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1. BACKGROUND

NCIC CTG – NCIC is a private foundation funded by charitable donations (primarily CCS).  CTG is the major grantee of NCIC with audit for grant renewal every 5 years.  Operations and stats are housed at the headquarters at Queen’s University in Kingston, Ontario.  Phase I and II IND program and phase III adult cancer clinical trials.  Centralized trial teams:  SC, PC, CTA and statistician.  Basic health care access and insurance is assured for all Canadians with care delivery policies determined provincially and locally.

EORTC –  EORTC is an international organization under Belgian law founded in 1962.  The EORTC is organized into groups (30) of scientists/clinicians each with a specific interest in cancer research.  EORTC data center has a staff of about 120 people who are organized through teams (data manager, statistics and medical advisor) dedicated to certain site groups and also specific units i.e. QOL, Monitoring, New Drug Development, Health Economics.

AGO– Scientific study group, founded in 1993.

Phase I-IV clinical trials of gynecological tumors, mainly ovarian cancer.

Study offices located in Wiesbaden, Kiel, Duesseldorf and Marburg)

NSGO –Nordic Society of Gynaecological Oncology. Is a scientific society with representatives from all specialities treating gynaecological cancer and performing research in gynaecological cancer. The society has members from all the Nordic countries: Sweden, Norway, Denmark, Finland and Iceland. And representatives from all specialities involved in the treatment of cancer, surgical oncology, radiotherapy, medical oncology, pathology, physicists and research people involved in research for gynaecological cancer. The society participate in international trials and has secretariat located at Odense University Hospital, Odense Denmark. Activities of the society are financed by money obtained from the medicine companies in connection with the clinical trials.

SGCTG –

The SGCTG consist of a group of individuals involved in the research and treatment of gynaecologic cancers. Historically, the SGCTG have performed a number of multi-centre clinical trials (mainly in ovarian cancer), co-ordinated through the Cancer Research UK Clinical Trials Unit at the Beatson Oncology Centre, Western Infirmary, Glasgow. Financial support from these trials continues to contribute to the funding of the Gynaecologic Trials Group data managers. Early trials principally involved clinicians from Scotland and Northern Ireland. More recent clinical trials have involved individuals working in other U.K. national Cancer Units/Centres, and also individuals from international Cancer Treatment Centres (e.g. Europe, Australasia, USA). Collaboration with laboratory-based scientific groups at the Cancer Research UK Department of Medical Oncology, Glasgow and the Department of Pathology, Glasgow have been developed to support and complement ongoing trial work.

MRC/NCRI –  The MRC is the largest public sector organisation in the UK responsible for directly funding research relating to human health.  It is funded mainly by the UK government, but is independent in its choice of which research to support.  The MRC recognises the importance of the randomised controlled trial as the optimum methodology for assessing the effects of particular interventions on defined outcome measures.  Its portfolio includes a large number of trials aimed at the assessing of health interventions used in the promotion of health , the prevention and/or treatment of disease and in rehabilitation or long-term care.  The MRC CTU is housed in London and consists of 3 divisions; Cancer, HIV and Without Portfolio.  The cancer division is funded to run mainly phase III studies in a wide variety of tumour types including gynaecological cancers.
GINECO – Groupe des Investigateurs Nationaux dans l’Etude des Cancers de l’Ovaire is a multicenter French group, founded in 1994 implicated in clinical and biological research in gynecological cancer, mainly ovarian cancer (phase I-III). The trial team including statistics is based in Hospital Hotel-Dieu,Paris, France.

ANZOG – Australia and New Zealand Gynecological Oncology Group

GOG – Gynecologic Oncology Group

RTOG – Radiation Therapy Oncology Group

GEICO – Grupo Espanol de Investigacion en Cancer de Ovario
J-GOG – Japanese GOG

2. GYNE STUDY APPROVAL / STUDY ID

NCIC CTG – Concepts to gyne committee; submitted to CTG CTC (considers scientific merit and feasibility [including central office resources).

OV# (ovary); EN# (endometrial); CX# (cervix); GT# (GTD).

EORTC – Data Center team working together with the EORTC GCG on protocol(s) development, conduct, analysis, publications

Protocol Review Committee

EORTC GCG – Tumor site committees

55XXY 55=gyne;XX=year;Y=no.

