezza (reale/pratica)
• Efficacia (reale/pratica)
• Utilizzo (Per chi? Come?)

• Valore
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Population Female Male Total
N 4416 7633 12049
Age mean (years  sd)* 76.627  11.540 66.779  12.356 70.389  12.962

Age class:
< 40 22 (0.5%) 114 (1.5%) 136 (1.1%)
40 – 49 106 (2.4%) 628 (8.2%) 734 (6.1%)
50 – 59 270 (6.1%) 1515 (19.9%) 1785 (14.8%)
60 – 69 651 (14.7%) 2140 (28.0%) 2791 (23.2%)
70 – 79 1456 (33.0%) 2102 (27.5%) 3558 (29.5%)
80 – 89 1464 (33.2%) 975 (12.8%) 2439 (20.3%)
+ 90 447 (10.1%) 159 (2.1%) 606 (5.0%)

Death* 1600 (36.2%) 1780 (23.3%) 3380 (28.1%)

Epidemiology
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Come vengono trattati
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JCA: A GAME CHANGER!

• Dati globali
• Variabili di contesto
• INTERAZIONE

• Dati globali
• Variabili di contesto
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Che cosa conosceremo dal 1/1/25

• Qualità
• Sicurezza (teorica)
• Efficacia (teorica)

• «assoluta»
• «relativa»: PICO

• “Prezzo”
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Che cosa conosceremo dal 1/1/25

• Qualità
• Sicurezza (teorica)
• Efficacia (teorica)

• «assoluta»
• «relativa»: PICO = attuali alternative di contesto!

• “Prezzo”
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TO PICO OR NOT TO PICO. 
THAT IS THE QUESTION!
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GIA’, MA QUALE PICO?

Quello degli studi registrativi?
Quello della pratica clinica?

Quale pratica?

Un esempio … semplice
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Numero di soggetti con almeno una 
prescrizione per anno e principio attivo

Principio attivo

N soggetti con almeno un’erogazione (% colonna)
Anno

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023

Alemtuzumab 3 (0.40%) 10 
(1.25%) 14 (1.63%) 14 (1.56%) 8 (0.85%) 3 (0.33%) 3 (0.30%) 2 (0.19%) 2 (0.18%)

Cladribina 11 (1.17%) 20 (2.18%) 26 (2.62%) 34 (3.31%) 29 (2.61%)

Dimetilfumarato 63 (8.48%) 78 
(9.77%) 104 (12.08%) 126 

(14.08%)
168 

(17.80%)
182 

(19.85%)
196 

(19.72%)
205 

(19.98%)
225 

(20.25%)

Fingolimod 1 (0.21%) 22 (4.06%) 13 (3.07%) 53 (8.28%) 66 (8.88%) 79 
(9.90%) 99 (11.50%) 113 

(12.63%)
106 

(11.23%)
100 

(10.91%)
106 

(10.66%)
102 

(9.94%) 95 (8.55%)

Glatiramer Acetato 112 
(24.83%)

124 
(25.46%)

146 
(26.94%)

98 
(23.11%)

152 
(23.75%)

169 
(22.75%)

189 
(23.68%) 197 (22.88%) 182 

(20.34%)
178 

(18.86%)
156 

(17.01%)
145 

(14.59%)
134 

(13.06%)
118 

(10.62%)

Interferone Beta 1a 215 
(47.67%)

227 
(46.61%)

227 
(41.88%)

203 
(47.88%)

283 
(44.22%)

259 
(34.86%)

226 
(28.32%) 213 (24.74%) 189 

(21.12%)
162 

(17.16%)
138 

(15.05%)
129 

(12.98%)
107 

(10.43%) 89 (8.01%)

Interferone Beta 1b 88 
(19.51%)

94 
(19.30%)

98 
(18.08%)

78 
(18.40%)

86 
(13.44%)

79 
(10.63%)

69 
(8.65%) 60 (6.97%) 50 (5.59%) 39 (4.13%) 29 (3.16%) 25 (2.52%) 20 (1.95%) 15 (1.35%)

Natalizumab 36 (7.98%) 41 (8.42%) 49 (9.04%) 32 (7.55%) 56 (8.75%) 58 (7.81%) 59 
(7.39%) 59 (6.85%) 71 (7.93%) 83 (8.79%) 84 (9.16%) 99 (9.96%) 108 

