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	(Planned) phase-II/III-study NAME – Short Study Information

	Short description
	Open/(double)blind, randomized, placebo/active control, Intervention, study population

	Study objective
	Comparison of effectiveness and safety of intervention vs. comparator in description of study population, quality of previous specific therapy

	Centers
	Number of Centers, nations/continents

	Size of study
	estimated number of randomized patients

	Inclusion criteria
	-
-
-
-

	Exclusion criteria
	-
-
-
-

	Design
	Parallel-group/cross over/factorial design

	Randomization
	N:M

	Stratification
	Disease severity, prior therapy, ethnicity, geographic region

	Blinding
	Blinding for Intervention, outcome assessment

	Intervention
	Substance INN, Dose, application, duration

	Additional intervention
	Substance INN, Dose, application, duration

	Comparator
	Substance INN, Dose, application, duration

	Additional Comparator
	Substance INN, Dose, application, duration

	Start/End Date
	(Planned) start and end date of patient inclusion and of study treatment. (Planned) date of analysis of primary outcome

	Study periods
	Duration of pre-randomization, study, post-treatment periods

	Interim analyses
	Methods and Procedures used

	primary hypothesis to be tested 
	superiority/non-inf/equivalence; which arms will be compared

	Outcome measures

	Primary
	Primary outcome measure (and timing of assessments)

	Secondary
	Secondary outcome measure (and timing of assessments)

	Quality of life
	All QoL measures not yet listed (and timing of assessments)

	Supplementary
	Additional outcome measure (and timing of assessments)



	[bookmark: _Hlk42528684]

	European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam ● The Netherlands
	HTA Coordination Contact
Federal Joint Committee/Gemeinsamer Bundesausschuss (G-BA)
Gutenbergstr. 13 
[bookmark: _GoBack]10587 Berlin ● Germany

	Telephone +31 (0)88 781 6000 
Email info@ema.europa.eu Website www.ema.europa.eu 
	
Telephone +49 (0)30 27 58 38 255 
Email interimadvice.hta@g-ba.de Website www.g-ba.de

		
	
	


© European Medicines Agency, © G-BA, 2023. Reproduction is authorised provided the source is acknowledged.




 	2
	EUnetHTA 21 JSC Secretariat
Federal Joint Committee (G-BA) ● Gutenbergstraße 13
● 10587 Berlin ● Germany
E-mail: EUnetHTA21-JSC@g-ba.de
	EUnetHTA 21 Directorate
Eekholt 4 ● 1112 XH Diemen ● The Netherlands Post-box 320 ● 1112 AH Diemen ● The Netherlands
E-mail: eunethta@zinl.nl

	
© EUnetHTA, 2021. Reproduction is authorised provided the source is acknowledged



