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European Medicines Agency 
Domenico Scarlattilaan 6
1083 HS Amsterdam
The Netherlands

Subject: Results Posting Related to Mesoblast Clinical Trial #MSB-MPC-CHF001 (EudraCT Number: 2012-001818-42)

Sponsoring Company:  Mesoblast, Ltd

Mesoblast Protocol Title: A Double-blind, Randomized, Sham–procedure–controlled, Parallel-group Efficacy and Safety Study of Allogeneic Mesenchymal Precursor Cells (MPCs) in Patients with Chronic Heart Failure Due to Left Ventricular Systolic Dysfunction of Either Ischemic or Nonischemic Etiology: DREAM HF-1


To Whom It May Concern,
When the Dream HF trial was first initiated in 2014, TEVA Pharmaceuticals was the Sponsor of record. In October 2016, the rights to MPC for the use in the Dream HF-1 trial reverted to Mesoblast. During the period that TEVA was responsible for the trial the protocol was recognized by number C41750/3100. Once Mesoblast assumed responsibility for the trial the protocol number was changed to MSB-MPC-CHF001. Throughout the course of the clinical trial, both companies had plans, at various times, to conduct the trial in Europe.  Ultimately, the Dream HF trial was never initiated in Europe and no subjects were ever screened or enrolled outside the US or Canada. The European Union Drug Regulating Authorities Clinical Trials Database (EudraCT) public website reflects five European countries (i.e., Latvia, UK, Lithuania, Spain, and Italy) that were earmarked to participate in the trial, but they never did. Consequently, no Dream HF trial results will be posted on the EudraCT website.

Please feel free to contact me at any time.

Regards,


Christopher James, PA
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Christopher James, PA.
VP, Head Clinical Operations
Cell: 610-715-1351
Email: Christopher.James@mesoblast.com
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United States
505 Fifth Avenue
Third Floor
New York, NY 10017
USA



T +1 212 880 2060
F +1 212 880 2061



info@mesoblast.com
www.mesoblast.com



Mesoblast, Inc
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Corporate Headquarters
Level 38
55 Collins Street
Melbourne 3000
Victoria Australia



T +61 3 9639 6036
F +61 3 9639 6030



Asia
20 Biopolis Way
#05-01 Centros
Biopreneur 3
SINGAPORE 138668



T +65 6570 0635
F +65 6570 0176