(10.53%)
118 

(10.62%)

Ocrelizumab 6 (0.67%) 52 (5.51%) 57 (6.22%) 93 (9.36%) 106 
(10.33%)

133 
(11.97%)

Ofatumumab 38 (3.42%)

Ozanimod 1 (0.10%) 6 (0.58%) 15 (1.35%)

Peginterferone Beta 1a 22 (2.96%) 52 
(6.52%) 53 (6.16%) 51 (5.70%) 40 (4.24%) 40 (4.36%) 36 (3.62%) 33 (3.22%) 29 (2.61%)

Ponesimod 3 (0.27%)

Siponimod 6 (0.60%) 15 (1.46%) 18 (1.62%)

Teriflunomide 10 (1.56%) 24 (3.23%) 36 
(4.51%) 62 (7.20%) 93 

(10.39%)
97 

(10.28%)
108 

(11.78%)
129 

(12.98%)
154 

(15.01%)
184 

(16.56%)
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Stima del numero di switch (tutti i casi)
Prima terapia N pazienti (% riga)

N switch durante il follow-up
N totale pazienti0 1 2 3 4 5 6

Alemtuzumab 7 (63.64%) 4 (36.36%) 11
Cladribina 28 (80.00%) 6 (17.14%) 1 (2.86%) 35
Dimetilfumarato 105 (69.54%) 35 (23.18%) 8 (5.30%) 3 (1.99%) 151
Fingolimod 29 (74.36%) 6 (15.38%) 4 (10.26%) 39
Glatiramer Acetato 111 (39.08%) 100 (35.21%) 45 (15.85%) 17 (5.99%) 7 (2.46%) 3 (1.06%) 1 (0.35%) 284
Interferone Beta 1a 124 (32.12%) 134 (34.72%) 77 (19.95%) 36 (9.33%) 9 (2.33%) 4 (1.04%) 2 (0.52%) 386
Interferone Beta 1b 44 (32.59%) 57 (42.22%) 25 (18.52%) 7 (5.19%) 2 (1.48%) 135
Natalizumab 71 (56.80%) 35 (28.00%) 9 (7.20%) 6 (4.80%) 2 (1.60%) 2 (1.60%) 125
Ocrelizumab 39 (95.12%) 2 (4.88%) 41
Ofatumumab 11 (100.00%) 11
Ozanimod 2 (66.67%) 1 (33.33%) 3
Peginterferone Beta 1a 10 (43.48%) 10 (43.48%) 3 (13.04%) 23
Ponesimod 1 (100.00%) 1
Siponimod 2 (100.00%) 2
Teriflunomide 83 (76.85%) 17 (15.74%) 5 (4.63%) 2 (1.85%) 1 (0.93%) 108
Totale 667 (49.23%) 407 (30.04%) 177 (13.06%) 71 (5.24%) 21 (1.55%) 9 (0.66%) 3 (0.22%) 1355



#ForumRisk19

Stima del numero di switch (casi incidenti)
Prima terapia N pazienti (% riga)

N switch durante il follow-up
N totale pazienti0 1 2 3 4 5 6

Alemtuzumab 7 (63.64%) 4 (36.36%) 11
Cladribina 28 (80.00%) 6 (17.14%) 1 (2.86%) 35
Dimetilfumarato 105 (69.54%) 35 (23.18%) 8 (5.30%) 3 (1.99%) 151
Fingolimod 29 (74.36%) 6 (15.38%) 4 (10.26%) 39
Glatiramer Acetato 70 (38.67%) 66 (36.46%) 29 (16.02%) 10 (5.52%) 5 (2.76%) 1 (0.55%) 181
Interferone Beta 1a 52 (29.71%) 67 (38.29%) 31 (17.71%) 15 (8.57%) 6 (3.43%) 3 (1.71%) 1 (0.57%) 175
Interferone Beta 1b 18 (34.62%) 25 (48.08%) 8 (15.38%) 1 (1.92%) 52
Natalizumab 63 (67.02%) 27 (28.72%) 2 (2.13%) 2 (2.13%) 94
Ocrelizumab 39 (95.12%) 2 (4.88%) 41
Ofatumumab 11 (100.00%) 11
Ozanimod 2 (66.67%) 1 (33.33%) 3
Peginterferone Beta 1a 10 (43.48%) 10 (43.48%) 3 (13.04%) 23
Ponesimod 1 (100.00%) 1
Siponimod 2 (100.00%) 2
Teriflunomide 83 (76.85%) 17 (15.74%) 5 (4.63%) 2 (1.85%) 1 (0.93%) 108
Totale 520 (56.09%) 266 (28.69%) 91 (9.82%) 33 (3.56%) 12 (1.29%) 3 (0.32%) 2 (0.22%) 927
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Primo trattamento (casi incidenti dal 2011)

