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	Title

	

	Acronym / Protocol code

	

	EU reference number

	

	Sponsor



	

	Coordinating Investigator

	

	Rationale

	Specify background and hypothesis of the trial.

	Objective

	Specify the main and secondary objectives of the trial.

	Main trial endpoints

	Describe the main trial endpoints and when they are assessed.

	Secondary trial endpoints

	Describe the secondary trial endpoints and when they are assessed.


	Trial population

	Describe the trial population, indicating the main inclusion criteria (incl. age, disease/volunteer) and the main exclusion criteria to protect the subject.
E.g. healthy volunteers 18-60 years not exposed to X-Ray examinations during the last 12 months


	Number of subjects

	

	Trial design

	Describe the design and expected duration of the trial for the individual subjects.
E.g. double-blind placebo controlled phase III clinical trial where subjects are participating for twelve weeks.


	Total trial duration

	

	Interventions

	Describe interventions and treatment duration (incl. background treatment), as well as trial-related diagnostic and monitoring procedures used.
E.g. group A receives a 20 mg tablet of product XYZ and group B receives a placebo tablet, twice daily for ten weeks


	Ethical considerations

	Relating to:
· Expected benefit to the individual subject or group of patients represented by the trial subjects;
· Nature and extent of burden and risks.
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