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ACTION PACKAGE CHECKLIST 

APPLICATION INFORMATION1

NDA #   208799
BLA #        

NDA Supplement #        
BLA Supplement #        

If NDA, Efficacy Supplement Type:        
(an action package is not required for SE8 or SE9 supplements)

Proprietary Name:              AirDuo RespiClick 
Established/Proper Name:  Fluticasone Propionate and 
                                    Salmeterol Xinafoate 

Dosage Form:          Inhalation Powder

Applicant:  Teva Pharmaceutical Industries Ltd.
Agent for Applicant (if applicable):  Teva Branded 
Pharmaceutical Products R&D Inc.

RPM:  Laura Musse Division:  Pulmonary, Allergy, and Rheumatology 
Products

NDA Application Type:    505(b)(1)     505(b)(2)
Efficacy Supplement:        505(b)(1)     505(b)(2)

BLA Application Type:    351(k)     351(a)
Efficacy Supplement:       351(k)     351(a)

For ALL 505(b)(2) applications, two months prior to EVERY action: 

 Review the information in the 505(b)(2) Assessment and submit 
the draft2 to CDER OND IO for clearance.  

 Check Orange Book for newly listed patents and/or 
exclusivity (including pediatric exclusivity)  

 No changes     
 New patent/exclusivity  (notify CDER OND IO)   

Date of check: January 27, 2017

Note: If pediatric exclusivity has been granted or the pediatric 
information in the labeling of the listed drug changed, determine whether 
pediatric information needs to be added to or deleted from the labeling of 
this drug. 

 Actions

 Proposed action
 User Fee Goal Date is  January 28, 2017   AP          TA       CR    

 Previous actions (specify type and date for each action taken)                  None         
 If accelerated approval or approval based on efficacy studies in animals, were promotional 

materials received?
Note:  Promotional materials to be used within 120 days after approval must have been 
submitted (for exceptions, see 
http://www fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guida
nces/ucm069965.pdf).  If not submitted, explain      

  Received

 Application Characteristics 3

1 The Application Information Section is (only) a checklist.  The Contents of Action Package Section (beginning on page 2) lists 
the documents to be included in the Action Package.
2 For resubmissions, 505(b)(2) applications must be cleared before the action, but it is not necessary to resubmit the draft 505(b)(2) 
Assessment to CDER OND IO unless the Assessment has been substantively revised (e.g., new listed drug, patent certification 
revised).
3 Answer all questions in all sections in relation to the pending application, i.e., if the pending application is an NDA or BLA 
supplement, then the questions should be answered in relation to that supplement, not in relation to the original NDA or BLA.  
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 Clinical Reviews

 Clinical Team Leader Review(s) (indicate date for each review)   No separate review   

 Clinical review(s) (indicate date for each review) May 27, 2016, October 26, 2016

 Social scientist review(s) (if OTC drug) (indicate date for each review)   None         
 Financial Disclosure reviews(s) or location/date if addressed in another review
                                                           OR
        If no financial disclosure information was required, check here  and include a            
        review/memo explaining why not (indicate date of review/memo)

Primary Review page 20/Section 
3/3.3 October 26, 2016

 Clinical reviews from immunology and other clinical areas/divisions/Centers (indicate 
date of each review)5   None    

 Controlled Substance Staff review(s) and Scheduling Recommendation (indicate date of 
each review)   N/A    

 Risk Management
 REMS Documents and REMS Supporting Document (indicate date(s) of 

submission(s))
 REMS Memo(s) and letter(s) (indicate date(s))
 Risk management review(s) and recommendations (including those by OSE and 

CSS) (indicate date of each review and indicate location/date if incorporated 
into another review)

     

     

  None   

 OSI Clinical Inspection Review Summary(ies) (include copies of OSI letters to 
investigators)   November 4, 2016

Clinical Microbiology                  None
 Clinical Microbiology Team Leader Review(s) (indicate date for each review)   No separate review  

Clinical Microbiology Review(s) (indicate date for each review)   None    

Biostatistics                                   None
 Statistical Division Director  Review(s) (indicate date for each review)   No separate review   

Statistical Team Leader Review(s) (indicate date for each review)   No separate review   

Statistical Review(s) (indicate date for each review)      June 3, 2016
December 9, 2016

Clinical Pharmacology                 None
 Clinical Pharmacology Division Director Review(s) (indicate date for each review)   No separate review   

Clinical Pharmacology Team Leader Review(s) (indicate date for each review)   No separate review   

Clinical Pharmacology review(s) (indicate date for each review)     May 18, 2016 and  October 
28, 2016

 OSI Clinical Pharmacology Inspection Review Summary (include copies of OSI letters)   None requested   

5 For Part 3 combination products, all reviews from the reviewing Center(s) should be entered into the official archive (for further 
instructions, see “Section 508 Compliant Documents:  Process for Regulatory Project Managers” located in the CST electronic 
repository).  
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Day of Approval Activities

 For all 505(b)(2) applications:
 Check Orange Book for newly listed patents and/or exclusivity (including 

pediatric exclusivity)

  No changes
  New patent/exclusivity (Notify 

CDER OND IO)