Teriflunomide
N(%): 108 (11.65)

Follow-up time mean(SD):3.29 (2.56)
Follow-up time median(Q1-Q3):

2.24 (1.05 - 5.5)

Alemtuzumab
N(%): 11 (1.19)

Follow-up time mean (SD): 2.58 (2.42)
Follow-up time median(Q1-Q3):

1.19 (1.17 - 5.08)

Cladribina
N(%): 35 (3.78)

Follow-up time mean(SD): 1.35 (1.13)
Follow-up time median(Q1-Q3):

1.17 (1.03 - 1.25)

Dimetilfumarato
N(%): 151 (16.29)

Follow-up time mean(SD): 3.66 (2.52)
Follow-up time median(Q1-Q3):

3.5 (1.22 - 5.67)

Fingolimod
N(%): 39 (4.21)

Follow-up time mean(SD): 5.12 (3.04)
Follow-up time median(Q1-Q3):

5.78 (2.33 - 7.32)

Glatiramer Acetato
N(%): 181 (19.53)

Follow-up time mean(SD): 6.82 (3.48)
Follow-up time median(Q1-Q3): 

7.09 (4.34 - 9.17)

Interferone Beta 1a
N(%): 175 (18.88)

Follow-up time mean(SD): 8.3 (3.55)
Follow-up time median(Q1-Q3):

9.44 (6.57 - 10.8)

Interferone Beta 1b
N(%): 52 (5.61)

Follow-up time mean(SD): 7.5 (3.88)
Follow-up time median(Q1-Q3):

8.89 (3.82 - 10.66)

Natalizumab
N(%): 94 (10.14)

Follow-up time mean(SD): 4.33 (3.37)
Follow-up time median(Q1-Q3):

3.86 (1.57 - 5.81)

Ocrelizumab
N(%): 41 (4.42)

Follow-up time mean(SD): 2.07 (1.43)
Follow-up time median(Q1-Q3):

1.79 (1.08 - 2.82)

Ozanimod
N(%): 3 (0.32)

Follow-up time mean(SD): 1.09 (0.76)
Follow-up time median(Q1-Q3):

0.91 (0.44 - 1.93)

Peginterferone Beta 1a
N(%): 23 (2.48)

Follow-up time mean(SD): 4.91 (2.5)
Follow-up time median(Q1-Q3):

4.71 (2.43 - 7.65)

Ponesimod
N(%): 1 (0.11)

Follow-up time mean(SD): 0.82 (.)
Follow-up time median(Q1-Q3):

0.82 (0.82 - 0.82)

Siponimod
N(%): 2 (0.22)

Follow-up time mean(SD): 0.25 (0.12)
Follow-up time median(Q1-Q3):

0.25 (0.16 - 0.33)

Pazienti con almeno una prescrizione 
nel periodo 2011-2023

N totale: 927

Ofatumumab
N(%): 11 (1.19)

Follow-up time mean(SD): 0.48 (0.19)
Follow-up time median(Q1-Q3):

0.47 (0.36 - 0.61)
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Primo switch (casi incidenti dal 2011)

Teriflunomide
N(%): 24 (13.26)

Time to switch mean(SD): 4.18 (3.23)
Time to switch median(Q1-Q3):

3.46 (1.58 - 6.2)

Cladribina
N(%): 3 (1.66)

Time to switch mean(SD): 3.43 (4.5)
Time to switch median(Q1-Q3): 0.99 

(0.66 - 8.62)

Dimetilfumarato
N(%): 38 (20.99)

Time to switch mean(SD): 3.08 (2.03)
Time to switch median(Q1-Q3):

2.75 (1.35 - 4.51)

Fingolimod
N(%): 17 (9.39)

Time to switch mean(SD): 3.31 (2.66)
Time to switch median(Q1-Q3):

3.03 (1.18 - 3.97)

Glatiramer Acetato
N(%): 181 (19.53)