AGO – Development of ideas in the study-coordinating group.  Discussions and concepts submitted to advisory board (considers scientific merit and feasibility).  Then submission to the ethical committees and (in case of phase III) to the certification board of the Deutsche Krebsgesellschaft (German Cancer Society).  OVAR

NSGO two meetings per year. Every member of the society can purpose new protocols. These are discussed at the ordinary meetings at the appropriate tumour site committees. The tumour site committees are open to all members. If the protocol is recommended for development, it is passed to the board of the society. If the board of the society approves the protocol it will be conducted as an NSGO protocol and the board will negotiate for the financing of the protocol. People coming up with the original proposal will be apointed as investigators of the protocol.

SGCTG –

Any member of the SGCTG is entitled to write and present a protocol for consideration to the Group.  The final trial protocol should be passed to and discussed with the relevant Tumour Site Co-ordinator (ovary, cervix, endometrium, vulval/vaginal/rare tumour, biological) who will in turn table this for review by the SGCTG Protocol Review Committee.  This Committee consists of Chairman, Secretary, Treasurer, Tumour Site Co-ordinators, Statistician and 4 other members of the SGTCG (1 oncolology/research nurse, 1 data manager, 1 non-clinical scientist and 1 pathologist).  Once the protocol has been approved in principal by the PRC (for scientific merit and feasibility), it will be tabled for presentation at the next SGCTG meeting.

All SGCTG protocols are given an internal ID by Cancer Research UK Clinical Trials Unit.  All gynaecology protocols are prefixed with a “G” then the study number eg. the 60th gynaecology protocol is “G60”.  Within the SGCTG, randomised ovarian trials are prefixed SCOTROC (Scottish Randomised Trial in Ovarian Cancer) and then the study number eg. SCOTROC 1.
MRC/NCRI UK –  Proposal outlines are submitted to the MRC in a structured format to be peer-reviewed.  Peer-review considers whether proposals are scientifically sound, have weighed up anticipated risks and benefits for individual trial participants and society, have included appropriate resources (both financial and scientific)

Ovary: OV# or ICON# (when the group is the International Collaborative Ovarian Neoplasm study group)

Cervix: CE#

Uterus: UT#, although first study UT01 know by acronym ASTEC (A Study in the Treatment of Endometrial Cancer)
GINECO – Any member of the group is encouraged to present ideas for new protocols. The project is discussed at scientific committee (20 members). Draft version is presented at the general assembly (twice a year). Once accepted, the final version is submitted to ethical committee and French Ministry. The member who had the initial idea is the protocol coordinator.

ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

3. PROTOCOL DEVELOPMENT

NCIC CTG 

	General:


	Study chair, trial committee, central office team (SC, PC, statistician), +/- sponsor 

  —CTG generic module (format + SOPs)

  —Study conduct document

	Eligibility Criteria --

	Informed Consent -- 
	Protocol sample, mandatory elements

	Toxicity Criteria --
	CTC v. 2 – CTCAE v.3

	Amendments/Revisions --
	

	Companions --
	Quality of Life --

	
	Economics --

	
	Translational Research --

	
	Pharmacokinetics --

	
	Nursing -- 

	
	Other --

	QA --
	Review and critique

	ERI --
	Review and critique

	Other --
	--Revisions/ amendments


EORTC 

General (see study approval & study ID section)

Informed Consent – standard EORTC template protocol adapted

Toxicity Criteria – CTC

	Companions --
	Quality of Life --

	
	Economics --

	
	Translational Research --

	
	Pharmacokinetics --

	
	Nursing -- 

	
	Other --

	QA --
	Review and audits

	ERI --
	?

	Other --
	?


