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2 Synopsis   

Name of Sponsor 

Representative of the 
sponsor 

Investigational product 
(IMP) 
Title of Study 

Design 
Principal Investigator 

Study sites and location 
(multicentric) 

PD Dr. med. Michaela Köhm 

Prof. Dr. med. Ulf Müller-Ladner 

Publication (reference) 

Studied Period 

Phase of study 
Primary objective 

Secondary objectives 
• 

• 

• 

• 

• 
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• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Open-label, interventional proof-of-concept study 

Number of patients 
(planned and analyzed) 
 

Diagnosis and main 
criteria for inclusion 

 

 
 

 ≥

 ≥
 
 

 ≤

 

 
 

 

Test Product, dose and 
mode of 
administration, batch 
number, duration of 
treatment 

Criteria for evaluation Primary efficacy analysis: 
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 • 

Secondary efficacy analysis: 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

o 

o 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

• 

Statistical methods Primary Analysis:  
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• 

o 

≠

• 

• 

• 

 
Secondary analysis: 

 

≥ ≥
 ≥

≥
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• 

o 
o 

Efficacy Conclusion 
 

Safety Conclusions 

Overall Conclusion 

. 

Report date: 


