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Importancia de los Ensayos Clinicos en Oncologia

¢Qué es un ensayo clinico?

¢ Para qué sirve un ensayo clinico?

¢ Es seguro participar en un ensayo clinico?

¢ Qué tipos de ensayos clinicos hay?

¢Todo el mundo puede participar en un ensayo clinico?
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¢ Qué es un ensayo clinico?

* Un ensayo clinico es un tipo de investigacion cientifica que se lleva a
cabo en seres humanos para estudiar la seguridad y eficacia de
nuevos tratamientos médicos, procedimientos, dispositivos médicos o
terapias. Estos ensayos son fundamentales para el desarrollo y Ia
evaluacion de intervenciones médicas que pueden incluir

medicamentos, vacunas, terapias génicas, tratamientos quirurgicos, y
mas intervenciones meédicas.
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¢ Para qué sirve un ensayo clinico?

. Evaluacion de la seguridad y eficacia
. Desarrollo de nuevos tratamientos

. Comparacion de tratamientos

. Validacion cientifica

. Aprobacion regulatoria

. Avance en la medicina

. Mejora de la atencién médica



¢ Es seguro participar en un ensayo
clinico?

* La seguridad de participar en un ensayo clinico depende en gran medida
del diseno y la supervision del estudio, asi como de la evaluacion
cuidadosa de los riesgos y beneficios por parte de los participantes
potenciales. Lo ensayos clinicos estan disefiados para garantizar la
seguridad de los participantes, pero existen riesgos potenciales que deben

ser considerados

1.Evaluacion rigurosa (comité de ética)
2.Consentimiento informad
3.Supervision continua

4.Protocolos de seguridad




¢ Qué tipos de ensayos clinicos hay?
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Fases de un ensayo clinico
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Fases 1: Primeras pruebas en humanos

Escalation scheme SAD' (ongoing)

Cohort 5 :

l W Dose 5
1 Cohort 4
a Dose 4
1 ‘ Cohort 3
, ; Dose 3
| ' Cohort 2
l b € ' Dose 2
Cohort 1
Dose 1
1 Dosing

Dose Escalation Meeting: evaluate safety, tolerability. pharmakinetic data (up to 48 hours post-dose)



Fases 1: Ejemplo Sacituzumab govitecan
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Fases 1: estudios cesto y paraguas
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Novel precision medicine trial designs

Umbrella trial

1 type of cancer
Different genetic mutations (e @ @)

Testdrug 1 Test drug 3
Test drug 2

Basket trial

Multiple types of cancer
1 common genetic mutation (e)

Test drug




MEDICINA DE PRECISION

o

Markers Predictive of drug ’

Prognostic Markers 4~~~

- e

- [

Sensilivity resistance 4-

Markers predictive of
adverse events

'
-
4----



FASE 2 EXPANSION

A Change in Tumor Size
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ESTUDIOS FASE 3 ALEATORIZADOS
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Resultados de un estudio Fase 3 ALEATORIZADO
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17,706 Received vaccine or placebo
and had median follow-up of 2 mo

|

18,860 Received dose 1 of BNT162b2 18,846 Received dose 1 of placebo
Grupo de tratamiento 316 Did not receive dose 2
304 Did not receive dose 2 96 Withdrew
100 Withdrew 86 Were no longer eligible
\g 62 Were lost to follow-up 61 Were lost to follow-up
— § o8 .7 56 Had ongoing or pending 46 Had ongoing or pending
S Distribucion status status
o) aleatoria 51 Were no longer eligible  |-—— ——=| 18 Had adverse event
(@) 28 Had adverse event 5 Were pregnant
a® 4 Were pregnant 2 Were withdrawn by
2 Were withdrawn by physician
physician 1 Died
1 Died 1 Had medication error
GrUpO ContrOI (no adverse event)
L ] L)
18,556 Received dose 2 of BNT162b2 18,530 Received dose 2 of placebo
48 Discontinued trial after dose 2 95 Discontinued trial after dose 2
27 Withdrew 66 Withdrew
18 Were lost to follow-up 25 Were lost to follow-up
1 Died 2 Died
1 Was withdrawn by physician 1 Had other reason
1 Had medication error 1 Declined further procedures
(no adverse event)




Median
No.of No. of Overall
Patients Events Survival

mo (95% Cl)

Sacituzumab Govitecan 235 155 12.1 (10.7-14.0)
Chemotherapy 233 135 6.7 (5.8-7.7)

Overall Survival (%)
¢ § 8 8
y

P
T

=

Hazard ratio for death, 0.48
(95% Cl, 0.38-0.59)
P<0.001

Sacituzumab govitecan

—— Chemotherapy
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No. at Risk
Sacituzumab govitecan 235 214

Chemotherapy 233 173

190
117

153
74

12 15 18 21 24 27
Months

107 70 37 13 0
45 30 11 3 1
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VENTANA DE OPORTUNIDAD (FASE 2)



EJEMPLO ESTUDIOS VENTANA

Diagnostico Tratamiento
-Mamografia, Ecografia, Resonancia Cirugia = tratamientos
-Biopsia Quimioterapia = Cirugia

-TAC, GGO




Estudio Ventana TOT-HER3
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¢Todo el mundo puede participar en un
ensayo clinico?
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