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éQué dicen los papeles?

20 %



Porque mejora la actividad asistencial

Te deberia de dar “independencia”

Porque todes los trabajos se conviertem rutinarios...
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¢Qué es la investigacion clinica?

El sexo de los dngeles...
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Experimental

Utilidad social: Mejorar la calidad de

Aumentar supervivencia y/o reducir toxicidad
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éPara qué se investiga?
para el paciente

™ The NEW ENGLAND
../ JOURNAL of MEDICINE

Experimental Clinica /
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Utilidad social: Mejorar la calidad de vida

CONGRESO
NACIONAL

ACORUNA 17-19 0CT 24
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¢Como nos organizamos nosotros?



Requisitos:

SEFH
Acepatado un poster como 12 autor en el congreso

TOLEDO
Aceptado dos posters como 12 autor en el congreso
Un minimo en el historial de 4 posters como 12 autor

EUROPEO
Aceptado dos pdsters como 12 autor en el congreso
Un minimo en el historial de 6 posters como 12 autor
Enviado 1 articulo® a una revista (con o sin IP)

SEIMC
Aceptado un pdsters como 12 autor en el congreso
Un minimo en el historial de 8 posters como 12 autor

Enviado dos articulos* a una revista (con o sin IP) o aceptado un articulo* (con o sin IP)

SEFH (22 vez)
Aceptado dos pésters como 12 autor en el congreso
Un minimo en el historial de 15 posters como 12 autor
Un minimo de un articulo* aceptado (con o sin F)
Enviado un "articulo" a una revista con IP

Proyecto de investigacion evaluado y aceptado por el CEIC

*Articulo: original o caso clinico

R1
R2

R3

R4

poYNIYIa

6 9 CONGRESO

A CORUNA 17-19 OCT 24




Xeseth

N .

(™ 08:00-10:30  © sala AUDITORIO ARAO

CURSO3 DIRECCION DE |NVESHGACISM SoCy

\

Modera:

FERNANDO GUTIERREZ NICOLAS
COMPLEJO HOSPITALARIO UNIVERSITARIO DE CANARIAS, SANTA CRUZ DE TENERIFE

FARMACIA HOSPITALARIA, PRINCIPIOS BASICOS

Ponencias:
HERRAMIENTAS (DIGITALES Y ANALOGICAS) DE AYUDA EN LA ORGANIZACION DE UNA CARRERA INVESTIGADORA Y

TRABAJO EN RED Y NOCIONES EN ESTADISTICA

FERNANDO GUTIERREZ NICOLAS
COMPLEJO HOSPITALARIO UNIVERSITARIO DE CANARIAS, SANTA CRUZ DE TENERIFE

DISENO Y PRESENTACION DE UN PROYECTO DE INVESTIGACION
’ ANA HERNANDEZ GUIO

FUNDACION JIMENEZ DIAZ, MADRID
’ CUADERNO DE RECOGIDA DE DATOS Y REDCAP

BLANCA ANAYA BAZ
RESPONSABLE DE ESTUDIOS DE INVESTIGACION DE LA SEFH, CADIZ

’ REALIZACION DE UN POSTER, CALIDAD EN EL CONTENIDO Y EL DISENO GRAFICO

ANXO FERNANDEZ FERREIRO
HOSPITAL CLINICO UNIVERSITARIO DE SANTIAGO, SERGAS- IDIS

‘ REDACCION/PUBLICACION DE UN ARTICULO CIENTIFICO Y MANEJO DE GESTORES BIBLIOGRAFICOS

MARTA MIARONS FONT
HOSPITAL DE VIC, BARCELONA

CONGRESO
NACIONAL

ACORUNA 17-19 0CT 24



69

A CORUNA

CONGRESO
NACIONAL

SOCIEDAD ESPANOLA DE
FARMACIA HOSPITALARIA

17-19 OCT 24

Estadistica Basica




;Qué es la estadistica?

e @
e & ® &% En la sencillez estd la brillantez
*%e <

o’
©© @%ﬁ

OOOOOOOO
NACIONAL



\“\ sefh

69

A CORUNA

CONGRESO
NACIONAL

SOCIEDAD ESPANOLA DE
FARMACIA HOSPITALARIA

17-19 OCT 24

Y como todo, tiene unas reglas...
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Ya sabemos si hay diferencia o no