AGO
	General:


	General: Study chair, central office team, +/- sponsor

- generic module (format + general SOPs)

- Study conduct document

	Eligibility Criteria --

	Informed Consent -- 
	sample

	Toxicity Criteria --
	CTC v. 2 

	Amendments/Revisions --
	


	Companions --
	Quality of Life -- EORTC C30, OV-28

	
	Economics --

	
	Translational Research --

	
	Pharmacokinetics --

	
	Nursing -- education for study nurses

	
	Other --

	QA --
	Review and critique

	ERI --
	1st ethical vote preparation, common elements 

	Other --
	Standard Operation procedures (update every second year


NSGO – Protocol proposal comes up at the tumour site committees two times a year. If the tumour site committees approves a protocol they are send to the NSGO board, which can approve or disapprove  studies. If a study is approved the board takes negotiations with the companies about founding and afterwards perform a contract with the individual investigators. The foundings is divided between the payments for resources at the central NSGO secretariat and resources for local departments for paying research nurses.

SGCTG 

	General -
	Protocol Author, Tumour Site Co-ordinator, SGCTG PRC, Cancer Research 

UK CTU management team (statistician and data manager) +/-

pharmaceutical sponsor 

Standard SGCTG protocol template should be followed for all SGCTG studies.

	Eligibility Criteria --

	Informed Consent -- 
	Protocol sample given, however, changes should only be made to reflect local issues (contact details etc) as the protocol sample will be used to obtain MREC approval for UK sites

	Toxicity Criteria – latest as per NCI )
	CTC version 2 

	Amendments/Revisions --
	

	Companions 
	Quality of Life -- EORTC QOL QLQ-C30 and QLQ-OV28 (if applicable)

	
	Economics --

	
	Translational Research --

	
	Pharmacokinetics --

	
	Nursing -- 

	
	Other -- Structured Neurological Questionnaire (Cassidy et al, 1998)

	QA --
	

	ERI --
	

	Other --
	


MRC/NCRI UK
	General -
	Protocol development group (includes principal investigator and other consultants with a specialist knowledge in the particular area) and CTU gynaecological group team (Clinical Trials Manager and Statistician)

	Eligibility Criteria --

	Informed Consent -- 
	Protocol sample given, however, changes should only be made to reflect local issues (contact details etc) as the protocol sample will be used to obtain MREC approval for UK sites

	Toxicity Criteria – latest as per NCI )
	WHO 

	Amendments/Revisions --
	 Major amendments reviewed by independent gynaecological trial steering committee.

	Companions 
	Quality of Life -- 

	
	Economics --

	
	Translational Research --

	
	Pharmacokinetics --

	
	Nursing -- 

	
	Other -- 

	QA --
	All protocols are reviewed by an in house protocol review committee

	ERI --
	

	Other --
	


GINECO 

	General -
	GINECO and study chair with central office team, +/- sponsor – GINECO generic module

	Eligibility Criteria --

	Informed Consent -- 
	sample from the last protocol revised by ethical committee

	Toxicity Criteria – latest as per NCI )
	CTC v.2.0

	Amendments/Revisions --
	see general

	Companions 
	Quality of Life 

	
	Economics --

	
	Translational Research --

	
	Pharmacokinetics --

	
	Nursing -- 

	
	Other -- 

	QA --
	

	ERI --
	

	Other --
	patient personal toxicity booklet


ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

4.  FORMS DEVELOPMENT

NCIC CTG 

	General --
	Trial specific SC; generic module; common elements

	QA Review --
	Critique

	Computerization --
	Team determination of database

Oracle database dictionary

SAS variable names

Data checking programs


EORTC   

	General --
	Standard modules are used and adapted according to the needs of a certain protocol

	QA Review --
	So called forms review committee; no protocol activation before forms are PRC approved

	Computerization --
	Forms definition in the DB; “Vista” DB with crosschecks for data inconsistency and descriptive statistics.


AGO 
	General --
	generic module; common elements

	QA Review --
	

	Computerization --
	team determination of database

1st data entry (2nd by statisticians staff)


NSGO 

	General --
	standard forms. In connection with the finalisation of the actual protocol the investigators will perform the forms and flow sheets, this will be discussed with the data secretariat and statisticians and people participating in the study

	QA Review --
	

	Computerization --
	


SGCTG
	General --
	Trial specific but general SGCTG gynaecological format

	QA Review --
	Designed by SGCTG statistician, reviewed by CTU management team (data manager(s)) and Protocol Author/Lead Investigator.  Also reviewed by company if pharmaceutical sponsored study.  CRFs signed off by management team

	Computerization --
	Forms programmed by CTU Computer Manager on ORACLE database.  Checked by Statistician and Data Manager


