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Increasing Reliance on Biomarkers

Meric-Bernstam F et al., JCO 2013; 31: 1849-1857.



Increasing Reliance on Biomarkers

Meric-Bernstam F et al., JCO 2013; 31: 1849-1857.

• Importance of correlative studies for personalized medicine

• Biomarkers; integral vs integrated vs exploratory

• Biospecimen Management

• Specimen Quality
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Predictive biomarkers, pre-analytic 

variables, validation

Jim Paul 

Cancer Research UK Clinical Trials Unit Glasgow

Scottish Gynaecological Clinical Trials Group (SGCTG)
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Pre-analytic variables –
getting it right in the lab
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Reliability of pre-clinical 
evidence as a basis for 

study development
2
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Validation of a predictive 
biomarker

3



Gynecologic Cancer InterGroup

Translational Research Brainstorming

October 2016                           Lisbon

Dr James D. Brenton

Cancer Research UK Cambridge 

Institute



  

Model-based clinical data capture

How can we achieve an integrated cancer 

medicine approach for women with HGSOC?

Tissue biopsy

Liquid biopsy

Imaging

Highly annotated record



Christine Parkinson
Davina Gale
Anna Piskorz
Nitzan Rosenfeld

Exploratory comparison of ctDNA 
quantification to CA125



Experience from TransPORTEC

Carien Creutzberg
Radiation Oncology, Leiden University Medical Centre, The Netherlands

GCIG Translational research Brainstorming day
Lisbon, Oct 27, 2016



TransPORTEC Consortium

• International collaboration

• PORTEC-3 participating groups 

• Clinical PI, pathologists, scientists, stats

• Central PORTEC-3 biobank

• Joint projects with different work packages

• Ultimate aims

 Molecular prognostic factors

 Predictors for efficacy of chemotherapy

 Immune response

 New targets for therapy

 In depth understanding of driver mutations, 
mechanisms of cancer development and spread 

PORTEC - 3



Overview of immune aspects

- endometrial / cervical cancer-

Hans Nijman

Lisban GCIG meeting, Thursday October 27th, 2016
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Immunoprofiling: state of the art across gynae

Ovarian Cancer

Kosei Hasegawa, M.D.,Ph.D.

GOTIC
GCIG TR BRIANSTORMING DAY, Lisbon  Oct  27th, 2016 



Oliver Dorigo, MD, PhD

Director and Associate Professor, Division Gynecologic Oncology

Director Mary Lake Polan Gynecologic Oncology Research Laboratory

Stanford Department of Obstetrics and Gynecology, 

Division of Gynecologic Oncology

Role of Tumor Associated Macrophages in 

Ovarian Cancer

Gynecologic Cancer InterGroup

Translational Research Brainstorming

October 2016                           Lisbon



Breakout sessions

1. Harmonization of aspects related to tissue

2. Appropriate validation of predictive 

biomarkers

3. Roadblocks to completing translational goals 

in gynae research

Followed by reporting back and discussion



Harmonization of 

aspects related to tissue

1. Pathology and biomarker research should be integral to clinical trials

2. Tumour, trial specific pathology manual – a short directive, consensus 
document. Must be pragmatic and as minimally disruptive as possible 

3. Mandatory upfront tissue collection with future aim of data collection 
and sharing.

4. Pathological review appropriate for the trial, different means, sharing 
images and models.

5. Identify barriers (money, pathology hoarders etc) and suggest solutions 
in document 

6. Advocate engagment to increase tissue donation and delivery and thus 
the value/impact of trials and increase impact through translational 
research

7. Recommend designating a molecular block with tumour purity 
documented – easy to reference in future



Appropriate validation of 

predictive biomarkers

1. There is a need for validation of fit-for-purpose assay platforms, analysis tools, 

cut-points, across patients (race/ethnicity/geographics within patient and 

between groups/pharmacogenomics) in a set of documented guidelines.  This 

is an ongoing process due to the dynamic state of the art and needs, should be 

made public at all points by all stakeholders.

2. Biomarker development and validation is a progression wherein the early 

studies should include assessing geographic and temporal heterogeneity, all-

comer patients, and analysis as continuous variables.  Such studies can be 

single arm and small.  Progression should be to analysis with randomization, 

population of focus, and full power for treatment/outcome interaction analyses. 

All studies should include mandatory collection of additional biospecimen(s) for 

future use for assay re-validation and updating.

3. Data sharing, transparency (eg components of biomarker 

signatures/algorithms), and publication of negative findings are critical.



Roadblocks to completing 

translational goals in gynae research

Roadblock

• Ethical

• Legal

• Logistic, operational and 

quality

• Professional and 

collaborative

• Financial

Solution

• One-time consent

• Declaration of Helsinki

• Identification of hoarders

• Virtual verus physical 

biobanks

• Extension of GCIG MTAs

• Development of consortia



Key future aspirations/deliverables 
for GCIG TR group

• Develop guidelines / SOPs for trial-specific 
pathology review (best practice) including the 
production of a trial-specific pathology manual

• Create a roadmap for each stage of biomarker 
validation in terms of analysis tool, choice of cut-
points, impact of geographical and temporal 
heterogeneity, platform, laboratory variation etc

• Encourage one-time consent, prospective tissue 
collection (mandated if possible) and up-front 
agreement re sample management



• GCIG guidelines/templates to ensure initial 
ethics/PIS/consent covers anticipated uses including 
international and pharma collaborators (extension of 
already existing GCIG MTAs and SLAs)

• Facilitate development of consortia (as PORTEC3) 
with a constitution, a data sharing mechanism and 
authorship policy

• Set up an online system for tracking sample 
collection and utilisation across GCIG studies

• Increase involvement of advocates and improve 
reporting of translational data in a forum accessible 
to patients

Key future aspirations/deliverables 
for GCIG TR group



Spot the prince


