Gynecologic Cancer Intergroup (GCIG)

Saturday September 20, 2003 - Copenhagen

MINUTES 

Working Group: Classification ovarian carcinoma

Attendees:
NSGO:
E. Avall-Lundqvist (co-facilitator)


EORTC:
J. Vermorken


NCI-C:
K. Swenerton


AGO:
A. du Bois


GINECO:
E. Pujade-Lauraine


MRC:
G. Rustin

Absent:
GOG:
T. Thigpen (facilitator)

· This working group reconvened to continue the consensus discussion concerning classification of ovarian carcinoma. The draft manuscript “Management of patients with recurrent, persistent, or progressive ovarian carcinoma: the Gynaecologic Cancer Intergroup (GCIG) classification of patient populations” written by Tate Thigpen, May 2001 was appreciated; 

Patients eligible for second-line therapy was proposed to be based on 6 grps;

· A. Recurrence after surgical resection alone (chemonaive)

· B. Recurrence > 12 mos after CR (chemosensitive)

· C. Recurr. ≥3 mos <12 mos after CR (potential chemosensitive)

· D. Recurrence < 3 mos after CR (chemoresistant)

· E. PR or SD to prior treatment (chemoresistant)

· F. PD during treatment (chemoresistant)

· A concern was expressed that the present proposal of definition needs to be backed up by more data in order to be agreed upon and to be useful also in future trials. 

· New proposal: to Build up a database and perform a meta-analysis: 

· Organisation
· A lead group needs to be appointed for data collection and statistical analyses – minimum number of patients required?

· It is proposed that the working group will act as a steering committee

· Funding is needed (sponsorship from industry?)

Inclusion criteria: individual patient data from prospective phase II / III trials performed by GCIG member groups or others (e.g.) industry evaluating 2nd-line treatment after platinum containing 1st-line treatment (or in patients without prior systemic treatment (e.g. only operated FIGO I) and including the following data (essential data are printed in italic and bold):

Variables to be included:
1. Date of diagnosis

2. Residual tumor after 1st surgery

3. Type of 1st Line treatment

a. Yes (1st Line treatment given)
a1. Platinum + Taxane

a2. Platinum without Taxane

b. None (no 1st Line treatment)

4. Date of start of 1st line treatment

5. Best response to 1st line treatment

6. Date of completion of

a. 1st line platinum treatment

b. All 1st line treatment (e.g including maintenance)

7. Date of relapse
8. Date start 2nd line treatment
9. Type of 2nd line treatment

10. Response to 2nd-line treatment (in evaluable patients – subgroup)

a. Clinically

b. CA 125

11. Date of second progression

12. Date of death

Patient and tumor data to be included:

1. Age initial diagnosis

2. FIGO stage initial diagnosis

3. Perform status initial diagnosis and at relapse

4. Grade at initial diagnosis

5. Histology at initial diagnosis

6. Tumor burden (at least one of the following):

a. Tumor volume at relapse (largest diameter)

b. Number of disease sites involved

c. Measurable or non measurable disease at relapse

We also need to Specify data source e. g randomized trial or not
· It was suggested that the above specified variables should be recommended to be used in all trials from now on – contact to be taken with harmonization group.

· The proposal to built up a database was supported at the General Meeting.

· Eric Pujade-Lauraine was appointed to write a Draft proposal of 2-3 pages which will be sent out to all groups with an inquiry of which groups are willing to contribute and with how many patients. 

· GINECO expressed interest to be Lead group but will first consult their statistician. Other groups will be asked if they could serve as facilitating group if GINECO cannot take the lead.

Respectfully submitted

Elisabeth Avall-Lundqvist

