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Review #2 

NDA 201-820 
Tobramycin Inhalation Solution 
Chiesi Pharmaceuticals, Inc. 
 
Date : 17 August, 2011 
 
Shrikant Pagay 
Chemistry Reviewer 
Office of New Drug Quality Assessment 
 
 

Recommendation  
NDA 201-820 has provided sufficient information to assure identity, strength, purity, and 
quality of the drug product. This NDA is recommended for approval from the CMC 
perspective pending the satisfactory resolution of the device bridging studies (CDRH) 
and the labeling negotiations.   
 

Basis for Approvability or Not-Approval Recommendation 
All manufacturing and control facilities are Acceptable to the Office of Compliance. The 
sponsor has provided a satisfactory response to information requests on 1/21/2011 and 
5/13/2011.  The quality microbiology reviewer has found the microbiology component of 
the CMC-submission satisfactory.  Also, stability study update for 24 months, the 
proposed shelf life was received on 6/10/2011, and is satisfactory. Prior to approval, the 
following pending issues must be satisfactorily concluded: 

 Demonstration of equivalence between the clinical device and the proposed 
commercial device regarding delivery of the inhalation solution (CDRH Consult) 

 Labeling negotiations (Review Team) 

Reference ID: 3005254



 
 
 
Review #2 Summary: 
 
Quality Review #1 dated 6/24/2011 recommended this application for approval from the 
CMC perspective pending satisfactory resolution of the device bridging studies 
(CDRH), the quality microbiology evaluation, and the labeling negotiations. 
 
On 7/8/2011 Dr. Robert Mello, Quality Microbiologist, provided a consult review 
indicating the application is satisfactory from a quality microbiology perspective and 
recommended approval. .  
 
On 6/1/2011 all manufacturing facilities were found acceptable and continue to be 
acceptable as of the date of this review.  EER is attached below. 
 
The applicant has not demonstrated equivalence between the clinical device and the 
proposed commercial device regarding delivery of the inhalation solution.  See the 
CDRH Consult entered in DARRTS on 6/14/2011 for the list of pending device issues. 
 
The review team did not address labeling during this review cycle. 
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I concur - this application is recommended for approval from the CMC perspective pending
satisfactory resolution of device bridging studies, quality microbiology evaluation, and labeling.
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