Vamos a ver si sabemos hacerlo
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Reales
1 comp
>1 comp

Esperados
1 comp
>1 comp

X

Adherente  No adherente

16 2

3 7
I

19 9

Adherente No adherente

12,2142857 5,785714286
6,78571429 3,214285714

19 9

18
10

28

18
10

28

2,53243822
2 137,592476
|lor=  18.,6666667]
lpo= 0,00138837]
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The NEW ENGLAND JOURNAL of MEDI

|| ORIGINAL ARTICLE

Alectinib versus Crizotinib in
ALK-Positive Non—-Small-Cell Li

BACKGROUND

Alectinib, a highly selective inhibitor of anaplastic lymphoma kinase (ALK), has shown
systemic and central nervous system (CNS) efficacy in the treatment of ALK-positive
non-small-cell lung cancer (NSCLC). We investigated alectinib as compared with crizo-
tinib in patients with previously untreated, advanced ALK-positive NSCLC, including
those with asymptomatic CNS disease.

METHODS
In a randomized, open-label, phase 3 trial, we randomly assigned 303 patients with
previously untreated, advanced ALK-positive NSCLC to receive either alectinib (600 mg
twice daily) or crizotinib (250 mg twice daily). The primary end point was investigator-
assessed progression-free survival. Secondary end points were independent review
committee-assessed progression-free survival, time to CNS progression, objective re-
sponse rate, and overall survival.

RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.65]; P<0.001); the median
progression-free survival with alectinib was not reached. The results for independent
review committee-assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.28; P<0.001). A response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).

CONCLUSIONS

As compared with crizotinib, alectinib showed superior efficacy and lower toxicity in
primary treatment of ALK-positive NSCLC. (Funded by F. Hoffmann-La Roche; ALEX
ClinicalTrials.gov number, NCT02075840.)
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BACKGROUND
Alectinib, a highly selective inhibitor of anaplastic lymphoma kinase (ALK), has shown
systemic and central nervous system (CNS) efficacy in the treatment of ALK-positive
non-small-cell lung cancer (NSCLC). We investigated alectinib as compared with crizo-
tinib in patients with previously untreated, advanced ALK-positive NSCLC, including
those with asymptomatic CNS disease.

METHODS
In a randomized, open-label, phase 3 trial, we randomly assigned 303 patients with
previously untreated, advanced ALK-positive NSCLC to receive either alectinib (600 mg
twice daily) or crizotinib (250 mg twice daily). The primary end point was investigator-
assessed progression-free survival. Secondary end points were independent review
committee—assessed progression-free survival, time to CNS progression, objective re-
sponse rate, and overall survival.
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¢Hay) diferencias?
RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.65]; P<0.001); the median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.28; P<0.001). A response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).




Por tanto:

En, 12 meses, han progresado mds: pacientes; con, crizotinib que con
alectinib,
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RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.65]; P<0.001); the median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.28; P<0.001). A response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).
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¢Hay) diferencias?
RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.6e median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.28; P<0.001). A response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).



Por tanto:

En, 12 meses, han progresado mds. pacientes. con, crizotinib, y,como la
“b” es menor a 0,05;

Con, alectinib los: pacientes. tienen, um PFS superior; es:decir; la
enfermedad avanza mds lenta...

Con, crizotinib, los: pacientes tienen, unm PFS inferior; es decir; la
enfermedad avanza, mds; rapido...
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¢Hay) diferencias?
RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.6e median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.28; P<0.001). A response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).
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RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.6e median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.2 response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).



Por tanto:
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¢Hay) diferencias?
RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.6e median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.2 response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)
(P=0.09). Grade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).
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RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.6e median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.2 response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)

rade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).
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Por tanto:

En, 12 meses, han progresado mds. pacientes. con, crizotinib, y,como la
“b” es menor a 0,05;

Con, alectinib los: pacientes. tienen, um PFS superior; es:decir; la
enfermedad avanza mds lenta...

