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Description of the clinical therapeutic trial protocol 

 
• Title of protocol 

• Tumour type 

• Phase of the trial 

• Main objective of the trial  

(describe in 2-3 sentences) 

• Proposed trial design  

(no more than 4 sentences describing the elements of the trial) 

• Upload a schematic diagram that shows the general schema/flow of the proposed trial 

• Rationale for performing this trial (including a short background)  

(describe in 3-4 sentences / have you witnessed and/or performed the procedure) 

• Characteristics of the population under study  

(outline 2-3 major points and mention main inclusion criteria) 

• Proposed endpoints/measurable outcome  

(bullet points: primary, secondary etc.) 

• Feasibility of the study  

(access to the required number of patients, adequate supplies of the drugs, adequate resources etc.) 

• Translational studies  

(what translational studies would you consider? e.g. imaging, laboratory etc. - please specify) 

• Have you had preliminary discussion with a biostatistician at your institute for feasibility and accrual 

issues regarding your protocol?  

(please specify the discussion you have had) 

• Have you had preliminary discussion with a Patient Advocate at your institute for feasibility and 

accrual issues regarding your protocol?  

(please specify the discussion you have had) 

 