MRC/NCRI UK
	General --
	Trial specific but general gynaecological format

	QA Review --
	Forms reviewed by in house protocol review committee

	Computerization --
	Database with validation checks set up by Clinical Trials Manager


GINECO

	General --
	standard modules are used and adapted according to the needs of a certain protocol

	QA Review --
	reviewed by all the team (included CRAs and statisticians). Also reviewed by company if pharmaceutical sponsor study

	Computerization --
	forms programmed by a computer scientist – double data entry – data checking programs


ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

5.  PROMOTION & RECRUITMENT/CENTRAL ACTIVATION/REGULATORY

NCIC CTG 

	Promotion -
	Survey gyne. Investigators for interest


	Recruitment  -

Central Activation
	Canadian equal access

Distribution to centers for consideration.

Sponsored start-up meetings.

	Regulatory Bodies
	International -
	NCI US CTEP, EORTC PRC, etc

	
	National -- 
	HPB TPD

	
	Regional --
	e.g. BCCA

	
	Local --
	Institutional REB


EORTC 

	Promotion
	


	Recruitment

Central Activation

Regulatory Bodies
	Total EORTC accrual – 6000-7000 patients/year

Can be activated only after PRC/NTC (New Treatment Committee) activities

International – EORTC PRC/NTC; Other cooperative groups.

Local – institutional IRB




AGO 
	Promotion -
	website www.ago-ovar.de & regional meetings


	Recruitment  -


	Germany, Austria, Italy, India, Canada, China access; further countries/study groups for Intergroup trials possible

	Central Activation
	Randomization; Support (technical) for investigators; Hotline for interested investigators / physicians

	Regulatory Bodies
	International -
	EORTC Quality of Life unit

	
	National -- 
	German Cancer Society, regular affairs (e.g. BfArM)

	
	Regional --
	Country Ethics Committee

	
	Local --
	Institutional Ethics Committee


NSGO  
	Promotion -
	The studies will be promoted at the regular meetings and announced at the NSGO web site (www.nsgo.org ). When the protocol Is ready the data secretariat will call for commitment to all possible departments in Scandinavia. Departments interested in participating in the study will afterwards receive a commitment form and a contract of duties and responsibilities of the investigator and the society


	Recruitment  -
	

	Central Activation
	The NSGO secretariat will take care of that rules from authorities and ethical committees are in place before starting a study. Usually every Nordic country has a national investigator that contacts the authorities and ethical committees. Regulatory bodies: The Nordic countries except Finland has regional ethical committees. Finland has institutional committees.

	Regulatory Bodies
	International -
	

	
	National -- 
	

	
	Regional --
	

	
	Local --
	


SGCTG 

	Promotion -
	Promoted through SGCTG members and if sponsored through pharmaceutical company.


	Recruitment  -


	Depending on size and phase of trial.  Could be UK only or worldwide study (Europe, Australasia, USA).

	Central Activation
	If sponsored, Investigator Start-up Meetings 

	Regulatory Bodies
	International -
	Country specific.

	
	National -- 
	MREC approval (if applicable) for UK centres then LREC approval for centres.

MCA approval via CTX, DDX or CTC if drug is not licensed in treatment area 

	
	Regional --
	

	
	Local --
	Institutional IRB


MRC/NCRI UK 

	Promotion -
	Start up meeting to promote the trial


	Recruitment  -


	Depending on size and phase of trial.  Could be UK only or worldwide study (Europe, Australasia, USA).

	Central Activation
	The protocol must be approved by the Multi-centre Research Ethics Committee before distribution to centres for consideration Start up meeting to promote the trial

	Regulatory Bodies
	International -
	

	
	National -- 
	

	
	Regional --
	

	
	Local --
	


GINECO 

	Promotion -
	the studies are promoted at regular meetings. When the protocol is ready all potential investigators (approximately 700) are called for commitment. Investigators interested in participating in the study will afterwards receive a commitment form.


