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To describe the implementation of an centralised online registry for all patients with metastatic colorectal cancer being treated
with regorafenib in a Regional Health Service (RHS).

The European Society for Medical Oncology (ESMO) has developed the ESMO-

Magnitude of Clinical Benefit Scale (ESMO-MCBS) to assess the magnitude of ofo beno A é_ Substantat bene
clinical benefit for cancer medicines. = = R
In the CORRECT trial, regorafenib has ESMO-MCBS score of 1 (questionable >
benefit). : 1
It is necessary to assess the effectiveness and safety of regorafenib treatment in
real clinical practice.
{ How was it done? }
4 I(\ N ez
WORKING TEAM: e e, e s e

- Oncologists. CENTRALISED ONLINE REGISTRY

La incorporacion de nuevos farmacos antineoplasicos en los Ultimos afios junto con el crecimiento de la incidencia de cancer y la tendencia a la cronificacion de ciertos
mores que alargan los tratamientos en el tiempo, ha supuesto un alto impacto en el presupuesto del ambito hospitalario dentro del Sistema Nacional de Salud. Esta

° ° b b situacion hace necesaria una politica de medicamentos basada en la evaluacion y seleccion de farmacos antineopldsicos, que nos permita conocer el valor terapéutico real del
- H O S Ita | P h a r m a C I Sts O r a t I e nts W I t medicamento y su lugar en la terapéutica.
P :
° b O En el seno del Grupo de Oncologia de la Comunidad de Madrid coordinado por la Subdireccion General de Farmacia y Productos Sanitarios y en el que participan oncélogos y
- R H S f I I I I et a St a t I C C O I O re Ct a I C a n C e r St a rt I n farmacéuticos de diversos hospitales, se ha desarrollado como linea de trabajo la creacion de un registro de farmacos antineoplasicos de alto impacto con una magnitud de
p ro e S S I O n a S [ ] beneficio clinico dudosa, con el objetivo de monitorizar tanto la efectividad como la seguridad del uso de estos farmacos en los pacientes, asi como de realizar un seguimiento

del cumplimiento de los criterios de utilizacion definidos para cada farmaco.
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treatment with regorafenib in 2019

Se ha valorado el beneficio clinico a través de la escala ESMO Magnitude of Clinical Benefit Scale (ESMO-MCBS) que fue disefiada para evaluar el beneficio clinico y la
efectividad de las terapias antineoplasicas. Dicha escala clasifica las terapias con intencién curativa en a, b o cy las terapias no curativas del 1-5. Los farmacos con puntuacion
aybo4dyb5son los que representan el nivel mas alto de beneficio clinico.

Para la dispensacién del tratamiento en el Servicio de Farmacia Hospitalaria se considera imprescindible que el paciente esté incluido en el Registro centralizado de farmacos
de alto impacto y que tenga debidamente cumplimentados todos los datos del mismo. Para las dispensaciones sucesivas deben estar debidamente cumplimentados y
actualizados todos los datos de seguimiento, de acuerdo a la fase de tratamiento en que se encuentre cada paciente.

The variables selected were: age, sex, ECOG, primary tumour location, number of metastatic sites, presence of liver or brain

metastases, RAS-mutation status, BRAF-mutation status, previous lines, follow-up variables (dose, type of response and adverse
events), date and reason for withdrawal.

[ What has been achieved? }

The centralised online registry is available for all professionals in the RHS in April 2019 and it is compulsory to include all
patients starting treatment in 2019.

On 11t March 2020, 88 patients were included (53.41 % males). The median age was 68 years.

The baseline characteristics of the patients were:

- 42.05 % and 57.95 % of patients had ECOG 0 and 1 respectively.

- 63.64 % had the primary tumour in the left colon.

- 34.09 % had 3 or more metastatic sites.

- 62.50 % and 1.14 % had liver and brain metastases respectively.

- RAS gene was mutated in 62.50 % of patients and undetermined in 1.14 %.

- BRAF gene was mutated in 2.27 % of the patients and undetermined in 34.09 %.
- In 70.45 % of patients regorafenib was the fourth line or later therapy.
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M Progression
Adverse events
Death

B Other causes

With median treatment duration of 3.9 months, 44.32 % of patients had discontinued treatment: 30.68 % had progressive
disease, 9.09 % had adverse events, 3.41 % had died and 1.14 % other causes (one patient included in a clinical trial).

{ What next? }

* The experience obtained with this registry has allowed us to know the use profile of this drug in all hospitals
of RHS.

A comprehensive assessment of the collected data and a longer follow-up period are necessary to assess
the effectiveness and safety of regorafenib treatment in real clinical practice.
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