Con, crizotinib, los: pacientes tienen, unm PFS inferior; es decir; la
enfermedad avanza, mds; rapido...

También, limita, la, aparicion, de lesiones. en el SNC

NO tiene mejores: tasas de respuesta
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RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] with crizotinib; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.6e median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients (45%) in the crizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.2 response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in
114 patients in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)

rade 3 to 5 adverse events were less frequent with alectinib (41% vs. 50%
with crizotinib).
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RESULTS

During a median follow-up of 17.6 months (crizotinib) and 18.6 months (alectinib), an
event of disease progression or death occurred in 62 of 152 patients (41%) in the alec-
tinib group and 102 of 151 patients (68%) in the crizotinib group. The rate of investi-
gator-assessed progression-free survival was significantly higher with alectinib than
with crizotinib (12-month event-free survival rate, 68.4% [95% confidence interval (CI),
61.0 to 75.9] with alectinib vs. 48.7% [95% CI, 40.4 to 56.9] b; hazard
ratio for disease progression or death, 0.47 [95% CI, 0.34 to 0.65]; P<0.001); the median
progression-free survival with alectinib was not reached. The results for independent
review committee—assessed progression-free survival were consistent with those for
the primary end point. A total of 18 patients (12%) in the alectinib group had an event
of CNS progression, as compared with 68 patients rizotinib group (cause-
specific hazard ratio, 0.16; 95% CI, 0.10 to 0.28; P<0.001). A response occurred in
126 patients in the alectinib group (response rate, 82.9%; 95% CI, 76.0 to 88.5) and in

114 patienps in the crizotinib group (response rate, 75.5%; 95% CI, 67.8 to 82.1)

(P=0.09). Gradse events were less frequent with alectinib (41% vs. 50%

with crizotinib).
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Por tanto:

En, 12 meses, han progresado mds. pacientes. con, crizotinib, y,como la
“b” es menor a 0,05;

Con, alectinib los: pacientes. tienen, um PFS superior; es:decir; la
enfermedad avanza mds lenta...

Con, crizotinib, los: pacientes tienen, unm PFS inferior; es decir; la
enfermedad avanza, mds; rapido...

También, limita, la, aparicion, de lesiones. en el SNC

No, tiene mejores. tasas: de respuesta

No tiene: diferencias. en, toxicidad
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Otro ejemplo...
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“ ORIGINAL ARTICLE ”

Olaparib for Metastatic Breast Cancer
in Patients with a Germline BRCA Mutation

Mark Robson, M.D., Seock-Ah Im, M.D., Ph.D., Elzbieta Senkus, M.D., Ph.D.,

METHODS

We conducted a randomized, open-label, phase 3 trial in which olaparib mono-
therapy was compared with standard therapy in patients with a germline BRCA
mutation and human epidermal growth factor receptor type 2 (HER2)-negative
metastatic breast cancer who had received no more than two previous chemo-
therapy regimens for metastatic disease. Patients were randomly assigned, in a 2:1
ratio, to receive olaparib tablets (300 mg twice daily) or standard therapy with
single-agent chemotherapy of the physician's choice (capecitabine, eribulin, or
vinorelbine in 21-day cycles). The primary end point was progression-free survival,
which was assessed by blinded independent central review and was analyzed on
an intention-to-treat basis.

RESULTS

Of the 302 patients who underwent randomization, 205 were assigned to receive
olaparib and 97 were assigned to receive standard therapy. Median progression-
free survival was significantly longer in the olaparib group than in the standard-
therapy group (7.0 months vs. 4.2 months; hazard ratio for disease progression or
death, 0.58; 95% confidence interval, 0.43 to [].H[}; he response rate was
59.9% in the olaparib group and 28.8% in the standard-therapy group. The rate of
grade 3 or higher adverse events was 36.6% in the olaparib group and 50.5% in
the standard-therapy group, and the rate of treatment discontinuation due to toxic
effects was 4.9% and 7.7%, respectively.
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RESULTS

