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	Study Protocol – Short Version



	Unique Trial Number*
	(given by WHO)

	ELN-Study Number*
	(given by ELIC)

	Date of registration*
	Date when trial was officially registered in the Primary Register DD/MM/YYYY.

	Secondary IDs*
	identifying numbers and issuing authorities besides the Primary Register, if any. Include the sponsor name and sponsor-issued trial number (e.g., protocol number) if available.  Also include other member and non-member trial registers that have issued a number to this trial. There is no limit on the number of Secondary ID numbers that can be provided.  

	Full scientific study title*
	Scientific title of the study as it appears in the protocol

	Health Conditions studied*
	Primary health condition(s) or problem(s) studied (e.g., depression, breast cancer, medication error).

	Public title*
	Title of the study intended for the lay public in easily understood language.

	Name of the study group
	

	Study type*
	Multicentric, single-group, randomized

	Phase
	Phase I, II, II/III, III, IV, V

	Target sample size*
	Number of participants that this trial plans to or had planned to enroll.

	Date of 1st enrolment*
	Anticipated or actual date of enrollment of the first participant (MM/YYYY).

	Stage
	e.g. de novo, relapsed

	Age
	

	Recruitment status*
	· Pending: participants are not yet being recruited or enrolled at any site 

· Active: participants are currently being recruited and enrolled 

· Temporary halt: there is a temporary halt in recruitment and enrolment 

· Closed: participants are no longer being recruited or enrolled 

	Aims
	Primary aims, secondary aims

	Contact person (s) in
Study Center
	e.g. study nurse, physician

	Contact for public 
queries*
	Email address, telephone number, or address of the contact who will respond to general queries, including information about current recruitment status (may be identical with the contact person in study center)

	Contact for scientific queries*
	Email address, telephone number, or address, and affiliation of the person to contact for scientific inquiries about the trial (e.g., principal investigator, medical director for the study at the sponsor). For a multi-center study, enter the contact information for the lead Principal Investigator or overall medical director.

	Countries of recruitment*
	The countries from which participants will be, are planned to be, or have been recruited.

	Inclusion Criteria*
	

	Exclusion Criteria*
	

	Interventions*
	Specific name of the intervention(s) and the comparator/control(s) being studied for every arm of the study in separate entries. For an unregistered drug, the generic name, chemical name, or company serial number is acceptable. If the intervention consists of several separate treatments, list them all in one line separated by commas (e.g., "low-fat diet, exercise"). 
The comparator/control intervention is/are the intervention(s) against which the study intervention is evaluated (e.g., placebo, no treatment, active control). 

For each intervention, describe other intervention details as applicable (e.g., dose, duration, mode of administration, etc.).

	Primary Outcome*
	

	Secondary Outcome*
	

	Study Design /
Treatment overview
	Short description of treatment (e.g. different Arms) – without details, dosages

	Graphical Overview
	If available

	Central diagnostics
	Morphology 
	Immunophenotyping

	
	
	

	
	Cytogenetics  
	Molecular genetics

	
	
	

	
	MRD
	Other

	
	
	

	Biometrics
	

	Sources of Monetary Support*
	Major source(s) of monetary or material support for the trial (e.g., funding agency, foundation, company).

	Primary Sponsor*
	The individual, organisation, group or other legal person taking on responsibility for securing the arrangements to initiate and/or manage a study

	Secondary Sponsor*
	Additional individuals, organisations or other legal persons, if any, that have agreed with the primary sponsor to take on responsibilities of sponsorship. 

	Seal of approval
	


*Required Minimal Data Set of the WHO
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