8. Biometrics

8.1 Study Design (e.g., double-blind, randomized, controlled, placebo, parallel groups, multicenter)
□ 8.1.1 open 		□ 8.1.2 randomized		□ 8.1.3 parallel groups	
□ 8.1.4 monocentric  	□ 8.1.5 blind  	□ 8.1.6 controlled 	
□ 8.1.7 cross-over 		□ 8.1.8 multicenter  □ 8.1.9 double-blind	 
□ 8.1.10 placebo		 □ 8.1.11 factorial 	□ 8.1.12 pilot project  	
□ 8.1.13 observer-blinded	 □ 8.1.14 equivalence testing  □ 8.1.15 Other:  

8.1.16 Number of Groups:  
8.1.17 Stratification (Criteria):  
8.1.18 Repeated Measurements (Time Points):  

8.1.19 Primary Endpoint:  


8.1.20 Null Hypothesis(es):  


8.1.21 Alternative Hypothesis(es):  


8.1.22 Secondary Endpoints:  






8.2 Study Planning

The sample size calculation is based on (Alpha = Type 1 Error, Power = 1 - Beta = 1 - Type 2 Error):  

8.2.1 Alpha:_______	 □ Two-sided	 □ One-sided 
8.2.2 Power: 
8.2.3 Stat. Procedure:  




8.2.4 Multiple Testing: □ no □ yes: Correction Procedure::  
8.2.5 Expected Number of Study Dropouts (Drop-out Rate):  


8.3 Planned Statistical Analysis

Population: □ 8.3.1 Intention-to-treat □ 8.3.2 Per Protocol  
8.3.3 Interim Analysis: □ no □ Yes: Stopping Criteria:  
8.3.4 Planned Statistical Procedures:  
 

