EBMT Protocol Proposal Template
	Title of clinical trial


	

	Version and date of protocol proposal
	

	Chief Investigator
	

	Working Party
	

	Statistician (if an external statistician is involved, also specify the designated EBMT statistician) 
	

	Statement of the question

	Scientific rationale for trial

(include details about what makes the trial innovative and assess the impact/relevance of the trial)
	

	Why should this be an EBMT sponsored trial?


	

	Research objectives and endpoints

	Primary objective


	

	Secondary objective (s)


	

	Endpoints - efficacy

(primary, secondary)
	

	Endpoints – safety

(primary, secondary)
	

	Rationale for the endpoints (include references on evidence)
	

	Methodology

	Trial Phase 
	

	Trial Design 
(eg single arm / double blinded randomised)
(please include a flowchart or diagram at the end of the proposal)
	

	For comparator trials, specify if this is a superiority / equivalence / non-inferiority trial
	

	Inclusion criteria


	

	Exclusion criteria


	

	Total number of patients (indicate number per group)

	

	Treatments

	Experimental arm(s), dosage and route of administration

(include who will provide the drugs)
	

	Comparator arm(s), dosage and route of administration
(if applicable)
	

	Rationale for choice of dose levels
	

	Maximum duration of treatment for an individual patient
	

	Minimum follow-up for an individual patient (state from when eg end of treatment)
	

	Safety monitoring and Risk Management

	What is the level of risk of the trial? (based on Brosteanu O et al. Clinical Trials 2009 Dec; 6: 585-96)
	Type A: no higher than that of standard medical care 
	

	
	Type B: somewhat higher than that of standard medical care 
	

	
	Type C: markedly higher than that of standard medical care 
	

	If the trial is Type C, list the possible risk minimisation strategies and describe why the trial is ethical.
	

	Is an IDMC needed?

If yes, list proposed members

How often should IDMC meet?

Do the meetings need to be face to face or just teleconference?
What data should the IDMC review?
	

	What are the stopping rules for the trial? Eg safety, futility, failed recruitment (if part of the statistical design, please give details in the statistics section)
	

	Is a Trial Steering Committee required? If yes, propose TSC members
	

	Statistics and data analysis (to be completed by the designated WP statistician)

(If there is no WP statistician, WP chair must contact at least 1 month before the submission: for Paris-based WPs, Myriam Labopin; for Leiden-based WPs, Ronald Brand)

	Randomisation strategy

(if applicable)
	

	Stratification factors

(if applicable)
	

	Sample Size calculation

(include hypotheses on expected endpoints and any other assumption / parameter (alpha, power), calculation method and possibly the software used, and the estimated number of patients to accrue)
	

	Interim analysis details (after xx patients / time)
	

	Expected duration of accrual
	

	Summary of data to be collected

(safety and efficacy, prognostic factors)
	

	Statistical methods

(Methods and models of data according to type of variable / preliminary SAP)
	

	List any Quality of Life questionnaires that will be used. 
How will the QoL data be analysed?
	

	Is there any health economics data analysis?

How will this be analysed?
	

	Please state any weak-points to the trial design / statistical plan,  indicate their impact and possible improvements.
	

	Operations

	Recruitment considerations

(Include how many suitable patients are seen in an average centre per year and potential hurdles to recruitment)
	

	List competing trials if applicable
When will they end?
	

	Potential countries for participation


	

	Potential centres for participation

(Include expected number of centres)
	

	Financial aspects

	Funding amount and source(s)
(years of follow-up to be funded)
	

	Will there be a per-patient fee for centres? Please state amount

If not, will Investigators still be motivated and will Institutions accept the trial? 
	

	Other organisations/National cooperative groups who will be involved 

Please state any co-sponsors
	

	Timelines

	Finalise protocol:  
	
	Date

	First patient accrued:
	
	Date

	Recruitment period: 
	
	Years

	Treatment period:
	
	Months

	Follow-up period:
	
	Years

	Interim analysis: 
	
	Eg annual

	Final analysis: 
	
	eg 5 year follow-up

	Overall trial duration (first patient accrued to final analysis):
	
	Years

	If the trial is not selected for sponsorship, should it be considered for EBMT scientific endorsement? (EBMT label)
	

	References 

(eg for previous trials; evidence of endpoints chosen)
	

	Chief Investigator Signature

Date
	

	WP Chair Signature

Date
	


Study Flowchart (complete table or provide your own diagram)
	
	Visit 1
	Visit 2
	Visit 3
	Visit 4

	Informed consent 
	X
	
	
	

	Patient eligibility check
	X
	
	
	

	Patient randomisation
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Adverse Event recording 
	X
	X
	X
	X


Please complete which roles the Chief Investigator will take on, and what is expected from the CTO:
	Roles and Responsibilities / CTO services

	
	Chief Investigator
	EBMT CTO
	Other (specify)

	Protocol writing
	
	
	

	Patient information leaflet and consent
	
	
	

	Contracts
	
	
	

	Insurance
	
	
	

	Ethics committee and Competent Authority submissions
	
	
	

	Provision and shipping of study drug
	
	
	

	IB/SmPC updates
	
	
	

	Centre management (updates etc)
	
	
	

	Centre monitoring
	
	
	

	Pharmacovigilance
	
	
	

	Coordination of IDMC and TSC
	
	
	

	CRF design
	
	
	

	Data management
	
	
	

	TMF
	
	
	

	Publication
	
	
	


CTO: Clinical Trials Office; IDMC: Independent Data Monitoring Committee; TSC: Trial Steering Committee; CRF: Case Report Form; 
All services provided by the CTO must be supported by adequate funds. 

If an external statistician is taking responsibility for this trial, please complete which tasks the external statistician will do, and what is expected from the designated EBMT statistician (if an EBMT statistician is involved, then all of the tasks below will be done by them):
	Statistical Roles and Responsibilities

	
	External statistician
	EBMT statistician

	Protocol writing (statistics sections)
	
	

	Protocol review
	
	

	Statistical Analysis Plan (SAP)
	
	

	Interim analysis 
	
	

	Final analysis
	
	

	Manuscript preparation
	
	

	Manuscript review
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