Follow-up time mean(SD): 6.82 (3.48)
Follow-up time median(Q1-Q3): 

7.09 (4.34 - 9.17)

Interferone Beta 1a
N(%): 8 (4.42)

Time to switch mean(SD): 0.85 (1.29)
Time to switch median(Q1-Q3):

0.45 (0.21 - 0.73)

Interferone Beta 1b
N(%): 3 (1.66)

Time to switch mean(SD): 1.48 (0.35)
Time to switch median(Q1-Q3): 1.36 

(1.2 - 1.88)

Natalizumab
N(%): 7 (3.87)

Time to switch mean(SD): 2.18 (3.04)
Time to switch median(Q1-Q3): 0.76 

(0.53 - 3.93)

Ocrelizumab
N(%): 3 (1.66)

Time to switch mean(SD): 4.44 (0.35)
Time to switch median(Q1-Q3): 4.58 

(4.04 - 4.7)

Ozanimod
N(%): 3 (1.66)

Time to switch mean(SD): 2.42 (1.68)
Time to switch median(Q1-Q3): 1.62 

(1.28 - 4.35)

Peginterferone Beta 1a
N(%): 3 (1.66)

Time to switch mean(SD): 1.09 (0.8)
Time to switch median(Q1-Q3): 0.65 

(0.61 - 2.01)

Siponimod
N(%): 1 (0.55)

Time to switch mean(SD): 3.28 (.)
Time to switch median(Q1-Q3): 3.28 

(3.28 - 3.28)

Ofatumumab
N(%): 1 (0.55)

Time to switch mean(SD): 1.07 (.)
Time to switch median(Q1-Q3): 1.07 

(1.07 - 1.07)

Non switchers
N(%): 70 (38.67)
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Primo switch (casi incidenti dal 2011)

Teriflunomide
N(%): 17 (9.71)

Time to switch mean(SD): 5.61 (3.81)
Time to switch median(Q1-Q3):

6.12 (1.98 - 9.05)

Cladribina
N(%): 1 (0.57)

Time to switch mean(SD): 0.34 (.)
Time to switch median(Q1-Q3):

0.34 (0.34 - 0.34)

Dimetilfumarato
N(%): 33 (18.86)

Time to switch mean(SD): 4.32 (2.45)
Time to switch median(Q1-Q3):

3.75 (2.58 - 5.77)

Fingolimod
N(%): 18 (10.29)

Time to switch mean(SD): 2.49 (1.93)
Time to switch median(Q1-Q3):

2.07 (1.1 - 3.62)

Interferone Beta 1a
N(%): 175 (18.88)

Follow-up time mean(SD): 8.3 (3.55)
Follow-up time median(Q1-Q3):

9.44 (6.57 - 10.8)

Glatiramer Acetato
N(%): 15 (8.57)

Time to switch mean(SD): 2.13 (2)
Time to switch median(Q1-Q3):

1.64 (0.4 - 3.85)

Interferone Beta 1b
N(%): 2 (1.14)

Time to switch mean(SD): 1 (1.08)
Time to switch median(Q1-Q3):

1 (0.24 - 1.76)

Natalizumab
N(%): 6 (3.43)

Time to switch mean(SD): 2.22 (2.15)
Time to switch median(Q1-Q3):

1.79 (0.28 - 3.52)

Ocrelizumab
N(%): 2 (1.14)

Time to switch mean(SD): 3.89 (1.2)
Time to switch median(Q1-Q3):

3.89 (3.05 - 4.74)

Ozanimod
N(%): 1 (0.57)

Time to switch mean(SD): 3.08 (.)
Time to switch median(Q1-Q3):

3.08 (3.08 - 3.08)

Peginterferone Beta 1a
N(%): 27 (15.43)

Time to switch mean(SD): 3.21 (1.71)
Time to switch median(Q1-Q3):

2.87 (1.76 - 4.46)

Ofatumumab
N(%): 1 (0.57)

Time to switch mean(SD): 10.37 (.)
Time to switch median(Q1-Q3):

10.37 (10.37 - 10.37

Non switchers
N(%): 52 (29.71)
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Primo switch (casi incidenti dal 2011)

Teriflunomide
N(%): 7 (4.64)

Time to switch mean(SD): 1.34 (0.54)
Time to switch median(Q1-Q3):

1.28 (0.91 - 1.54)

Cladribina
N(%): 5 (3.31)

