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Nuevos marcadores en cáncer y  
biología tumoral - AACR 2013 
 
Contenidos 
 

1. Valor de la respuesta patológica completa en cáncer de mama 
precoz como medida de la eficacia del tratamiento 
neoadyuvante para la aprobación de terapias 
 

2. Xenopacientes o ΨavataresΩ como modelo de identificación de 
nuevos biomarcadores en cáncer 
 

3. Nuevos biomarcadores predictivos (dianas terapéuticas) en 
cáncer 
 

4. Nuevas tecnologías en el estudio de biomarcadores 
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The Promise and Challenges of Pathological  
Complete Response (pCR) as a Novel Endpoint for  
Drug Approval in High-Risk, Early-Stage Breast Cancer 
 

W. Fraser Symmans, The University of Texas MD Anderson Cancer Center, 
Houston, TX 
 
The United States Food and Drug Administration (FDA) released draft guidance in May 2012 on the 
use of pathological complete response (pCR) as a novel surrogate end point in neoadjuvant treatment 
of high-risk, early-stage breast cancer to support accelerated drug approval. Following the release of 
the draft, the Agency received comments from the public and is now in the process of developing the 
final guidance document. Using the draft guidance and the comments that FDA received on it as a 
framework, this panel will address issues such as defining and identifying the "high risk" population 
who should be included in neoadjuvant registration trials; specific eligibility criteria for patients in 
these studies in terms of clinical burden of disease and breast cancer subtypes; the amount of safety 
and efficacy data needed to embark on a neoadjuvant registration trial; pCR and prediction of clinical 
benefit. Recommendations on specimen handling, processing, and interpretation for evaluation of 
pathological complete response will also be discussed. Following the presentations a panel discussion 
will address the following: ω How can we incorporate biomarkers to identify a high risk breast cancer 
population for neoadjuvant trials and to assess clinical response to therapy? ω How much efficacy and 
safety data is necessary to embark on a neoadjuvant registration trial? ω Is it ethical to give a new drug 
to patients with curable early breast cancer after accelerated approval based on a small neoadjuvant 
trial with a non-clinical primary endpoint? ω How to address loco-regional management of the breast 
and axilla within registration trials of neoadjuvant systemic therapy? 
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