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Clinical Trial Record 
Section A  (Initial registration of trial) 
Please complete as much detail as possible, as early as possible after the trial concept is established, omitting sections where information not yet available
	Trial name
	




	Principal Investigator 
	Name:
Institution:
Email:
Telephone


	Co-investigators
	
Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:



	Proposed Sponsor (if known)  
	Name
Main contact  email:
Main contact  phone:


	Trial design
	






	Primary objective(s)



	







	Secondary objectives
	






	Outcome measures
	







	Key eligibility criteria


	









	Planned recruitment figures
	





	Trial statistician
	Name
Institution 
Email

Other statisticians who have been involved in statistical design:





	Statistical design
	







	Planned number of sites / countries
	




	Has the trial concept been discussed and agreed at a SIOPEN meeting and with relevant subcommittees?
	Yes/ No
Details: 

	How much funding is required for the study?

What funding sources are planned?

	

	Does the study require support from pharma for drugs or funding?

If so, has this been agreed?
	Yes/ No 
Details:

	What Biomarker support is required? 
	Please provide details of discussion with relevant speciality committees (e.g biology/molecular monitoring group/ BIOPORTAL)






	Date of submission to CTC for review

	





Section B (review of trial prior to trial opening)
This section should be updated every 6 months until trial is opened
 
	Sponsor 
	Name
Main contact  email:
Main contact  phone:


	Trial Management Group
	Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Name:
Institution:
Role:

Does the TMG involve SIOPEN young investigators? 

	Trial design
	Please update Section A if any changes to trial design, study objectives, outcome measures,  eligibility criteria or statistical design 








	Has adequate  funding for the study been secured?

	Please provide details of funding secured, further funding needed:







	Does the study require support from pharma for drugs or funding?

If so, has this been agreed?
	Yes/ No 
Details:

	Has an Independent Data Monitoring Committee been established?

Please provide details

If no; please provide reason why not IDMC not required
	

	Will the study be badged as SIOPEN study?
	Yes/No 



	Has the study been reviewed by relevant SIOPEN speciality committees and/or SIOPEN clinicians? 
	Yes/ No

If yes, please provide details:





	Does the study require SIOPEN database support? 
	Yes/ No

If yes, please provide details:



If yes, please provide details of data ownership? Are relevant contracts in place




	What Biomarker support is required? 
	Please provide details of discussion with relevant speciality committees (e.g biology/molecular monitoring group/ BIOPORTAL)






	Will the study be part of INRG? 
	Please provide details:




	 

	TARGET TAIME LINES
	
	

	
	TARGET DATE
	COMMENTS

	Finalisation of protocol 
	

	

	Submission  to regulatory authorities
	
	

	Regulatory approvals obtained in host country 
	
	

	1st site open in host country 
	
	

	1st patient recruited
	
	

	Open in other countries 

Please provide details of which countries and anticipated time lines 

	

	

	Recruitment milestones :
	





	

	Planned publications 
If known: which publications planned / identified authorship according to Publication policy

	





Section  C:  Review of open trials 
Please update every 6 months until final trial data published
If this information is contained within other trial reports / updates then this may be submitted instead to avoid duplication. If this is the case then please still submit a paragraph for the SIOPEN website and newsletter. 

	Have there been substantial amendments to the trial since the last progress report, or planned amendments? 
	Yes / No 

If Yes, please provide details:






	Trial design
	Please update Section A if any changes to trial design, study objectives, outcome measures,  eligibility criteria or statistical design 






	Is recruitment on target:
	Planned recruitment by date:
Actual recruitment by date:

Comments:



	Are there any new financial issues / concerns? 


	Yes / No
If yes, please provide details:

	Are there any new issues with pharma support?

	Yes/ No 
If yes, please provide details:

	Are there any other issues / concerns regarding the trial?
	

	Planned publications 
If known: which publications planned / timelines / identified authorship according to Publication policy

	

	Trial description for  SIOPEN website  
	Please provide a brief summary (1 paragraph) including:
· Main aim of study, study questions 
· Patient population (e.g. relapse, high risk etc.)
· PI and sponsor
· Countries where it will be open
· Time lines, first patient recruited, expected duration etc
· Any results available 









	Trial update for SIOPEN newsletter 
	Please provide a brief summary (1 paragraph) including:
· Time lines re opening / completion of recruitment etc, 
· Updates re any amendments
· Updates re any publications or new data
· Any other important updates 
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