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BIOEQUIVALENCY AMENDMENT 
 
ANDA  77-538 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (301-594-0320) 
 

 
  
APPLICANT:  Apotex Corporation 
 
ATTN:  Tammy McIntire 
 
FROM:  Aaron Sigler 

TEL: 954-349-4200 
 
FAX: 954-349-4233 
 
PROJECT MANAGER: (240) 276-8782 

 
Dear Madam: 
 
This facsimile is in reference to the bioequivalency data submitted on February 28, 2005, pursuant to Section 505(j) 
of the Federal Food, Drug, and Cosmetic Act for Fluticasone Propionate Nasal Spray, 50 mcg.  
 
The Division of Bioequivalence has completed its review of the submission(s) referenced above and has identified 
deficiencies which are presented on the attached page.  This facsimile is to be regarded as an official FDA 
communication and unless requested, a hard-copy will not be mailed. 
   
You should submit a response to these deficiencies in accord with 21 CFR 314.96.   Your amendment should 
respond to all the deficiencies listed.  Facsimiles or partial replies will not be considered for review, nor will the 
review clock be reactivated until all deficiencies have been addressed.  Your cover letter should clearly indicate that 
the response is a "Bioequivalency Amendment" and clearly identify any new studies (i.e., fasting, fed, multiple 
dose, dissolution data, waiver or dissolution waiver) that might be included for each strength.  We also request that 
you include a copy of this communication with your response.  Please submit a copy of your amendment in both an 
archival (blue) and a review (orange) jacket.  Please direct any questions concerning this communication to the 
project manager identified above. 
 
SPECIAL INSTRUCTIONS: 
 
 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND 
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW.   
If received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hereby notified that any disclosure, 
dissemination, copying, or other action to the content of this communication is not authorized.  If you have received this document in error, please immediately 
notify us by telephone and return it to us by mail at the above address. 
 



 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Barbara Davit
7/27/2007 05:40:47 PM
Signing for Dale P Conner







(b) (4)









(

 





 OGD APPROVAL ROUTING SUMMARY

ANDA # 77 538 ApplicantApotex Inc.
Drug Fluticasone Propionate Nasal Spray     Strength(s)50 ug/Spray

APPROVAL    TENTATIVE APPROVAL    SUPPLEMENTAL APPROVAL (NEW STRENGTH)    OTHER 

REVIEWER:       DRAFT Package  FINAL Package

1. Martin Shimer        
     Chief, Reg. Support Branch   

Contains GDEA certification:   Yes    No Determ. of Involvement? Yes   No 
(required if sub after 6/1/92) Pediatric Exclusivity System 

 RLD =      NDA#20 121
Patent/Exclusivity Certification: Yes    No       Date Checked Previously granted
If Para. IV Certification  did applicant        Nothing Submitted
Notify patent holder/NDA holder Yes    No  Written request issued   
Was applicant sued w/in 45 days:Yes    No � Study Submitted    
Has case been settled:          Yes    No Date settled:
Is applicant eligible for 180 day
Generic Drugs Exclusivity for each strength:  Yes    No 
Date of latest Labeling Review/Approval Summary
Any filing status changes requiring addition Labeling Review  Yes    No �� � � � �
Type of Letter:Full Approval 
Comments:No remaining patents or exclusivities protecting the RLD.  ANDA is eligible 

for Full Approval.

2.  Project Manager, Esther Chuh Team 2
 Review Support Branch         

Original Rec�d date3/1/2005 EER Status   Pending ��Acceptable  OAI �
Date Acceptable for Filing3/1/2005 Date of EER Status 7/26/2006
Patent Certification (type) II Date of Office Bio Review 9/6/2007
Date Patent/Exclus.expires11/01/20006 Date of Labeling Approv. Sum 10/25/2006
Citizens' Petition/Legal Case Yes  No ���
(If YES, attach email from PM to CP coord)

Date of Sterility Assur. App.  n/a���
Methods Val. Samples Pending  Yes  No 

First Generic                 Yes  No � MV Commitment Rcd. from Firm  Yes  No 
Priority Approval   Yes  No �
(If yes, prepare Draft Press Release, Email 
it to Cecelia Parise)

Modified release dosage form: Yes   No�
Interim Dissol. Specs in AP Ltr:  Yes 

Acceptable Bio reviews tabbed Yes  No �
Bio Review Filed in DFS:    Yes  No 
Suitability Petition/Pediatric Waiver
Pediatric Waiver Request Accepted ��Rejected �Pending
Previously reviewed and tentatively approved            Date
Previously reviewed and CGMP def. /NA Minor issued     Date