Of the 302 patient)| who underwent rfjndomization, 205 were assigned to receive
olaparib and 97 wjjre assigned to ive standard therapy rogression-
free survival was ificantly longer<ta the olaparib group than in the standard-
therapy group (7.0 months vs. 4.2 months; hazard ratio for disease progression or
death, 0.58; 95% confidence interval, 0.43 to I‘J.Hﬂ; he response rate was
59.9% in the olaparib group and 28.8% in the standard-therapy group. The rate of
grade 3 or higher adverse events was 36.6% in the olaparib group and 50.5% in
the standard-therapy group, and the rate of treatment discontinuation due to toxic
effects was 4.9% and 7.7%, respectively.
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A Progression-free Survival
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RESULTS

Of the 302 patient)| who underwent rfjndomization, 205 were assigned to receive
olaparib and 97 wjjre assigned to ive standard thcmpjpr pgression-
free survival was ificantly longer<ta the olaparib group than in the standard-
therapy group (7.0 months vs. 4.2 months; hazard ratio for disease progression or
death, 0.58; 95% confidence interval, 0.43 to I‘J.Hﬂ; he response rate was
59.9% in the olaparib group and 28.8% in the standard-therapy group. The rate of
grade 3 or higher adverse events was 36.6% in the olaparib group and 50.5% in
the standard-therapy group, and the rate of treatment discontinuation due to toxic
effects was 4.9% and 7.7%, respectively.
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A Progression-free Survival
100+
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¢Cudl es mejor?
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B Overall Survival
100

‘l Eatio. 0.90 (95% Cl, 0.63-1.29)

Olaparib (N=205)
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No. at Risk
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Légico!! Tiene el mismo valor-de mediana de 0S,
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Elvalor-de mediana, NO sirve de nada!!!

Regorafenib monotherapy for previously treated metastatic @+k
colorectal cancer (CORRECT): an international, multicentre,
randomised, placebo-controlled, phase 3 trial

Axel Grothey™ Eric Van Cutsem™, Alberto Sobrero, Salvatore Siena, Alfredo Falcone, Marc Ychou, Yues Humblet, Olivier Bouché, Laurent Mineur,

12

A
100 -®- Regorafenib 160 mg
—@- Placebo
Igual PFS, pero....

Ly

£

E

1=
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g L S R £

b= HR 0-49, 95% Cl 0-42-0-58, p<0-0001
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[=)]

e

o

25 1
|
|
|
I
I
0 e T T T T 1
0 [€@)) 4 6 8 10
i Months after randomisation
Number at risk
Regorafenib 238 98 42 12 3
Placebo 51 g 2 2 0
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“ ORIGINAL ARTICLE ”

Olaparib for Metastatic Breast Cancer
in Patients with a Germline BRCA Mutation

Mark Robson, M.D., Seock-Ah Im, M.D., Ph.D., Elzbieta Senkus, M.D., Ph.D.,

METHODS

We conducted a randomized, open-label, phase 3 trial in which olaparib mono-
therapy was compared with standard therapy in patients with a germline BRCA
mutation and human epidermal growth factor receptor type 2 (HER2)-negative
metastatic breast cancer who had received no more than two previous chemo-
therapy regimens for metastatic disease. Patients were randomly assigned, in a 2:1
ratio, to receive olaparib tablets (300 mg twice daily) or standard therapy with
single-agent chemotherapy of the physician's choice (capecitabine, eribulin, or
vinorelbine in 21-day cycles). The primary end point was progression-free survival,
which was assessed by blinded independent central review and was analyzed on
an intention-to-treat basis.

RESULTS

Of the 302 patients who underwent randomization, 205 were assigned to receive

olaparib and 97 were assigned to receive standard therapy. Median progression-

free survival was mgmﬁcantly longer in the olaanb group than in the standard-

or disease progression or
he response rate was

59. 9% in the olaparib group and 28. 8% in the standa:d-mempy group. The rate of
grade 3 or higher adverse events was 36.6% in the olaparib group and 50.5% in
the standard-therapy group, and the rate of treatment discontinuation due to toxic
effects was 4.9% and 7.7%, respectively.




