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10 September 2021


Sponsor: 			Acceleron Pharma, Inc. 
EudraCT Number: 		2016-003257-15 
Trial registry number: 	NCT02927080
ClinicalTrials.gov identifier: NCT02927080
Investigational Product: 	ACE-083
Study title: 	A Phase 2 Randomized, Double-Blind, Placebo-Controlled Study of ACE-083 in Patients with Facioscapulohumeral Muscular Dystrophy.

Dear Sir or Madam, 

On behalf of the study Sponsor, Acceleron Pharma, Inc. we hereby enclose a clinical study summary report for the aforementioned clinical trial. 
The clinical investigation of ACE-083 in patients with FSHD was discontinued because the statistically significant increase in TMV failed to translate to statistically significant improvements in functional or disease-related quality of life secondary endpoints in the study

As per current guidance, only electronic versions of the documents have been submitted and hardcopies have not been provided. The electronic copies are however identical to the original paper versions. 

Should you have any queries regarding the enclosed application please feel free to contact the undersigned. 

Yours faithfully, 
Lande Ayeni
Lande Ayeni, 
Regulatory Affairs Project Manager 

List of Documents: 

	No.
	Document Name

	01 
	Cover letter

	02 
	Synopsis of Clinical Study Report ACE-083 
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