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DATE: 21 July 2015

TO: Cathy Tran-Zwantz
Regulatory Business Project Manager
CDER/OPQ/OPRO

FROM: Jessica G. Cole, PhD
Review Microbiologist
CDER/OPQ/OPF/Division of Microbiology Assessment  
(301) 796-5148

THROUGH: Stephen Langille, PhD
Microbiology Branch Chief
CDER/OPQ/OPF/Division of Microbiology Assessment Branch 3

SUBJECT: NDAs: 208-143 and 208-036
Submission Date: 16 and 18 December 2014
Drug Product: Barium sulfate suspension, 2% w/v (Readi-Cat 2 and Readi-Cat 2 
Smoothies) and barium sulfate for suspension 98% w/w (E-Z-HD)
Applicant: Bracco Diagnostics

The Microbial Limits specifications for Readi-Cat 2 and Readi-Cat 2 Smoothies (Barium 
sulfate suspension, 2% w/v) and E-Z-HD (Barium sulfate for suspension, 98% (w/w)) are 
acceptable from a Product Quality Microbiology perspective. Therefore, this submission is 
recommended for approval from the standpoint of product quality microbiology.

Readi-Cat 2 and Readi-Cat 2 Smoothies (Barium sulfate suspension, 2% w/v) are oral suspension 
drug products.   E-Z-HD (Barium sulfate for suspension, 98% w/w) is a powder for suspension to 
be mixed with  water and used immediately.  The drug product compositions are 
shown in the following 3 tables and the two ready-to-use products contain multiple preservative 
agents.  
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indicator organisms.  Results for all lots are acceptable to date.  
ADEQUATE

Reviewer Comments – The microbiological quality of the drug products are controlled via
suitable release and stability testing protocols. 
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