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Paradigm Shift
oTraditional models:

• Based on EBM: NCCN Guidelines

• Based on cost-effectiveness: NICE.

oNew models:

• Based on outcomes: ESMO MCBS

• Based on value: ASCO





Recommendations for clinically 

meaningful outcomes



Cost of Cancer Care is Rising



Monthly and Median Costs of Cancer Drugs as the Time of FDA Approval

1965-2013



ASCO Value in Cancer Care Task Force







ESMO-MCBS

• Necesidad.

• Valor en función de eficacia, toxicidad y coste. Definir y clasificar Beneficio 
clínico.

• Entorno con recursos limitados y costes crecientes.

• Nacimiento con vocación de herramienta dinámica.

• Asunciones: “Vivir más y mejor”: OS y QoL
• Escenario de curabilidad
• Escenario de incurabilidad: Variables subrrogadas NO TAN CLARAS.

• Generación de 4 + 1 grupos diferentes según escenario, variable evaluada y su 
magnitud. 

• Grados de beneficio: *A, B y C.

*5, 4, 3, 2 y 1.

Versión                           1.1                                         1.0



ESMO-MCBS

Adjuvant

A and B: Grades with substantial 

improvement

FORM: 1



ESMO-MCBS

Non-curative

5 and 4: 

Grades with substantial

improvement

FORM 2a:OS    If median OS with the standard treatment is ≤ 12 months



5 and 4: 

Grades with substantial

improvement

FORM 2a:OS    If median OS with the standard treatment is  > 12 months ≤ 24 months

ESMO-MCBS

Non-curative



5 and 4: 

Grades with substantial

improvement

FORM 2a:OS    If median OS with the standard treatment is > 24 months ESMO-MCBS

Non-curative



5 and 4: Grades with substantial improvement

FORM 2b: PFS
ESMO-MCBS

Non-curative



FORM 2b: PFS

5 and 4: Grades with substantial improvement

ESMO-MCBS

Non-curative



FORM 2b: PFS 

ESMO-MCBS

Non-curative



ESMO-

MCBS

Non-

curative

5 and 4: 

Grades with substantial

improvement

FORM 2c:                          No OS nor PFS or equivalence trials



5 and 4: 

Grades with substantial

improvement

FORM 3:   Single-arm studies in orphan diseases and for diseases with “high unmet need” 

when primary outcome is PFS or ORR
ESMO-MCBS

Non-curative



• Amendment: New criteria for grade C have been inserted ‘Improvements in pCR
(pathological complete remission) alone (primary end point) by ≥30% relative gain
AND ≥15% absolute gain in studies without mature survival data’

• Amendment: The prognostic stratification for form 2a has been revised, v1.1 
incorporates a three-level prognostic stratification: ≤12 months, >12 to ≤24 months, 
and >24 months. The >24-month stratification is introduced to achieve maximal score 
if either: HR ≤0.70 AND Gain ≥9 months or increase in 7-year survival of >10%.

• Amendment: There is a new adjustment to the preliminary scoring: ‘If there is a long-
term plateau in the survival curve, and OS advantage continues to be observed at 
5 years (or 7 years for diseases with median survival >24 months), also score 
according to form 1 (treatments with curative potential) and present both scores, i.e. 
A/4’.
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• ....

• ....

• ....



ESMO-MCBS: New tool at the European level

• ESMO-MCBS: 

Well-validated tool to stratify the magnitude of 
clinical benefit for new anti-cancer treatments and is
applicable over a full range of solid tumours. Based
on the data derived from well-structured phase III 
clinical trials or meta-analyses, the tool uses a 
rational, structured and consistent approach to 
derive a relative ranking of the magnitude of benefit
that can be anticipated from any new treatment.
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