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Reference ID: 3308414









NDA 022225  Microbiology Review #2 
   

   
 
 Page 7 of 7 

 
Acceptable 

 
 
 

 
 
 
  

 

Reference ID: 3308414

(b) (4)



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

STEVEN P DONALD
05/14/2013

STEPHEN E LANGILLE
05/15/2013
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Product Quality Microbiology Review

March 17, 2015

NDA: 22-225

Drug Product Name
Proprietary: Bridon
Non-proprietary: sugammadex sodium Injection

Review Number: 1

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

October 22, 2014 October 22, 2014 October 30, 2014 October 30, 2014

Submission History (for 2nd Reviews or higher) – N/A
Submit Date(s) Microbiology Review # Review Date(s)
October 30, 2007 1 March 03, 2008

December 19, 2012 2 May 15, 2013

Applicant/Sponsor
Name:

Address: Organon
56 Livingston Ave. Roseland, NJ 07068

Representative: Dori L. Glassner, Director Global Reg. Affairs
TEL: 732-594-2735

Name of Reviewer: Vinayak B. Pawar, Ph.D.

Conclusion: Recommend Approval

Reference ID: 3720270
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Executive Summary

I. Recommendations

A. Recommendation on Approvability – Recommend Approval.

B. Recommendations on Phase 4 Commitments and/or 
Agreements, if Approvable – N/A

II. Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – The drug product is 
manufactured  

B. Brief Description of Microbiology Deficiencies – None.

C. Assessment of Risk Due to Microbiology Deficiencies – N/A

D. Contains Potential Precedent Decision(s) - Yes     No

III. Administrative

A. Reviewer's Signature _____________________________
Vinayak B. Pawar, Ph.D., Sr. Review Microbiologist, 
CDER/OPQ/DMA

B. Endorsement Block _____________________________   
Stephen E. Langille, Ph.D., Acting Chief Branch III, 
CDER/OPQ/DMA

C. CC Block
N/A

Reference ID: 3720270

(b) (4)
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ADEQUATE

REVIEWER COMMENT – The applicant has met regulatory expectations for 
validating the process used for  of the drug product.

P.5 Control of Drug Product
P.5.1 Specifications – See the following Section P.5.2.
P.5.2 Analytical Procedures

Sugammadex Solution for Injection 100 mg/mL is tested at release on 
sterility and bacterial endotoxins.
Endotoxin – Bacterial Endotoxins Test (BET) of Sugammadex Solution 
for Injection 100 mg/mL is carried out per Ph.Eur. 2.6.14, USP <85>
using kinetic turbidimetric method. Sugammadex Solution for Injection 
100 mg/mL is tested for BET at release. Vials placed on stability are tested 
for BET annually and at the end of shelf life. Finished product testing of 
batches AB9061A, AB9062A, AB9063A (200 mg/vial) & AC0756A, 
AC0757A, AC0758A (500 mg/vial) tested for endotoxins at <  
EU/mL.

Endotoxin Limit =

Reference ID: 3720270
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Endotoxin Limit Conc = 

MVD =

The compatible test dilution was , i.e. the lowest dilution that 
demonstrated the least amount of inhibition during the interference
screen phase.

 Sterility – Sterility testing of Sugammadex Solution for Injection 100 
mg/mL is carried out per Ph.Eur.2.6.1, USP <71> using membrane 
filtration method. Bacteriostasis and fungistasis testing was provided in 
Report NL0060383, Section 4.2. Sugammadex Solution for Injection 
100 mg/mL is tested for sterility at release. Vials placed on stability are 
tested for sterility annually and at the end of shelf life. Finished product 
testing of batches AB9061A, AB9062A, AB9063A (200 mg/vial) & 
AC0756A, AC0757A, AC0758A (500 mg/vial) all passed sterility test.

 Microbial Limits – N/A

ADEQUATE

REVIEWER COMMENT – The applicant meets regulatory expectations with 
regard to the test method, acceptance criteria and verification of the suitability of use 
of the sterility and bacterial endotoxins test that will be performed on the drug 
product prior to its release.