éQué es el HR?
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Es una valor RELATIVO =
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Z stadistica I

HR=1

Subgroup

All patients

Previous chemotherapy for metastatic
breast cancer

Yes
No

Hormone-receptor status
Hormone-receptor positive
Triple negative

Previous platinum-based therapy for breast cancer

Yes
No
Measurable disease
Yes
No

Progressive disease at the time
of randomization

Yes
No
BRCA mutation type
BRCA1
BRCAZ
Age
<65 yr
=65 yr
Region
Asia
Europe
North America and South America
Race
White
Other

Olaparib  Standard Therapy
no. of patients with events/total no. (%)
163/205 (795)  71/97 (73.2)

119/146 (81.5) 51/69 (73.9)
44/59 (74.6) 20/28 (71.4)

82/103 (79.6)  31/49 (63.3)
81/102 (79.4)  40/48 (83.3)

50/60 (833)  21/26 (80.8)
113145 (77.9)  50/71 (70.4)

139/165 (84.2)
24/40 (60.0)

56/72 (77.8)
15/25 (60.0)

127/159 (79.8)  53/73 (72.6)
36/46 (783)  18/24 (75.0)

Hazard Ratio

(95% Cl)

94/114 (82.5)  41/50 (82.0) ——
64/84 (76.2)  30/45 (66.7) —_——
154/194 (794)  67/93 (72.0) ——
9/11 (81.8) 4/4 (100.0) i
46/59 (78.0)  21/28 (75.0) S
77/97 (794)  34/35 (75.6) g
40749 (81.6)  16/24 (66.7) —_— ;
109/134 (81.3)  47/63 (74.6) —e—
54/71(76.1)  24/34 (70.6) —_—
0125 0.250 0500 ( 1.000 ) 2000
Olaparib Better Standard
Therapy

Better

0.58 (0.43-0.80)

0.65 (0.47-0.91)
0.56 (0.34-0.98)

0.82 (0.55-1.26)
0.43 (0.29-0.63)

0.67 (0.41-1.14)
0.60 (0.43-0.84)

0.58 (0.43-0.80)
0.57 (0.30-1.12)

0.60 (0.43-0.83)
0.72 (0.41-1.30)

0.54 (0.37-0.79)
0.68 (0.45-1.07)

0.66 (0.49-0.88)
Not calculated

0.57 (0.34-0.97)
0.71 (0.48-1.08)
0.39 (0.22-0.73)

0.67 (0.48-0.95)
0.51 (0.32-0.85)
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Z stadfstiea 1 “ ORIGINAL ARTICLE ”

Olaparib for Metastatic Breast Cancer
in Patients with a Germline BRCA Mutation

Mark Robson, M.D., Seock-Ah Im, M.D., Ph.D., Elzbieta Senkus, M.D., Ph.D.,

A Progression-free Survival

[Sin titul

T T T T T T T T T T
012 3 45 6 7 8 910111213 14
Months since

No. at Risk
Olaparib 205201177159154129107100 94 73 69 61 40 36 23
Standard therapy 97 88 63 46 44 29 25 2421 13 1111 8 7 4

Months since Randomization

No. at Risk
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“ ORIGINAL ARTICLE ”

Olaparib for Metastatic Breast Cancer
in Patients with a Germline BRCA Mutation

Mark Robson, M.D., Seock-Ah Im, M.D., Ph.D., Elzbieta Senkus, M.D., Ph.D.,

METHODS

We conducted a randomized, open-label, phase 3 trial in which olaparib mono-
therapy was compared with standard therapy in patients with a germline BRCA
mutation and human epidermal growth factor receptor type 2 (HER2)-negative
metastatic breast cancer who had received no more than two previous chemo-
therapy regimens for metastatic disease. Patients were randomly assigned, in a 2:1
ratio, to receive olaparib tablets (300 mg twice daily) or standard therapy with
single-agent chemotherapy of the physician's choice (capecitabine, eribulin, or
vinorelbine in 21-day cycles). The primary end point was progression-free survival,
which was assessed by blinded independent central review and was analyzed on
an intention-to-treat basis.

