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Paul-Ehrlich Institute  

German Federal Institute for Vaccines and Biomedicines 

 

04.01.2018 

Approval of Clinical Trials in accordance with Section 42 Paragraph 2 of the 

German Medicines Act (AMG) 

Investigational Medicinal Product: Infliximab (Inflectra) 

Study No.: AIH-MAB 

Dear Sir or Madam, 

Please find attached the approval notice dated January 3, 2018, from the Paul-Ehrlich 

Institute for the above-mentioned clinical trial with the study title: 

Phase IIA proof-of-principle study on the efficacy of Infliximab in induction 

therapy of autoimmune hepatitis 

[…] 

Dr. H. Krafft 



English Translation of the written approval of the AIH-MAB clinical trial by the 

Ethics committee of the Hamburg Medical Association  

Please note that only parts relevant to the submission of the manuscript have been 

translated. Omitted parts have been marked with […].  

 

 

Ethics Committee of the Hamburg Medical Association 

09.01.2018 

Project No.:  PVN5646 

Project Title:  Phase IIA proof-of-principle study for the induction treatment of 

autoimmune hepatitis 

Protocol No.: AIH-MAB 

EudraCT: 2017-003311-19 

 

Dear Mrs. Corbiel, 

Regarding the above-mentioned project submitted for favorable opinion, the Ethics 

Committee of the Hamburg Medical Association, acting as the lead committee, held a 

detailed discussion in its meeting on October 17, 2017. 

Based on the documentation submitted by the sponsor, listed in the letters dated July 

18, 2017, September 7, 2017, September 15, 2017, and December 19, 2017, the 

Ethics Committee issues a favorable opinion for the conduct of the clinical trial at the 

trial site listed in Annex 1. 

Justification: 

Grounds for refusal pursuant to Section 42 Paragraph 1 Sentence 7 Nos. 1 and 3 of 

the German Medicines Act do not exist.  

[…] 

 

 



Annex 1 to the letter from the Ethics Committee dated January 9, 2018 

Regarding the study: 

Project No.:  PVN5646 

Project Title:  Phase IIA proof-of-principle study for the induction treatment of 

autoimmune hepatitis 

Protocol No.: AIH-MAB 

EudraCT: 2017-003311-19 

Trial site: 

Dr. Christina Weiler-Normann (Principal Investigator) 

Prof. Dr. Ansgar Lohse (Deputy) 

I. Department of Medicine 

University Medical Centre Hamburg-Eppendorf 

Martinistrasse 52 

20246 Hamburg 
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