
Accepted Manuscript

Title: A transatlantic perspective on the integration of
Immuno-Oncology Prognostic and Predictive Biomarkers in
innovative clinical trial design

Authors: M. Morfouace, S.M. Hewitt, R. Salgado, K.
Hartmann, S. Litiere, S. Tejpar, V. Golfinopoulos, T. Lively,
M. Thurin, B. Conley, D. Lacombe

PII: S1044-579X(17)30190-6
DOI: https://doi.org/10.1016/j.semcancer.2018.01.003
Reference: YSCBI 1434

To appear in: Seminars in Cancer Biology

Received date: 26-7-2017
Revised date: 11-12-2017
Accepted date: 4-1-2018

Please cite this article as: Morfouace M, Hewitt SM, Salgado R, Hartmann K,
Litiere S, Tejpar S, Golfinopoulos V, Lively T, Thurin M, Conley B, Lacombe
D.A transatlantic perspective on the integration of Immuno-Oncology Prognostic and
Predictive Biomarkers in innovative clinical trial design.Seminars in Cancer Biology
https://doi.org/10.1016/j.semcancer.2018.01.003

This is a PDF file of an unedited manuscript that has been accepted for publication.
As a service to our customers we are providing this early version of the manuscript.
The manuscript will undergo copyediting, typesetting, and review of the resulting proof
before it is published in its final form. Please note that during the production process
errors may be discovered which could affect the content, and all legal disclaimers that
apply to the journal pertain.

https://doi.org/10.1016/j.semcancer.2018.01.003
https://doi.org/10.1016/j.semcancer.2018.01.003


 

Page 1 of 18 
 

A transatlantic perspective on the integration of Immuno-Oncology Prognostic and Predictive Biomarkers in 

innovative clinical trial design 

 

Morfouace M1*, Hewitt SM2, Salgado R3, Hartmann K1, Litiere S1, Tejpar S4, Golfinopoulos V1, Lively T5, Thurin 

M5, Conley B5, Lacombe D1 

 
1EORTC Headquarters, Brussels, Belgium 
2Experimental Pathology Laboratory, Laboratory of Pathology, Center for Cancer Research, National Cancer 

Institute, NIH, Bethesda Maryland, USA 
3EORTC Pathobiology Group; Translational Breast Cancer Genomic and Therapeutics Laboratory, Peter Mac 

Callum Cancer Center, Victoria, Australia; Breast Cancer Translational Research Laboratory, Jules Bordet Institute, 

Brussels; Department of Pathology, GZA, Antwerp. 
4 Molecular Digestive Oncology Unit, University Hospital Gasthuisberg, Leuven, Belgium. 
5Cancer Diagnosis Program, Division of Cancer Treatment and Diagnosis, National Cancer Institute, NIH, DHHS, 

9609 Medical Center Drive, Bethesda, MD 20892 USA 

 

*Corresponding author:  

Marie Morfouace,  

Avenue E. Mounier 83/11 • 1200 Brussels • Belgium,  

Phone number: +32 2 774 15 60,  

email : marie.morfouace@eortc.be 

Fax number : +32 2 774 16 12 

Abstract 
 

Immuno-therapeutics aim to activate the body’s own immune system against cancer and are one of the most 

promising cancer treatment strategies, but currently limited by a variable response rate. Biomarkers may help to 

distinguish those patients most likely to respond to therapy; they may also help guide clinical decision making for 

combination therapies, dosing schedules, and determining progression versus relapse.  However, there is a need to 

confirm such biomarkers in preferably prospective clinical trials before they can be used in practice.  Accordingly, it 

is essential that clinical trials for immuno-therapeutics incorporate biomarkers.  Here, focusing on the specific 

setting of immune therapies, we discuss both the scientific and logistical hurdles to identifying potential biomarkers 

and testing them in clinical trials.  
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EORTC : European Organization for Research and Treatment of Cancer 

NCI-MATCH : National Cancer Institute- Molecular Analysis for Therapy Choice 

RECIST : Response Evaluation Criteria In Solid Tumors 

SITC: Society for Immunotherapy of Cancer 

SPECTA : Screening Patients for Efficient Clinical Trial Access 

 

Keywords 
Immune therapies, PD-L1, biomarkers, clinical trial, tumor micro-environment 

 

 

I. Introduction 

Immuno-therapeutics represents a promising class of agents in oncology. Immuno-oncology (IO) approaches aim to 

activate the body’s own immune system against cancer. Despite successes, response to immunotherapy occurs in a 

minority of patients. Attempts to improve the efficacy of immunotherapy include novel combination therapies and 
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