Time to switch mean(SD): 1.97 (1.41)
Time to switch median(Q1-Q3):

2.55 (0.52 - 3.16)

Glatiramer Acetato
N(%): 5 (3.31)

Time to switch mean(SD): 0.94 (0.54)
Time to switch median(Q1-Q3):

0.77 (0.71 - 0.93)

Fingolimod
N(%): 6 (3.97)

Time to switch mean(SD): 2.48 (2.43)
Time to switch median(Q1-Q3):

1.32 (1.07 - 3.11)

Dimetilfumarato
N(%): 151 (16.29)

Follow-up time mean(SD): 3.66 (2.52)
Follow-up time median(Q1-Q3):

3.5 (1.22 - 5.67)

Interferone Beta 1a
N(%): 2 (1.32)

Time to switch mean(SD): 1.11 (1.38)
Time to switch median(Q1-Q3):

1.11 (0.13 - 2.09)

Natalizumab
N(%): 7 (4.64)

Time to switch mean(SD): 2.22 (1.72)
Time to switch median(Q1-Q3):

2.05 (0.49 - 3.46)

Ocrelizumab
N(%): 7 (4.64)

Time to switch mean(SD): 3.41 (2.24)
Time to switch median(Q1-Q3):

2.68 (1.38 - 5.35)

Ozanimod
N(%): 2 (1.32)

Time to switch mean(SD): 5.83 (0.15)
Time to switch median(Q1-Q3):

5.83 (5.73 - 5.94)

Siponimod
N(%): 3 (1.99)

Time to switch mean(SD): 4.99 (2.36)
Time to switch median(Q1-Q3):

5.44 (2.44 - 7.1)

Ofatumumab
N(%): 1 (0.66)

Time to switch mean(SD): 6.4 (.)
Time to switch median(Q1-Q3):

6.4 (6.4 - 6.4)

Non switchers
N(%): 105 (69.54)

Alemtuzumab
N(%): 1 (0.66)

Time to switch mean(SD): 0.85 (.)
Time to switch median(Q1-Q3):

0.85 (0.85 - 0.85)
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Primo switch (casi incidenti dal 2011)

Dimetilfumarato
N(%): 3 (2.78)

Time to switch mean(SD): 1.17 (0.92)
Time to switch median(Q1-Q3):

0.64 (0.63 - 2.24)

Cladribina
N(%): 1 (0.93)

Time to switch mean(SD): 0.44 (.)
Time to switch median(Q1-Q3):

0.44 (0.44 - 0.44)

Glatiramer Acetato
N(%): 8 (7.41)

Time to switch mean(SD): 1.36 (1.54)
Time to switch median(Q1-Q3):

0.74 (0.45 - 1.69)

Fingolimod
N(%): 2 (1.85)

Time to switch mean(SD): 0.88 (0.39)
Time to switch median(Q1-Q3):

0.88 (0.61 - 1.16)

Teriflunomide
N(%): 108 (11.65)

Follow-up time mean(SD):3.29 (2.56)
Follow-up time median(Q1-Q3):

2.24 (1.05 - 5.5)

Natalizumab
N(%): 1 (0.93)

Time to switch mean(SD): 5.06 (.)
Time to switch median(Q1-Q3):

5.06 (5.06 - 5.06)

Ocrelizumab
N(%): 2 (1.85)

Time to switch mean(SD): 3.23 (3.52)
Time to switch median(Q1-Q3):

3.23 (0.74 - 5.73)

Siponimod
N(%): 2 (1.85)

Time to switch mean(SD): 2.56 (2.16)
Time to switch median(Q1-Q3):

2.56 (1.03 - 4.09)

Ofatumumab
N(%): 4 (3.7)

Time to switch mean(SD): 0.99 (1.17)
Time to switch median(Q1-Q3):

0.48 (0.35 - 1.64)

Non switchers
N(%): 83 (76.85)

Peginterferone Beta 1a
N(%): 2 (1.85)

Time to switch mean(SD): 1.44 (1.82)
Time to switch median(Q1-Q3):

1.44 (0.15 - 2.72)
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Primo switch (casi incidenti dal 2011)

Teriflunomide
N(%): 1 (1.06)

Time to switch mean(SD): 6.15 (.)
Time to switch median(Q1-Q3):

6.15 (6.15 - 6.15)

