EBMT-CT2 Protocol Proposal Assessment Form
	Chief Investigator
	

	Statistician
	

	Title of clinical trial

	

	CT2 trial code
	

	Version and date of proposal
	


Scientific value of the trial
During the preliminary review, the scientific reviewers will provide an overall rating for each proposal (scored 1-6 – low to high ranking) individually to the CT Operations Manager. These scores will be used to decide which proposals will be reviewed at the teleconference. 
	Reviewer Name
	Comments / Yes / No

	Is the question clear?
	

	Does the current evidence and literature support the choice of study design (re. the phase, and if comparative, the choice of comparator arm, the target – superiority or equivalence / non-inferiority, etc)?

Could it be redesigned into a non-interventional study?
	

	Publication potential – novelty of the data? 
Are there any competing trials?
	

	Clear scientific rationale?
	

	Are the objectives clear and consistent with the endpoints chosen?
	

	Endpoints
Are the assumptions about the expected main endpoints correct with respect to the current knowledge and existing literature?
	

	Trial Design 

Are patients likely to be lost to follow-up?
	

	Eligibility criteria


	

	Is the trial safe and ethical?
	

	General comments / feedback
	

	Consider for EBMT label? Yes/No
	

	Overall scientific score
Scores are from 1 (low priority) to 6 (top priority)
	


Statistical Report

	Reviewer Name
	Comments / Yes / No

	Is there sufficient information to adequately judge the statistical methods?
	

	Could another clinical trial design be suggested? What would be the benefits of that alternative design?
	

	Is the design of the trial appropriate (to answer the question)?
	

	Sample Size Calculation
Are the hypotheses consistent?

If testing is involved, are the alpha and power in line with international guidelines (indicate which guidelines)

Which computation method was used, and is this correct? Could an alternative method be used?
Was the estimated sample size correct (could it be reproduced)?
	

	Please indicate any weak points and any suggestions for improvement.
	

	In case of randomisation, is the randomisation strategy appropriate?
	

	Is the SAP appropriate and in-line with EBMT statistical guidelines and Stat. Comm. recommendations?
	

	General comments / feedback
	

	Overall Statistical Score (1-6)
Scores are from 1 (low priority) to 6 (top priority)
	


Financial and Legal Report

	Reviewer Name
	Comments / Yes / No

	Funding level and source

	

	Timelines

	

	Items to be confirmed on availability of full protocol / contract
	

	General comments / feedback
	

	Overall Financial Score (1-6)
Scores are from 1 (low priority) to 6 (top priority)
	


Operational Feasibility Report

	Reviewer Name
	Comments / Yes / No

	Is the question clear?
	

	Are there too many datapoints?
	

	Expected recruitment rate:
	

	Eligibility criteria tested:
	

	Patient acceptability (eg trial procedures, in-patient stays, lost to follow-up):
	

	Per patient fee included? If not, is the trial still feasible?
	

	Conflicting studies:
	

	Are the drugs licensed in the proposed countries?
	

	Drug supply process
	

	Any pharmacy requirements
	

	Standard treatment protocols
	

	Equipment needed
	

	Lab tests
	

	Potential centres for participation
	

	Potential countries acceptable? 

Eg contract negotiation, regulatory considerations
	

	Insurance
	

	Level of support needed from CTO eg level of monitoring (vs risk)
	

	Timelines:
	

	Set-up period:
	
	

	Treatment duration:  
	
	

	Recruitment period: 
	
	

	Follow-up period:
	
	

	Interim analysis: 
	
	

	Final analysis:
	
	

	Overall trial duration
	

	Data management requirements
	

	Feedback from Nurses Group
	

	General comments / feedback
	

	Overall operational feasibility score
Scores are from 1 (low priority) to 6 (top priority)
	


To be completed and agreed during the Teleconference:
	Chief Investigator
	

	Statistician
	

	Title of clinical trial

	

	CT2 trial code
	

	Science


	CC
	FL
	JP
	DB
	JS



	
	Average:

	Statistics


	

	Finance and legal


	

	Operations


	

	Overall Score
	

	Overall Ranking
	

	Recommendation


	Approve

Conditionally approve with comments/improvements
Reject with comments

	Feedback / Recommendations 
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