RESULTS

were assigned to receive
. Median progression-

59. 9% in the olaparib group and 1e standa:d-ﬂlempy group. The rate of

grade 3 or higher adverse events was 36.6% in the olaparib group and 50.5% in
the standard-therapy group, and the rate of treatment discontinuation due to toxic
effects was 4.9% and 7.7%, respectively.
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(™ 08:00-10:30  © sala AUDITORIO ARAO

CURSO 3 - DIRECCION DE INVESTICACION-SEEY
COMOEEALIZAR INVESTIGACION CLINICA EN FARNI®

Modera:

FERNANDO GUTIERREZ NICOLAS
COMPLEJO HOSPITALARIO UNIVERSITARIO DE CANARIAS, SANTA CRUZ DE TENERIFE

IA HOSPITALARIA, PRINCIPIOS BASICOS

|

Ponencias:
HERRAMIENTAS (DIGITALES Y ANALOGICAS) DE AYUDA EN LA ORGANIZACION DE UNA CARRERA INVESTIGADORA Y

TRABAJO EN RED Y NOCIONES EN ESTADISTICA

FERNANDO GUTIERREZ NICOLAS
COMPLEJO HOSPITALARIO UNIVERSITARIO DE CANARIAS, SANTA CRUZ DE TENERIFE

DISENO Y PRESENTACION DE UN PROYECTO DE INVESTIGACION
’ ANA HERNANDEZ GUIO

FUNDACION JIMENEZ DIAZ, MADRID
’ CUADERNO DE RECOGIDA DE DATOS Y REDCAP

BLANCA ANAYA BAZ
RESPONSABLE DE ESTUDIOS DE INVESTIGACION DE LA SEFH, CADIZ

’ REALIZACION DE UN POSTER, CALIDAD EN EL CONTENIDO Y EL DISENO GRAFICO

ANXO FERNANDEZ FERREIRO
HOSPITAL CLINICO UNIVERSITARIO DE SANTIAGO, SERGAS- IDIS

‘ REDACCION/PUBLICACION DE UN ARTICULO CIENTIFICO Y MANEJO DE GESTORES BIBLIOGRAFICOS

MARTA MIARONS FONT
HOSPITAL DE VIC, BARCELONA
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éCuantos articulos lees a la semana?

1 - 200 en la residencia

g v



Los buenos artistas crean y los genio

59 sz Los verdaderos genios terminan los trabajos
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¢Qué es lo importante?

éLa herramienta digital mas potente para la investigacion?
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Risankizumab, EC relacion exposicion-respuesta

Para analizar la posologia, la eficacia y la relacion exposicién-respuesta del Risankizumab en
Enfermedad de Crohn, hemos de diferenciar dos etapas del tratamiento: la induccién y el
mantenimiento. En la induccion se inicia el tratamiento con altas dosis e intervalos de
administracion cortos, con el objetivo de obtener concentraciones plasméticas del farmaco
elevadas de forma temprana y controlar rapidamente la patologia. Posteriormente, en el
mantenimiento se reduce la magnitud de la dosis con respecto a la induccién y se amplia el
intervalo de administracion. El objetivo de esta segunda fase es mantener en el tiempo las
concentraciones plasmaticas obtenidas en la induccidn y con ello la remisién clinica del
paciente. Por lo tanto, la relacidn entre concentraciones plasmaticas y eficacia del farmaco, es
una relacién fundamental, y es la que hemos revisado en el presente documento.

Encuantoala de risankizumab en Enfermedad de Crohn en la
induccion del tratamiento, en el ensayo de fase Il NCT02031276, 121 pacientes fueron
aleatorizados a recibir en semanas 0, 4 y 8 induccidn intravenosa con placebo, risankizumab
200 mg o 600 mg. Los pacientes tratados con induccion de 600 mg de risankizumab
mostraron mayores tasas de respuesta en semana 12 basadas en CDAI < 150 frente a 200 mg
y placebo Risankizumab, Fase Il Faegan, Induccién 600 vs 200.pdf(2).
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phase 2 study

No hay consenso mundia...

Quien afirme esto NO puede intensificar

5 Leficacia -« intensificar
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TENEMOS que creer la relacion
entre concentracién y eficacia

Posteriormente, se realizaron dos fases Ill también de induccién (ADVANCE Y MOTIVATE).
Dado que en el fase Il NCT02031276 se evidencié mayor respuesta con mayor dosis, en los
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