Dimetilfumarato
N(%): 1 (1.06)

Time to switch mean(SD): 0.17 (.)
Time to switch median(Q1-Q3):

0.17 (0.17 - 0.17)

Fingolimod
N(%): 1 (1.06)

Time to switch mean(SD): 2.81 (.)
Time to switch median(Q1-Q3):

2.81 (2.81 - 2.81)

Natalizumab
N(%): 94 (10.14)

Follow-up time mean(SD): 4.33 (3.37)
Follow-up time median(Q1-Q3):

3.86 (1.57 - 5.81)

Interferone Beta 1a
N(%): 1 (1.06)

Time to switch mean(SD): 1.47 (.)
Time to switch median(Q1-Q3): 1.47 

(1.47 - 1.47)

Ocrelizumab
N(%): 18 (19.15)

Time to switch mean(SD): 4.04 (3.47)
Time to switch median(Q1-Q3):

2.27 (1.63 - 6.58)

Ozanimod
N(%): 3 (1.66)

Time to switch mean(SD): 2.42 (1.68)
Time to switch median(Q1-Q3):

1.62 (1.28 - 4.35)

Siponimod
N(%): 1 (0.55)

Time to switch mean(SD): 3.28 (.)
Time to switch median(Q1-Q3):

3.28 (3.28 - 3.28)

Ofatumumab
N(%): 4 (4.26)

Time to switch mean(SD): 2.67 (2.07)
Time to switch median(Q1-Q3):

2.6 (1.02 - 4.32)

Non switchers
N(%): 63 (67.02)

Alemtuzumab
N(%): 5 (5.32)

Time to switch mean(SD): 1.83 (0.76)
Time to switch median(Q1-Q3):

2.32 (1.2 - 2.38)
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Primo switch (casi incidenti dal 2011)

Teriflunomide
N(%): 5 (9.62)

Time to switch mean(SD): 4.88 (2.52)
Time to switch median(Q1-Q3):

4.19 (3.87 - 6.65)

Dimetilfumarato
N(%): 8 (15.38)

Time to switch mean(SD): 4.16 (2.7)
Time to switch median(Q1-Q3):

3.12 (2.23 - 6.02)

Fingolimod
N(%): 2 (3.85)

Time to switch mean(SD): 1.9 (0.22)
Time to switch median(Q1-Q3):

1.9 (1.74 - 2.06)

Interferone Beta 1b
N(%): 52 (5.61)

Follow-up time mean(SD): 7.5 (3.88)
Follow-up time median(Q1-Q3):

8.89 (3.82 - 10.66)

Interferone Beta 1a
N(%): 1 (1.92)

Time to switch mean(SD): 1.14 (.)
Time to switch median(Q1-Q3):

1.14 (1.14 - 1.14)

Glatiramer Acetato
N(%): 7 (13.46)

Time to switch mean(SD): 2.91 (2.22)
Time to switch median(Q1-Q3):

2.82 (1.07 - 3.1)

Natalizumab
N(%): 6 (11.54)

Time to switch mean(SD): 1.94 (0.96)
Time to switch median(Q1-Q3):

1.59 (1.35 - 2.53)

Ocrelizumab
N(%): 1 (1.92)

Time to switch mean(SD): 0.99 (.)
Time to switch median(Q1-Q3):

0.99 (0.99 - 0.99)

Peginterferone Beta 1a
N(%): 3 (5.77)

Time to switch mean(SD): 4.37 (3.33)
Time to switch median(Q1-Q3):

3.91 (1.3 - 7.91)

Siponimod
N(%): 1 (1.92)

Time to switch mean(SD): 9.1 (.)
Time to switch median(Q1-Q3):

9.1 (9.1 - 9.1)

Non switchers
N(%): 18 (34.62)
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Primo switch (casi incidenti dal 2011)
Ocrelizumab

N(%): 41 (4.42)
Follow-up time mean(SD): 2.07 (1.43)

Follow-up time median(Q1-Q3):
1.79 (1.08 - 2.82)

Glatiramer Acetato
N(%): 1 (2.44)

Time to switch mean(SD): 3.14 (.)
Time to switch median(Q1-Q3):

3.14 (3.14 - 3.14)

Ofatumumab
N(%): 1 (2.44)

Time to switch mean(SD): 1.32 (.)
Time to switch median(Q1-Q3):

1.32 (1.32 - 1.32)

