ANNEX 2

Summary of the Protocol - Plan

(A syllabus to facilitate the creation of the Summary; not intended for filling-in, format may be selected by the sponsor as appropriate, but it should reflect the below mentioned requirements)

EudraCT number

Title of the clinical trial

Protocol number (date, version)
Phase

Used medicinal products
· tested (including active substance, marketing authorisation status, mechanism of the effect)

· comparator

· placebo

· if rescue or relief medication has been prescribed, to be stated

Number of subjects to be included
· in total

· planned number in the Czech Republic 

Purpose of the clinical trial - rationale and justification of the proposed study

Study plan (incl. description of measures adopted in order to minimise any bias)

Indication selected for the given clinical trial
Objectives
· primary objectives

· secondary objectives

Method of evaluation – monitored parameters of

· efficacy

· safety

· tolerance

· other

Selection of population
· inclusion criteria

· exclusion criteria
· criteria for withdrawal from the study
Therapy

· duration of the therapy, dosage and dosage scheme, max. daily dose 

· concomitant treatment

· provision of follow-up treatment after the completion of the study, if applicable

Control and visit system

Statistics – a brief description of methods used for the evaluation of results