	Recruitment  -


	France

	Central Activation
	the protocol must be approved by the Ethics committee before distribution to centers

	Regulatory Bodies
	International -
	

	
	National -- 
	French Ministry and ethics committee

	
	Regional --
	

	
	Local --
	Institutional scientific committee


ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

6.  LOCAL ACTIVATION / CENTRE & PATIENT ID

NCIC CTG 

	Required documents (ethics approvals, participants’ lists, investigator agreements/commitments, etc.) from CTG approved center received, reviewed and approved by SC.  Activated to participate/ randomize.

	Trigger drug supplies, lab supplies, CRFs, etc.

	Center ID - Four letter code (eg:  CAHC – McGill Oncology, Montreal)

	Patient ID - Center ID and sequential number (eg. CAHC001, CAHC002, CAHC003, etc.)

	Center/Investigator approval: 


EORTC 

Regulatory Department working in close cooperation with investigator and data manager in collection of documents; contact with different national authorities for obtaining approval for protocol activation in a certain country.

Center ID’s - EORTC Institution numbers (eg: 1763, McGill Oncology)

Patient ID’s – Four letters + Seq. id + protocol number (e.g. BCCO+255+55971)

Center/Investigator approval:

AGO 
Receipt of required documents (ethics approvals, participant lists, investigator agreements/commitments etc.)

CRFs (development, printing, distribution)

Communication with study participants and organisation of drug supply

Centre IDs - Number (e.g. 1 ..... 280)

Patient IDs - Centre ID and sequential number (e.g. 11/01)

Center/Investigator approval: approval for each trial; CV Investigator, contract; protocol signature and signature list, depending on trial laboratory ranges and certificates
NSGO 

NSGO centre will take care of that all required documents in place at the secretariat and at the local departments. CRF will be distributed and collected through the Data Centre.

The Data Centre will communicate every week with the participants and inform them about the status of the study

Drug supply will be organised through the NSGO Secretariat.

Every investigation centre has an ID number.

Patients will have and ID number and a study number. 

Center/Investigator approval: 
SGCTG 

Local (centre) activation only following review by CTU management team (+/- sponsor company) of the following documents:

· Ethical Approval/other regulatory documents

· CVs

· Agreement

Once activated, CRFs, drug supplies etc. are sent to centre and recruitment can begin.

No centre IDs at present but may be introduced.

Patient ID – numeric (sequential)

Center/Investigator approval: 
MRC/NCRI UK 

Local Activation:  Local ethics approval, participants’ lists and any trial specific training are required before the centre may randomise patients

Centre IDs:  Centre and entering consultant linked.  Unique 3 or 4 figure number e.g. Professor G Rustin at Mount Vernon Hospital = 224 and Dr PJ Hoskin at Mount Vernon Hospital = 1382

Patient IDs:  Sequential four digit number e.g. 7001, 7002, 7003
Center/Investigator approval: 
GINECO

Receipt of required documents (ethics approval, investigator commitments, investigator’s CV..)

CRFs (development, printing, distribution)

Organisation of drug supply

Every investigation center has an ID number

Patients will have a sequential number

Center/Investigator approval: 
ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

7. RANDOMIZATIONS/ENROLMENT/FUNDING

NCIC CTG 

	Randomizations - via central office by phone or fax

CTA – eligibility checklist, stratification factors and randomization

SC – eligibility questions

PC – requests for exceptions

Confirmations with checked dose calculations (documentation)

	

	Funded per eligible case to cover local costs (e.g. Data management)


EORTC 

Randomizations - online through internet (24hr) or phone (9:00am –5:00pm); using ORTA; protocol specific eligibility criteria; strata; eligibility checklist

Funding: EORTC foundation; NCI to the data center; grants from cancer leagues; cooperation with pharmaceuticals.

AGO 

Randomizations - Via central office by fax (study offices located in Wiesbaden, Kiel, Duesseldorf and Marburg)

Study office personnel (medical documentation assistants) → eligibility checklist 

Stratification factors and randomization, dose calculation, SAE-reporting.  Physician co-ordinator (principal investigator) → eligibility questions, all other medical questions.

Funding - Depending on protocol
NSGO – The NSGO secretariat will take care of the randomisation. The Secretariat will be informed by phone and fax about a new patient. After randomisation the investigator will fill in a randomisation checklist and fax it to the NSGO secretariat in Odense, Denmark. Contact will be performed between the Data Centre and the investigator. The Data Manager at the Data Centre will control the checklist and will only randomise if the checklist is ok. After randomisation the data centre will fax the result of the randomisation back to the department and inform by telephone.

