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MINUTES


PRESENT:


ABSENT:

EORTC:
C. Coens 


I. Teodorovic 

NCIC CTG:
M. Bacon


J. Pater

AGO:
G. Elser, C. Schade-Brittinger 

-------




SGCTG:
A. Hay, J. Paul



-------

GOG:
-------



B. Stonebraker, M. Brady

NSGO:
K. Bertelsen, L. Fruerlund, 


-------

MRC:
S. Wheeler, A.M. Swart


-------

ANZGOG:
-------



M Stockler, H. Dhillon

SWOG:
-------



A. Ribble, P.Y. Liu

RTOG:
-------



J. Ley, K. Winter

GINECO:
B. Votan



E. Pujade-Lauraine



GEICO:
-------



M. Izquierdo

J-GOG:
-------



M. Takeuchi, E. Aotaini
 

GONO:
-------



P.F. Conte

NCI US:
-------



B. Meadows

Guest:
Anders Jacobson, NSGO
1.  Welcome and Introductions



A. Hay
2.  Minutes, May 29, 2003 

· No corrections.

· Motion:  M. Bacon; second:  A. Swart; approved:  all.

3.  Status of Group Contacts and Summaries

· Gabriele Elser presented the updated version of the Group Contacts and Summaries.  This was circulated to all present.

· The following groups have yet to provide information:

· ANZOG

· GOG

· RTOG

· GEICO

· J-GOG 

· It was suggested that it would be helpful if this document was available on GCIG website.  All in attendance agreed this was a good idea.  Approval to be requested at main GCIG meeting on September 21, 2003 (via Working Group Report).  If approved, to be sent to Mason for addition to website.
· One item not felt to be included in the summaries was each groups’ procedures for reviewing/approving Investigators for recruiting centers.  Each group have different levels of review.  From simple center approval only to collection of Investigator CVs from each center.  Question to be added to summaries regarding this. 
· Another issue discussed was Investigator multi-group membership e.g. a lot of Investigators are both members of MRC and EORTC.  After discussion it was agreed that we would recommend to the main group that it should be discouraged for Investigators to randomize through 2 different groups in the one study. 
· Continue to update and chase up replies from the groups.






Action: G. Elser

4. Prior business from Previous Meetings


4.1     Collaboration - Report from Translational Research (TR) Working Group

· Following the last meeting, Corneal contacted John Green (TR Working Group Facilitator) to discuss issues relating to informed consent for biological samples.  He also discussed this with the EORTC Regulatory Department.  Corneal presented some overheads detailing the discussion points (to be circulated with minutes).
· Main discussion point was regarding what we specifically ask the patient to consent to i.e. how detailed is this?  Do we use layered consents?
· What action should be taken when a patient withdraws their consent – what should happen to sample/results?
· Prior to next meeting, all groups will be requested to forward a sample copy of a biological sample consent form to Corneal.
· Is it feasible to have a template (bare minimum) consent form to be used for GCIG studies?  
· To be discussed at next meeting. 




Action: C. Coens

4.2
Common Data Elements (C.D.E.s)

· Details of C.D.E. browser awaited.  Mason to forward to all prior to next meeting for review and discussion. 

· There has been no update as yet on the International C.D.E. Committee.  It is still hoped that Jim Paul and Max Parmar could be on the Committee to represent the European perspective.  Monica to update if there is any progress on this.

· One issue discussed was regarding the adoption of the C.D.E. compliant forms.  As previously discussed, all GOG studies should be C.D.E. compliant for regulatory reasons.  The EORTC are not actively planning to incorporate the C.D.E.s into their forms.  Will there be an issue for the next EORTC Intergroup study if this includes US sites?  The feedback to date is that this would be a problem.  However, this contradicts the information from the last meeting.  Monica explained that from recent experience this has not been the case.  To be discussed at the next meeting. 

· Andrea to contact Mark Brady (GOG) for a sample of the C.D.E. compliant GOG forms for review and discussion at next meeting. 





Action:
Mason Schoenfeldt







Andrea Hay

4.3     Common Toxicity Criteria, Version 3

· CTC V3 will be implemented in new studies from October 2003 in US and Canada.  EORTC will use from November 2003.

· Instructions for mapping to V2 and to MEDRA available on NCI US Website.

· 2 large US studies are currently changing from V2 to V3.  One problem encountered is that the website does not have the facility to map to short-term and code.  The addition of the short term and code was one of the improvements on V3.   Hopefully to be resolved shortly.

· It may be possible to order the small ring bound book of CTC V3 from the following website:  http://ctep.cancer.gov
· The book includes the short codes.

4.4     Neurotoxicity Grading/Reporting

· SGCTG have started to gather all recognized neurotoxicity tools/questionnaires.  

· To review the existing tools and see if there is enough information available currently to recommend a single tool as the GCIG standard.

· To be reviewed and discussed at next meeting. 







Action:  SGCTG Members
4.5
Guidebook Development

· Following the last meeting, the NSGO and MRC members had a teleconference to discuss the guidebook development and IG agreement and also review the EORTC protocol.

· Further to previous comments and discussions, a more general guidebook has been drafted.
· Kamma summarized the second draft of the guidebook. 
· The guidebook should aim to save time when setting up a new IG study and also provide understanding.
· Further to discussions at the meeting, the guidebook will be updated and circulated for further comments prior to the next meeting.  Hopefully we will be able to agree a final draft of this at the next meeting.
· Corneal suggested that it may be a good idea for a representative from EORTC Intergroup Committee to attend the harmonization meetings to advise on contractual issues etc.




Action:  NSGO Members






 Corneal Coens

4.6
Database Sharing/Intergroup Contracts

· Following discussions at the last meeting, the agreement was updated and circulated to all harmonization members at beginning of September 2003.

· Only one comment was made.  This was regarding SAEs.  There should be a section to confirm who is responsible for reporting of SAEs and what is reported.  As this will obviously be protocol specific, the exact details would be added for each study.

· Agreement to be updated and circulated prior to next meeting. 







Action:  MRC Members

5.
New Business

· Randomization Techniques – Corneal was interested to know what type of randomization techniques are used by the groups.  The most common method seemed to be minimization technique.  Corneal confirmed that the EMEA (European Agency for Evaluation of Medicinal Products) do not approve of the dynamic allocation of patients (e.g. minimization) and have instructed EORTC to change their method.  Corneal to contact EMEA for futher justification on this.

· To be discussed in greater detail at next meeting.




Action: C. Coens
6.  Future

6.1
Action plans/goals were summarized.

6.2
Next meeting
· June 2004, New Orleans, USA.

· (Addendum:  next meeting:  Thursday, June 3, 2004, New Orleans, USA.)
7.  Meeting Adjourned

Respectfully submitted,

Andrea Hay
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