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Disegni sperimentali adattativi (platform trial) 

e come leggere i dati di uno studio clinico
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DISEGNO DI UNA 
SPERIMENTAZIONE CLINICA

•STUDIO  NON  COMPARATIVO         

• BASALE → “INTERVENTO” → FINE

•TR. “S”:       X1S - X2S = S +Y

STUDIO  COMPARATIVO              

BASALE → “INTERVENTO” → FINE

TR. “S”:    X1S - X2S = S +Y

TR. “C”:    X1C - X2C = C +Y

ENTITÀ  DELLA RELAZIONE CAUSALE 

DELL’EFFETTO DI “S” RISPETTO A “C”:

( S + Y ) - [C + Y ] = S - C
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DEFINITIONS
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La Domanda CENTRALE della SCC

Le ipotesi STATISTICHE dello studio
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La Domanda CENTRALE della SCC

Le ipotesi STATISTICHE dello studio
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Sample Size Calculation
Si deve riportare:
1)-la variabile (end-point)
2)-La baseline del controllo a cui si

aggiunge un incremento / 
decremento o effect size

3)-il livello di significatività e se a una
o due code

4)-la potenza del test di significatività
5)-il tipo di test di significatività usato
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4. MAIN REFLECTION PAPER TEXT 
4.1 Interim analyses - general considerations 
4.1.1 The importance of confidentiality of interim results 

4.1.2 Considerations about stopping trials early for efficacy 

4.1.3 Overrunning 

4.2 Interim analyses with design modifications 
4.2.1 Adaptation of design specifications: minimal requirements

4.2.2 Sample size reassessment

4.2.3 Change or modification of the primary end-point 

4.2.4 Discontinuing treatment arms

4.2.5 Switching between superiority and non-inferiority 

4.2.6 Randomisation ratio

4.2.7 Phase II / phase III combinations, applications with one pivotal trial 
and the independent replication of findings

4.2.8 Substantial changes of trial design

4.2.9 Futility stopping in late phase II or phase III clinical trials
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