Non switchers
N(%): 39 (95.12)
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Primo switch (casi incidenti dal 2011)

Cladribina
N(%): 1 (2.56)

Time to switch mean(SD): 3.02 (.)
Time to switch median(Q1-Q3):

3.02 (3.02 - 3.02)

Glatiramer Acetato
N(%): 2 (5.13)

Time to switch mean(SD): 5.02 (1.85)
Time to switch median(Q1-Q3):

5.02 (3.71 - 6.32)

Fingolimod
N(%): 39 (4.21)

Follow-up time mean(SD): 5.12 (3.04)
Follow-up time median(Q1-Q3):

5.78 (2.33 - 7.32)

Natalizumab
N(%): 3 (7.69)

Time to switch mean(SD): 1.87 (1.25)
Time to switch median(Q1-Q3):

1.26 (1.05 - 3.3)

Ocrelizumab
N(%): 1 (2.56)

Time to switch mean(SD): 3.55 (.)
Time to switch median(Q1-Q3):

3.55 (3.55 - 3.55)

Non switchers
N(%): 29 (74.36)

Alemtuzumab
N(%): 2 (5.13)

Time to switch mean(SD): 0.7 (0.07)
Time to switch median(Q1-Q3):

0.7 (0.64 - 0.75)

Ponesimod
N(%): 1 (2.56)

Time to switch mean(SD): 4.6 (.)
Time to switch median(Q1-Q3):

4.6 (4.6 - 4.6)
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Primo switch (casi incidenti dal 2011)
Cladribina

N(%): 35 (3.78)
Follow-up time mean(SD): 1.35 (1.13)

Follow-up time median(Q1-Q3):
1.17 (1.03 - 1.25)

Natalizumab
N(%): 2 (5.71)

Time to switch mean(SD): 1.66 (1.95)
Time to switch median(Q1-Q3):

1.66 (0.28 - 3.04)

Non switchers
N(%): 28 (80)

Dimetilfumarato
N(%): 3 (8.57)

Time to switch mean(SD): 3.21 (1.06)
Time to switch median(Q1-Q3):

3.48 (2.03 - 4.1)

Ofatumumab
N(%): 1 (2.86)

Time to switch mean(SD): 0.49 (.)
Time to switch median(Q1-Q3):

0.49 (0.49 - 0.49)

Teriflunomide
N(%): 1 (2.86)

Time to switch mean(SD): 2.92 (.)
Time to switch median(Q1-Q3):

2.92 (2.92 - 2.92)
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Primo switch (casi incidenti dal 2011)

Teriflunomide
N(%*): 3 (13.04)

Time to switch mean(SD): 2.62 (3.07)
Time to switch median(Q1-Q3):

1.38 (0.37 - 6.12)

Dimetilfumarato
N(%*): 2 (8.7)

Time to switch mean(SD): 0.83 (0.63)
Time to switch median(Q1-Q3):

0.83 (0.39 - 1.28)

Fingolimod
N(%*): 2 (8.7)

Time to switch mean(SD): 1.78 (0.92)
Time to switch median(Q1-Q3):

1.78 (1.14 - 2.43)

Peginterferone Beta 1a
N(%): 23 (2.48)

Follow-up time mean(SD): 4.91 (2.5)
Follow-up time median(Q1-Q3):

4.71 (2.43 - 7.65)

Glatiramer Acetato
N(%*): 1 (4.35)

Time to switch mean(SD): 2.28 (.)
Time to switch median(Q1-Q3):

2.28 (2.28 - 2.28)

Natalizumab
N(%*): 2 (8.7)

Time to switch mean(SD): 2.18 (1.58)
Time to switch median(Q1-Q3):

2.18 (1.07 - 3.29)

Ocrelizumab
N(%*): 1 (4.35)

Time to switch mean(SD): 3.62 (.)
Time to switch median(Q1-Q3):

3.62 (3.62 - 3.62)

Ozanimod
N(%*): 1 (4.35)

Time to switch mean(SD): 1.62 (.)
Time to switch median(Q1-Q3):

1.62 (1.62 - 1.62)

Non switchers
N(%*): 10 (43.48)

Siponimod
N(%*): 1 (4.35)

Time to switch mean(SD): 6.89 (.)
Time to switch median(Q1-Q3):

6.89 (6.89 - 6.89)
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Percorsi più frequenti (casi incidenti dal 2011)