P.7 Container Closure System - See Review Section P.1.
P.8 Stability
P.8.1 Stability Summary and Conclusion

Bacterial Endotoxins and Sterility were monitored at the initial time point 
for the 100 mg/mL (2 mL) and 100 mg/mL (5 mL) at 25°C/60%RH as 
indicated in Review Section P.5.2 above. All results conform to the 
proposed specifications provided in Sec. 3.2.P.5.1.

P.8.2 Post-Approval Stability Protocol and Stability Commitment
Tests are performed on products in market container/closure systems and 
the program includes both long term and accelerated storage conditions as 
appropriate. Stability studies are carried out on validation batches
(commitment batches) to assure the product stability profile remains 
unchanged from that exhibited by the research batches. Additional batches 
of marketed product are selected each year on a continuing basis for 
examination. Specifications provided in Section 3.2.P.5.1.
Specifications and testing schedule for post-approval stability program:
 Container Closure Integrity – performed at initial, 12, 24 & 36 months
 Endotoxin – performed at initial, 12 & 36 months
 Sterility - performed at initial, 12 & 36 months

Reference ID: 3720270
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(b) (4)
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P.8.3 Stability Data – See Section P.5.2.

ADEQUATE

REVIEWER COMMENT – The applicant meets the regulatory expectations with 
regard to the design of the stability program to support the drug product’s 
microbiological quality throughout its shelf life.

2. REVIEW OF COMMON TECHNICAL DOCUMENT-
QUALITY (CTD-Q)
MODULE 1

A. PACKAGE INSERT – The drug product is manufactured in a single use 
vial and there is no manipulation or reconstitution of the product.

ADEQUATE

REVIEWER COMMENT – The applicant meets the regulatory expectations with 
regard to the information related to issues of product quality microbiology that is 
provided in the product labeling.

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS: None

Reference ID: 3720270
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Product Quality Microbiology Review 
Review for HFD-000 

 
20 February 2008 

 
 
NDA:    22-225 
 
Drug Product Name 

Proprietary:   Bridion  
Non-proprietary:  sugammadex sodium 
Drug Product Priority Classification: Priority 
 

Review Number: 1 
 
Dates of Submission(s) Covered by this Review 

Letter Stamp Consult Sent Assigned to Reviewer 
October 30, 

2007 
October 30, 

2007 
November 
13, 2007 December 6, 2007 

 
 
 
Submission History (for amendments only) - NA 
 
 
Applicant/Sponsor 

Name:     Organon 
Address:    56 Livingston Ave. Roseland, NJ 07068 
Representative:   June Bray, VP, Regulatory Affairs 
Telephone:    Sabina Rouf: 973-325-5303 

 
Name of Reviewer:   Vinayak Pawar, Ph. D. 
 
Conclusion:    The application is recommended for  

approval from microbiology product quality 
standpoint. 
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Product Quality Microbiology Data Sheet 
 
A. 1. TYPE OF SUBMISSION:   Priority Review, Original NDA  

 
2. SUBMISSION PROVIDES FOR:  New Drug Bridion 

 
3. MANUFACTURING SITE:   Organon, Dublin, Ireland 
 
4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY:   100mg/mL, Intravenous injection. 
 
5. METHOD(S) OF STERILIZATION: . 
 
6. PHARMACOLOGICAL CATEGORY: Reversal of Neuromuscular 

blockade 
 

B. SUPPORTING/RELATED DOCUMENTS: None 
 

C. REMARKS:  The consult requests a priority review of Original NDA 22-225 for 
drug product Bridion.  The application is submitted as an electronic document for 
a PDUFA goal date on April 30, 2008. The IQA was filed on 12/27/07 by Parinda 
Jani.  

 
 
filename: C:\mydocuments\review\NDA\N022225R1 

(b) (4)
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MICROBIOLOGIST

The application is recommended for approval from microbiology product 
quality standpoint. 

Stephen Langille
3/3/2008 02:04:32 PM
MICROBIOLOGIST




