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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 
 
 
 

 Food and Drug Administration 
Silver Spring, MD  20993 

 

  

NDA 020478/S-029 
  
 APPROVAL LETTER  
 
AbbVie Inc. 
Attention: Robert Baker 

     Senior Manager, Regulatory Affairs 
1 N. Waukegan Road 
Dept. PA77/Bldg. AP30 
North Chicago, IL 60064 
 
 
Dear Mr. Baker:  
 
Please refer to your Supplemental New Drug Application (sNDA) dated and received June 25, 
2015, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for 
Ultane® (sevoflurane) Liquid.  
 
We acknowledge receipt of your amendments dated October 7 and October 14, 2015. 
 
This “Prior Approval” supplemental new drug application provides for the addition of AbbVie’s 
facility located in Campoverde, Italy as an alternate filling and packaging site for the  

 
 
We have completed our review of this supplemental new drug application, as amended. This 
supplement is approved.  
 
We remind you that you must comply with the requirements for an approved NDA set forth 
under 21 CFR 314.80 and 314.81.  
 
If you have any questions, please call Hongly La, Regulatory Business Process Manager, at 240-
402-8681.    
 

Sincerely,            
 
 
 

Ramesh Raghavachari, Ph.D.  
Chief, Branch I  
Division of Post Marketing Activities I  
Office of Lifecycle Drug Products  
Office of Pharmaceutical Quality  
Center for Drug Evaluation and Research    

(b) (4)
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previously approved (20478/S001, approved July 2, 1997), Thus the Ultane , labeling, including 
the PI, has already been reviewed and found acceptable. 
 
Evaluation: Adequate 
The applicant will not be asked to provide labeling for the  since Ultane  
drug product has already been approved. 
 
Overall Evaluation: Adequate 
The proposed Ultane with  was previously approved in 20478/S001 (July 2, 1997).  
AbbVie has stated, in the October 7, 2015 20478/S029 amendment (SDN540), that the Ultane  
closure approved in S001 is identical to the Ultane  described in the current supplemental 
application.  The latter will be manufacture at AbbVie’s Campoverde manufacturing facility.  AbbVie has 
provided adequate data to support the conclusion the Campoverde facility is capable of reproducibly 
manufacturing Ultane with  drug product that is of comparable quality to the current 
approved drug product.  The Office of Process and Facilities (OPF) Division of Inspectional Assessment 
has issued an Approve Overall Application Recommendation with respect to the Campoverde, Italy (FEI: 
3002806277) facility for the manufacture of Ultane with  drug product. 
 

18. CONCLUSIONS & RECOMMENDATIONS: Recommend issuing approval letter. 
 
19. REVIEWER NAME SIGNATURE  DATE COMPLETED 
 
 Lorenzo A. Rocca 

 
Signed Electronically 

 

  

 
20. BRANCH CHIEF NAME SIGNATURE  DATE COMPLETED 
 
 Ramesh Raghavachari 

 
Signed Electronically 

 

  

 
cc: 
OLDP/RRaghavachari 
OLDP/LRocca 
PM/OPQ/HLa 
 
F/T by: LRocca, File: C:Data\LR\Supplement\n20478pm\S029(PAS)\20478_S-029Review1.doc 
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Sent: 09/28/2015 11:21:49 AM

To: robert.j.baker@abbvie.com

CC: hongly.la@fda.hhs.gov

BCC: 

Subject: INFORMATION REQUEST NDA 020478

 

 

 

NDA 020478/S-029

Prior Approval Supplement               

 

Dear Mr. Baker,

 

We have the following Information Request concerning sNDA 020478/S-029 dated June 25,

2015. We request a prompt response to this IR request no later than Friday October 2,

2015.

 

.

 

Please confirm receipt of this Information Request to hongly.la@fda.hhs.gov. Also, please

provide me with a courtesy copy via e-mail when you submit your official amendment.

Note: Official amendment needs to be submitted by due date in order to be included in the

review cycle. If you have any questions or comments, please contact me.

 

Best regards,

Hongly La, Pharm.D, MBA

Regulatory Business Process Manager

Office of Program and Regulatory Operations
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             Food and Drug Administration 
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FDA/CDER/OPQ

240-402-8681 (office)

hongly.la@fda.hhs.gov



From: Dong, Zedong
To: La, Hongly; Knight, Yvonne
Cc: Rocca, Lorenzo A; Dong, Zedong
Subject: NDA 20478/S029 IQA
Date: Wednesday, July 29, 2015 10:58:04 PM

Hi Ly and Lorenzo,

The supplement provides for the addition of AbbVie’s facility located in Campoverde, Italy as
an alternate filling and packaging site for the .  A brief validation report is
provided, together batch analysis (three batches) and stability data (18 months under long
term and 6 months under accelerated conditions for three batches). 

The facility info for the new site (Abbvie SRL, S.R. 148 Pontina Km 52 Snc, Campoverde di
Aprilia, Italy 04011, FEI 3002806277) needs to be entered into Panorama.

Thanks,

Zedong

(b) (4)




