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Subject Office Director Action Memo
NDA/BLA # NDA: 203-684
Applicant Name Bracco Diagnostics, Inc.
Date of Submission April 11, 2014 submission to a complete response letter dated 

November 27, 2014
PDUFA Goal Date October 10, 2014
Proprietary Name /
Established (USAN) Name

Lumason (accepted by FDA November 4, 2013)
sulfur hexafluoride lipid-type A microspheres

Dosage Forms / Strength The drug is supplied as a kit that is composed of: a glass vial 
containing 25 mg powdered sulfur hexafluoride lipid microspheres; a 
prefilled syringe containing 5 mL saline (diluent); and a transfer device 
for attaching the syringe to the vial.

per vial:  SF6 / 25 mg lipid-type A;  for reconstituted product: 
45 mcg SF6/mL equivalent to 1.5-5.6 x108 microspheres/ mL

Indication(s) Lumason is an ultrasound contrast agent indicated for use in patients 
with suboptimal echocardiograms to opacify the left ventricular 
chamber and to improve the delineation of the left ventricular 
endocardial border.

Action/Recommended Action Approval

Regulatory History
 1/29/2001:  NDA #21-315 submitted 

 7/1/2003:  NDA #21-315  resubmitted

 12/26/2007: NDA #21-315 withdrawn
 12/21/2011: submitted NDA 203-684
 10/19/2012: Complete response letter
 5/31/2013: resubmitted NDA 203-684
 11/27/2013:  Complete response letter
 4/11/2014: resubmitted NDA 203-684

Introduction
The regulatory history of this application is quite extensive and is outlined in the division director’s 

memo.  Please refer to the division director’s memo for a brief summary.  A complete response letter 
signed by Dr. Shaw Chen was sent to the sponsor on November 27, 2013.  The deficiencies cited in the 
letter primarily involved chemistry, manufacturing and controls issues.  Labeling revisions and the need 
for a safety update on resubmission were also requested in the letter.

Disciplines with no New Data 
In the current submission, there is no new non-clinical pharmacology/toxicology, clinical 

pharmacology, statistical, efficacy and clinical microbiology data.  The device review was completed on 
March 7, 2014 and found to be acceptable.
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