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Silver Spring  MD  20993 

 
 
 
NDA 208036 

NDA APPROVAL 
 
Bracco Diagnostics Inc. 
Attention:  Melanie Benson 
Director, US Regulatory Operations 
259 Prospect Plains Rd. 
Building H 
Monroe Township, NJ  08831 
 
 
Dear Ms. Benson: 
 
Please refer to your New Drug Application (NDA) dated December 11, 2014, received 
December 11, 2014, and your amendments, submitted pursuant to section 505(b)(2) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for Act for E-Z-HD (barium sulfate) powder for 
oral suspension 98% (w/w). 
 
We acknowledge receipt of your major amendment dated September 14, 2015, which extended 
the goal date by three months.   
 
This new drug application provides for the use of E-Z-HD (barium sulfate) powder for oral 
suspension for use in double contrast  radiographic examinations of the esophagus, stomach and 
duodenum to visualize the gastrointestinal tract in patients 12 years and older. 
 
We have completed our review of this application, as amended.  It is approved, effective on the 
date of this letter, for use as recommended in the enclosed agreed-upon labeling text. 
 
CONTENT OF LABELING 
 
As soon as possible, but no later than 14 days from the date of this letter, submit the content of 
labeling [21 CFR 314.50(l)] in structured product labeling (SPL) format using the FDA 
automated drug registration and listing system (eLIST), as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  Content 
of labeling must be identical to the enclosed labeling (text for the package insert).  Information 
on submitting SPL files using eLIST may be found in the guidance for industry SPL Standard for 
Content of Labeling Technical Qs and As, available at 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U
CM072392.pdf. 
 
The SPL will be accessible via publicly available labeling repositories.  
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REPORTING REQUIREMENTS 
 
We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 
 
If you have any questions, call Frank Lutterodt, Regulatory Project Manager, at (301) 796-4251. 

 
Sincerely, 
 
{See appended electronic signature page} 
 
Charles Ganley, M.D. 
Director 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 

 
 
Enclosures: 

Content of Labeling 
Carton and Container Labeling 
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