SGCTG
Following completion of study registration form (eligibility and statification data), randomisations can be made via telephone, fax or web (dependant on study).  Computer based randomisation is performed using the minimisation method.  Following randomisation, a printed confirmation of the randomisation is sent to the centre.

Eligibility/treatment queries are made via CTU management team with final confirmation given by Principal Investigator (protocol author).

Funding dependant on study but could range from no payment to full payments to cover study costs (sponsored studies).  Drugs may also be free of charge dependant on study. 

MRC/NCRI UK  

Randomisations:  Via central office by telephone or fax

Computer randomisation using the minimisation method

Printed confirmation slips detailing the patient ID, allocated treatment and data collected at randomisation (eligibility questions)

Funding:  One off per patient payment calculated to cover the cost of clinical report form completion

GINECO 

Following completion of study registration form, randomization can be made by phone or by fax. Following randomization a printed confirmation of the randomization is sent to the center.

Funding depending on study but could range from no payment to full payments to cover study costs.

ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

8. STUDY ACTIVITY

NCIC CTG 

	SC – eligibility and funding check of on-study forms, consent and supporting documentation;

SC review of treatment, response, toxicity, QofL, follow up, progression, and death CRFs; queries;

CTAs – data entry; SCs – verification;

SC – SAE management

SC & CTA – coordinate reviews (eg. Central pathology)

Intergroup – abide lead group policies; conduit;

	

	- Lead Group controls master protocol and CRF’s including revisions + amendments 


EORTC 

Protocol approval (PRC/NTC)

Form approval (PRC)

Regulatory requirements

Contract (in the case of company involvement)

AGO 
Study office personnel. Eligibility and funding check of study forms and supporting documentation, review of plausibility, completeness, queries, 1st data entry, SAE-reporting, maintenance of document archives, administration trial master file

NSGO 

The NSGO secretariat managers will collect the record forms and check that the record form are correct filled in and is send in due time to the secretariat. SAE will be reported to the centre which will report further on to investigator co. investigators, involved companies and ethical committees. The local departments will inform the authorities the SAE

SGCTG 

CTU management team responsible for all organisational aspects of study, data entry, generation of data queries, study analyses etc.

If pharmaceutical sponsored study, company may be responsible for drug supplies, payments and SAE reporting.
MRC/NCRI UK –

GINECO

Collection of record forms and checking of correct filling in. Review of completeness, queries, SAE reporting. Maintenance of document archives, administration of trial master file.

ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

9. MONITORING/AUDITS/GROUP MEETINGS

NCIC CTG 

	Monitoring -Central office monitoring by SC reviews;

                  - Sponsor monitors occasionally

QA – CPI – tracks timeliness, violations, compliance, etc.

	Audits - every CTG center, every 3 years (% of accrued patients, per studies, per center)

	Group Meetings: Discussions; workshops; updates; etc. (Spring & Fall)


EORTC 

Monitoring - always in registrational trials (true monitor on site). Daily checking of data by data manager; data-timeliness; 

Audits - QA audits in case of serious problems.

Group Meetings - 2/yr

AGO  

Monitoring -
Outdoor monitoring, currently 8 field monitors employed;


Source data verification;


Compliance, study drug accountability.

Audits -
Sponsor audits; planned German Cancer Society audits

Group Meetings -
Discussions and updates (3 - 4 times a year); one annual brainstorming meeting; one annual investigators meeting with all participants.

NSGO 

NSGO has an external monitoring agreement with a company. This company will visit departments with regular intervals depending of the accrual rate at the local site.

The monitoring report will be send to the Data Centre which control the monitoring report and inform the investigational sites in case of problems.

SGCTG 

Monitoring:

Review of data returned by CTU Data Manager.

If sponsored, study may be monitored/SDV by company CRAs.

Audit:
Audit of data by CTU management team.


If sponsored, audit by company.

Group Meetings:
Quarterly meetings + Investigator Meetings where appropriate.

MRC/NCRI UK –

Monitoring:  CTU monitoring by the Clinical Trials Manager and Data Manager

Internal consistency checks for computer monitoring of data.

