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Memorandum

To: NDA 209478 Administrative File

From: Wendy I. Wilson-Lee, Ph.D.; Acting Branch Chief, OPQ/ONDP/DNDP1/Branch 1

Date: Wednesday, August 09, 2017

Re: NDA 209478 OPQ IQA Correction Memorandum

The purpose of this memorandum is to correct an error in the executive summary of the Office of 
Pharmaceutical Quality’s Integrated Quality Assessment, finalized and archived on June 30, 2017, for 
NDA 209478 CAROSPIR (spironolactone) Oral Suspension, 25 mg/5 mL from CMP Pharma.  On 
page 3 of the document, Section A. Product Overview includes the following statement:

“An approved alternative method of administration for Aldactone tablets and its generic equivalents 
is compounding into an oral suspension. The proposed product will provide a ready-made oral 

suspension for use.”

This statement is erroneous. The currently approved labeling for the referenced listed drug Aldactone 
(spironolactone) Tablets (NDA 12151, last approved version October 22, 2014 under Supplement 72) 
does not include language regarding alternative methods of administration.  There are no FDA-
approved alternative methods of administration for Aldactone (spironolactone) Tablets.  Rather, the 
statement in the OPQ IQA document should read the following:

“An alternative method of administration common in clinical practice for Aldactone tablets and 
its generic equivalents is compounding into an oral suspension.”

The revised statement accurately reflects the currently approved RLD labeling while maintaining the 
pertinent information relevant to the OPQ review.
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Product Quality Microbiology Review
8 May 2017

NDA: 209478

Drug Product Name
Proprietary: Carospir
Non-proprietary: Spironolactone oral suspension, 25 mg/5 mL

Review Number: 1

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer

10/3/2016 10/4/1016 11/1/2016
4/28/2017 4/28/17

Applicant/Sponsor
Name: CMP Pharma, Inc.
Address: P.O. Box 147, 8026 US Highway 264A, Farmville, NC, 27828
Representative: Ellen Barkley, Regulatory Specialist
Telephone: 252-753-7111

Name of Reviewer: Jason M. God, Ph.D.

Conclusion: Recommended for approval
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Executive Summary

I. Recommendations

A. Recommendation on Approvability – Recommended for 
approval

B. Recommendations on Phase 4 Commitments and/or 
Agreements, if Approvable – (None)

II. Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – None.  Drug product is non-
sterile.

B. Brief Description of Microbiology Deficiencies – Based on the 
information submitted in the application, no Microbiology 
deficiencies were identified.

C. Contains Potential Precedent Decision(s)-  Yes     No
(If yes, provide a brief description and a reference to the page 
where the precedent is discussed in depth)

IV. Administrative

A. Reviewer's Signature _____________________________
Jason M. God, Ph.D.

B. Endorsement Block
Neal J. Sweeney, Ph.D., Microbiology Quality Assessment 

Lead (Acting)

C. CC Block
N/A
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For both presentations (4 oz and 16 oz) stability studies are ongoing for 
drug product stored upright and horizontally under long-term 
(25+2°C/40+5%RH), intermediate (30+2°C/65+5%RH) and accelerated 
(40+2°C/25%RH) conditions.  Microbial limits  testing are 
performed at 0 and 6 months for accelerated samples, 0, 12, 18 and 24 
months for long-term samples and 0 and 12 months for intermediate 
samples.

P.8.2 Post-Approval Stability Protocol and Stability Commitment 
The applicant commits to performing long-term stability on the first three 
commercial batches of drug product.  Annually, thereafter, one batch will 
be placed on long-term stability.  

 Microbial Limits –  microbial limits will be tested at 0, 12, 18 
and 24 months for the 4 oz presentation and 0, 12, 18 , 24, 30 and 36 
months for the 16 oz presentation.

P.8.3 Stability Data 
Stability data is provided through 12 months of testing and all results are 
acceptable for  microbial limits and absence of E. coli and B cepacia.  
Data provided for 1 month in-use stability (to simulate typical in-use 
conditions) are also acceptable for  microbial limits and absence of 
E. coli and B cepacia.

ADEQUATE

REVIEWER COMMENT – 

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS: (None)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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