Primo trattamento Primo switch N %
Dimetilfumarato 105 11.33

Teriflunomide 83 8.95
Glatiramer Acetato 70 7.55

Natalizumab 63 6.80
Interferone Beta 1a 52 5.61

Ocrelizumab 39 4.21
Fingolimod 29 3.13
Cladribina 28 3.02

Interferone Beta 1a → Dimetilfumarato 20 2.16
Glatiramer Acetato → Dimetilfumarato 19 2.05
Interferone Beta 1b 18 1.94

Natalizumab → Ocrelizumab 18 1.94
Glatiramer Acetato → Teriflunomide 17 1.83
Interferone Beta 1a → Teriflunomide 15 1.62
Glatiramer Acetato → Fingolimod 12 1.29

Ofatumumab 11 1.19
Interferone Beta 1a → Fingolimod 10 1.08

Peginterferone Beta 1a 10 1.08

I percorsi più frequenti prevedono al 
massimo 1 switch
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Percorsi più frequenti (casi incidenti dal 2011 
al 2014)

Primo trattamento Primo switch N %

Interferone Beta 1a 36 13.95

Glatiramer Acetato 21 8.14

Interferone Beta 1a → Dimetilfumarato 16 6.20

Interferone Beta 1b 11 4.26

Interferone Beta 1a → Fingolimod 8 3.10

Interferone Beta 1a → Teriflunomide 8 3.10

Natalizumab 8 3.10

Glatiramer Acetato → Fingolimod 7 2.71

Interferone Beta 1a → Peginterferone Beta 1a 7 2.71

Natalizumab → Ocrelizumab 6 2.33

I percorsi più frequenti prevedono al 
massimo 1 switch
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Percorsi più frequenti (casi incidenti dal 2015 
al 2023)

Primo trattamento Primo switch N %
Dimetilfumarato 105 15.70

Teriflunomide 80 11.96
Natalizumab 55 8.22

Glatiramer Acetato 49 7.32
Ocrelizumab 39 5.83

Cladribina 28 4.19
Fingolimod 25 3.74

Interferone Beta 1a 16 2.39
Glatiramer Acetato → Teriflunomide 15 2.24
Glatiramer Acetato → Dimetilfumarato 14 2.09

Natalizumab → Ocrelizumab 12 1.79
Ofatumumab 11 1.64

Peginterferone Beta 1a 10 1.49
Alemtuzumab 7 1.05

Dimetilfumarato → Natalizumab 7 1.05
Interferone Beta 1a → Teriflunomide 7 1.05
Interferone Beta 1b 7 1.05

Dimetilfumarato → Ocrelizumab 6 0.90

I percorsi più frequenti prevedono al 
massimo 1 switch
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Sankey plot 
(casi incidenti dal 2011)



#ForumRisk19

Sankey plot 
(casi incidenti dal 2011 
al 2014)
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Sankey plot 
(casi incidenti dal 2015 
al 2023)
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Giancarlo Comi
1947-2024
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RRiiccaappiittoolliiaammoo

• Fino al 31/12/24
• Qualità 
• Sicurezza
• Efficacia assoluta
• Prezzo

• Dal 1/1/25 progressivamente
• Qualità 
• Sicurezza
• Efficacia assoluta
• Efficacia relativa (PICO=DI CONTESTO DA VEICOLARE IN JCA-HTAR)
• Valore aggiunto
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VVaalloorree  aaggggiiuunnttoo

• Clinico= efficacia= quantità e/o qualità di vita

• Economico = efficienza = costo/efficacia

• Organizzativo = praticabilità

• Finanziario = sostenibilità
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SSIIAAMMOO  PPRROONNTTII??
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“ The decision maker has a choice between optimal 
decisions for an imaginary simplified world or decisions 
that are "good enough, that satisfice”, for a world 
approximating the complex real one more closely.”

Herbert A Simon, Nobel Laureate 1978
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"... riesce particolarmente pregiudizievole la tendenza a
sopravvalutare - spesso, addirittura in modo esclusivo - la
ragione che, a mio avviso, è invece utilissima solo a patto di
venir considerata come un complemento atto a perfezionare
tutte le altre facoltà istintive intuitive psicologiche (ma non -
guai! - a surrogarle)"

Bruno de Finetti, Varenna 1959

Bruno de Finetti e la probabilità