    Comments:

3. Labeling Endorsement  
 Reviewer:           Labeling Team Leader: 

 Comments: 
 ______________________________________________  
From:  Grace, John F   
Sent: Friday, July 06, 2007 3:01 PM 
To: Hoppes, Charles V; Chuh, Esther 
Subject: RE: ANDA 77 538  Apotex's Fluticasone 

concur

_____________________________________________
From:  Hoppes, Charles V   
Sent: Friday, July 06, 2007 3:01 PM 
To: Chuh, Esther; Grace, John F 

Date19 July 2007 Date9/12/07
InitialsMHS Initials rlw

Date7/15/2007 Date
Initialsec Initials

Date7/6/2007 Date 7/6/2007
Name/Initials Charlie Hoppes Name/Initials John Grace



Subject: RE: ANDA 77 538  Apotex's Fluticasone 

Labeling summary in DFS still reflects the most recently approved labeling for RLD, 
Flonase  NDA 20 121/S 030.  No new labeling supplements for Flonase appear in EDR and 
Drugs @ FDA still lists S 030 as last approved labeling.

Labeling OK for approval. 

4. David Read (PP IVs Only) Pre MMA  Language included � � Date 9/12/07
 OGD Regulatory Counsel,   Post MMA Language Included  � � Initialsrlw/for

Comments:N/.  No patents listed in the "Orange Book". 

5. Div. Dir./Deputy Dir.               
    Chemistry Div. I  

Comments:The CMC section is satisfactory for AP except for minor pending issue on 
MV.

6.  Frank Holcombe  First Generics Only    Date9/12/07
Assoc. Dir. For Chemistry       Initialsrlw/for

 Comments: (First generic drug review) 
 N/A.  Roxane's ANDA 76-504 for this drug product was approved on February 22, 2006. 

7.   Vacant          Date     
 Deputy Dir., DLPS         Initials     
 RLD = Flonase Nasal Spray (MDI)  0.05 mg/spray,   
            GlaxoSmithKline  NDA 20 121 

8.   Peter Rickman         Date9/12/07
     Director, DLPS         Initialsrlw/for

Para.IV Patent Cert: Yes ��No ;Pending Legal Action: Yes �No ��Petition: Yes  No
     Comments:In support of bioequivalence to Flonase/GSK, Apotex submitted a pK study, 

a clinical endpoint study, and in vitro studies.  The pK study was found acceptable 
by DBE 4/30/06.  In vitro studies were found acceptable 9/6/07.  The DSI inspection 
request to verify the validity of the cascade impaction request was cancelled.  The 
clinical study was found acceptable 8/10/07 (in DFS).  The statistical review 
supporting the clinical review was also found acceptable. 

FPL found acceptable 10/25/06 (in DFS), as endorsed 7/6/07. 

CMC found acceptable (Addendum #2 to Chemistry Review #3) 9/11/07.  Methods
validation was requested and is partially complete. 

OR

8. Robert L. West         Date 9/12/07
      Deputy Director, OGD        Initials RLWest
      Para.IV Patent Cert: Yes  No ; Pending Legal Action: Yes  No ; Petition: Yes  No
      Press Release Acceptable 
 Comments:Acceptable EES dated 7/26/06 (Verified 9/12/07).  No "OAI" Alerts noted. 

      There are no patents or exclusivity listed in the current "Orange Book" for this
      drug product. 

      All of the review issues having been satisfactorily addressed, this ANDA is 
      recommended for approval (Second generic approval). 

9.   Gary Buehler         Date 9/12/07
Director, OGD         Initials rlw/for
Comments:

Date9/11/07
InitialsRMP



First Generic Approval       PD or Clinical for BE      Special Scientific or Reg.Issue 
 Press Release Acceptable 

10. Project Manager, Esther Chuh Team  2    Date9/12/2007

Review Support Branch        Initials ec
Date PETS checked for first generic drug (just prior to notification to firm)

Applicant notification: 
 9:30 AM Time notified of approval by phone  
9:380AM Time approval letter faxed 

FDA Notification: 
9/12/2007 Date e mail message sent to "CDER OGDAPPROVALS� distribution list. 
9/12/2007 Date Approval letter copied to \\CDS014\DRUGAPP\ directory. 
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