Audits:  Once the trial is underway the MRC may wish to carry out random audits of individual studies.  However, the European community has made GCP a legal requirement in Europe .  When this is implemented into British Law, audit will probably be performed by the Medical Controls Agency

Group Meetings:  Gynaecological collaborators meeting annually

Trial specific collaborators meetings more frequently, when issues arise

Newsletters biannually
GINECO

Monitoring : 2 field monitors employed – Source data verification for every trial

Audit :  sponsor audit 

Group meeting :2 per year – Regular newsletter

ANZOG – 

GOG – 

RTOG – 

GEICO –

J-GOG

10. ACRONYMS

NCIC CTG 

NCIC 
National Cancer Institute of Canada

CCS 
Canadian Cancer Society

CTG 
Clinical Trials Group

IND 
Investigational New Drug

SC 
Study Coordinator

PC 
Physician Coordinator

CTA 
Clinical Trials Assistant

CTC 
Clinical Trials Committee

GTD 
Gestational Trophoblastic Disease

CTC v.2 
Common Toxicity Criteria, version 2

QA 
Quality Assurance

ERI 
Ethics, Regulatory, Intergroup

NCI US CTEP
Cancer Therapy Evaluation Programme

EORTC PRC 
Protocol Review Committee

HPB TPD 
Therapeutic Productions Directorate

BCCA 
British Columbia Cancer Agency

REB 
Research Ethics Board

QofL 
Quality of Life

CRF’s 
Case report forms

SAS
Statistical Analysis System

COP 
Center Performance Index.

EORTC 

PRC
Protocol Review Committee

EORTC GCG 
Gynecologic Cancer Group

FRC 
Forms Review Committee

NTC 
New Treatment Committee

AGO   
Arbeitsgemeinschaft Gynaekologische Onkologie, 
AGO Study Group Ovarian Cancer

LKP
Leiter klinische Pruefung = Principle Investigator
NSGO 

NSGO 


Nordic Society of Gynaecological Oncology

SGCTG 

SGCTG

Scottish Gynaecological Cancer Trials Group

SCOTROC

Scottish Randomised Trial in Ovarian Cancer

CTU


Clinical Trials Unit

MCA


Medical Research Council (UK)

MREC


Multicentre Research Ethics Committee (UK)

LREC


Local Research Ethics Committee

CTX


Clinical Trials Exemption Certificate (UK)

DDX


Doctors and Dentists Exemption Certificate (UK)

CTC


Clinical Trials Certificate

CRF


Case Report Form

CRA


Clinical Research Associate (company monitor)

MRC/NCRI UK CTU – Medical Research Council (MRC)  United Kingdom (UK) Clinical Trials Unit (CTU)




- Multi-centre Research Ethics Committee (MREC)
GINECO 

Groupe d’Investigateurs Nationaux pour l’Etude des Cancers de l’Ovaire

ANZOG

Australia and New Zealand Gynecological Oncology Group

GOG 


Gynecologic Oncology Group

RTOG 


Radiation Therapy Oncology Group

GEICO 

Grupo Espanol de Investigacion en Cancer de Ovario
J-GOG 

Japanese GOG

11. Contact Person

NCIC CTG – Monica Bacon, NCIC Clinical Trials Group, Queen’s University, Kingston, ON, K7L 3N6 Canada; phone # 613-533-6430; Fax # 613-533-2941;  
email: mbacon@ctg.queensu.ca

EORTC – Ivana Teodorovic, M.D., EORTC Data Centre, Av. E. Mounier 83, Brussels, 1200, Belgium; phone# 032-2-774-1692; fax# 032-2-772-3545; 
email:  ite@eortc.be

AGO - Gabriele Elser, Dr. Horst-Schmidt-Kliniken GmbH, Ludwig-Erhard-Str. 100, D-65199 Wiesbaden, Germany; phone # 049-611-43-3203, fax # 049-611-43-3205; 
email: gelser@ago-ovar.de

NSGO – Rene dePont Christensen, University of Odense Universitetshospital, Department of Statistics, Campusvej 55, DK-5230 Odense M, Denmark; phone #045 65 50 36 07; fax #; 
email: rdc@stat.sdu.dk
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