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First Line:First Line:

Ovarian Cancer Clinical Trials SummeryOvarian Cancer Clinical Trials Summery

First Line:First Line:

•• ICONICON--77
•• GCIG phase IIIGCIG phase III
•• recruitingrecruiting

•• Intraperitoneal ChemotherapyIntraperitoneal Chemotherapy
•• Single centre phase ISingle centre phase I--II II 
•• (closed)(closed)

Ovarian Cancer Clinical Trials SummeryOvarian Cancer Clinical Trials Summery

Relapse:Relapse:

PlatinPlatin--Taxane sensitiveTaxane sensitivePlatinPlatin--Taxane sensitiveTaxane sensitive
•• TC+VorinostatTC+Vorinostat

•• multicentre phase II multicentre phase II 
•• recruitingrecruiting

PlatinPlatin--Taxane resistanceTaxane resistance
•• TC+Belinostat TC+Belinostat –– phase I (closed)phase I (closed)

••Carboplatin+BevacicumabCarboplatin+Bevacicumab
•• singlecentre phase II singlecentre phase II 
•• recruitingrecruiting
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Vorinostat: a histone deacetylase (HDAC) enzymes inhibitorVorinostat: a histone deacetylase (HDAC) enzymes inhibitor
Cell growth arrest, induce apoptosis, promote differentiation, inhibitCell growth arrest, induce apoptosis, promote differentiation, inhibit
Angiogenesis, sensitize cancer cells to overcome drug resistanceAngiogenesis, sensitize cancer cells to overcome drug resistance

Vorinostat + TCVorinostat + TC

Phase IIPhase II

Platin & Taxane sensitive patientsPlatin & Taxane sensitive patients

RegimenRegimen
IV Carbo AUC 5 + IV Paclitaxel 175mg/m2 IV Carbo AUC 5 + IV Paclitaxel 175mg/m2 gg
+ Vorinostat 400mg PO dag 1+ Vorinostat 400mg PO dag 1--1414
Q 3 wklyQ 3 wkly
6 courses6 courses

Study status:Study status: OnOn--goinggoing

To identify potential biomarkers 

Pelvic Mass, Pelvic Mass, 
A Danish clinical ovarian cancer studyA Danish clinical ovarian cancer study

ObjectivesObjectives

Prevent OC Early diagnostic

What can biomarkers/prognostic factors be used for?

Subgroup

for ovarian cancer(OC)

To identify prognostic factors

Prevent OC

Less women will have OC

Early diagnostic

Improved survival

Subgroup

Individual treatment
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Study designStudy design

Surgical
procedure:

Inclusion
criterias:

Baseline 
data:

Questionnaire

Sub-
analyses:

Ph.d.-
project
SigneSuspicion of:

CIPHERGEN
Research Workplan #1

No less than 200 pts.
Serum

Research Workplan #2
Urine

Research Workplan #3
Serum

RMI>150

RMI<150

PET/CT

Clinical 
examination

Blood sampling

Collection 
of tissue

Histological
diagnosis

g

Ph d -

p

- primary 
ovarian tumor

- endometriosis

- pelvic pain

Ph.d.-
project
Anette

Ph.d.-
project
Mikkel

Obs. Obs. DGCD 
(LPR){Inclusion

Ph.d.-
project
?????

No operation → Follow-up in national registers

Summary of biological materialsSummary of biological materials

Pre-operative blood samples:
Serum EDTA plasma bloodpaper samples buffy coates TEMPUSSerum, EDTA-plasma, bloodpaper samples, buffy-coates, TEMPUS

Pre-operative urine samples:
Midday urine

Tissue:
From primary tumour normal tissue and metastasies (if any) paraffinFrom primary tumour, normal tissue and metastasies (if any), paraffin 
embedded, fresh frozen and in RNA later

Pre-chemo blood samples:
Serum, EDTA-plasma, bloodpaper samples and buffy-coates
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Analyses (biomarkers)Analyses (biomarkers)

• CA125 in serum, the Golden standard. EIA 
• TN in serum (differentiation/prognosis). ELISA
• YKL40 (EDTA based on stability investigations• YKL40 (EDTA based on stability investigations, 

prognosis). ELISA
• HER-2 (Vejle County, Prognosis)
• PET/CT, Rigshospitalet
• Proteomic in serum (diagnosis, recurrence etc). 
• SELDI, Ciphergen., p g
• Proteomic in extract from guthrie paper. MALDI, SSI.
• Proteomic in urine, SELDI, Ciphergen
• miRNA and ovarian cancer, Bioneer/Exiqon.

PELVIC MASS projects
and their connection in-between each other:

Pelvic Mass
-Serum/plasma, buffy, tissue, urine

Proteom analyser Baseline DATAHER-2, Vejle County
Karina Dahl Steffensen

miRNA:
Henrik Lajer, RH

SELDI - CiphergenMALDI

Serum proteom Serum proteom

Urine: 
Anette, RH

PET/CT: 
Signe, RH

Serum CA125 Clear cell:
Anni Grove, Aalborg

Guthrie cards: 
Mikkel, SSI

Endometriosis: 
Dorthe/Anette, RH

ADAM 12:
Camilla Fröhlich, Kbh Uni

Studies in close future: Corrologic & Dansk Nationalt projekt om TIMP-1