 Finalize 505(b)(2) assessment   Done

 For Breakthrough Therapy (BT) Designated drugs:
 Notify the CDER BT Program Manager

  Done
(Send email to CDER OND IO)

 For products that need to be added to the flush list (generally opioids): Flush List 
 Notify the Division of Online Communications, Office of Communications

  Done

 Send a courtesy copy of approval letter and all attachments to applicant by fax or secure 
email

  Done

 If an FDA communication will issue, notify Press Office of  approval action after 
confirming that applicant received courtesy copy of approval letter 

  Done

 Ensure that proprietary name, if any, and established name are listed in the 
Application Product Names section of DARRTS, and that the proprietary name is 
identified as the “preferred” name

  Done

 Ensure Pediatric Record is accurate   Done

 Send approval email within one business day to CDER-APPROVALS   Done

Reference ID: 4047894
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NDA 208799- fluticasone propionate/salmeterol 
TEVA 
 

 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Drug Evaluation II 

 

ELECTRONIC CORRESPONDENCE 

 
DATE: January 18, 2017   

To:  Michael J. McGraw, PharmD, MS 
 Senior Director, Global Regulatory Affairs 

 From: Laura Musse, RN, MS, CRNP 
Regulatory Health Project Manager 

Company: Teva Branded Pharmaceutical 
Products R&D, Inc. 

  Division of Pulmonary, Allergy, and 
Rheumatology Products 

Fax number:    (610) 786-7051   Fax number:       (301) 796-9728 

Phone number: (610) 727-6136   Phone number:   (240) 402-3720 

Subject:  NDA 208799- fluticasone propionate/salmeterol Inhalation Powder, Information Request for 
Labeling 

Total no. of pages including cover: 56   

Comments:  Please confirm document receipt via email: laura.musse@fda.hhs.gov  
                                                                             

Document to be emailed to Mike.McGraw@tevapharm.com 

 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE 
LAW. 
If you are not the addressee, or a person authorized to deliver this document to the addressee, 
you are hereby notified that any review, disclosure, dissemination, copying, or other action 
based on the content of this communication is not authorized.  If you have received this 
document in error, please notify us immediately by telephone at 240-402-3720.  Thank you.

Reference ID: 4044435





NDA 208799- fluticasone propionate/salmeterol 
TEVA 
 
 
 
 
 
Review/History Clearance  
Drafted by: L. Musse       Date: January 17, 2017 
Clearance:  S. Barnes       Date: January 18, 2017 
Finalized:   L. Musse    Date: January 18, 2017 
File Name: Labeling IR  Date: January 18, 2017 
 
 

Reference ID: 4044435

53 Page(s) of Draft Labeling have been Wittheld in Full as b4 (CCI/TS) 
immediately following this page
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NDA 208798-Fluticasone Propionate 
NDA 208799- Fluticasone Propionate/Salmeterol 
TEVA 

 

 
 

 
NDA 208798-Fluticasone Propionate 
NDA 208799- Fluticasone Propionate/Salmeterol 
TEVA 

 

 
 
 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Drug Evaluation II 

 
 
 
 
 
 

F A C S IM IL E  T R A N S M IT T A L  S H EET  
 
 
DATE: January 5, 2017 

 
To:  Michael J. McGraw, PharmD, MS 

Senior Director, Global Regulatory Affairs 
From:  Laura Musse, RN, MS, CRNP 

Regulatory Health Project Manager 
Company: Teva Branded Pharmaceutical 

Products R&D, Inc. 
Division of Pulmonary, Allergy, and 
Rheumatology Products 

Fax number: (610) 786-7051 Fax number: (301) 796-9728 

Phone number: (610) 727-6136 Phone number:  (240) 402-3720 

Subject:   NDA 208798-Fluticasone Propionate and NDA 208799- fluticasone propionate/salmeterol 
  Inhalation Powder, Information Request for Labeling   

 

Total no. of pages including cover:77 
 
Comments: Please confirm document receipt via email: laura.musse@fda.hhs.gov 

 
 
 
 
 
 
Document to be mailed: YES X- NO 

 
 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE 
LAW. 

 

If you are not the addressee, or a person authorized to deliver this document to the addressee, 
you are hereby notified that any review, disclosure, dissemination, copying, or other action 
based on the content of this communication is not authorized.  If you have received this 
document in error, please notify us immediately by telephone at 240-402-3720.  Thank you. 

Reference ID: 4037738



NDA 208798-Fluticasone Propionate 
NDA 208799- Fluticasone Propionate/Salmeterol 
TEVA 

 

 

 
 
Your submission dated March 29, 2016 to NDA 208799, is currently under review.  The 
enclosed label contains the Division’s edits to your propose package insert (PI) and carton and 
container label.  The Division's proposed insertions are underlined; deletions are in strike-outs. 
These comments are not all-inclusive and we may have additional comments as we continue 
our review.  We also have the following comments: 

 
At this time, a response to this labeling information request is not expected.  The proposed 
labeling edits will be discussed on Monday, January 9, 2017, during the scheduled labeling 
teleconference. 

 
Please acknowledge receipt of this facsimile via phone or email.  If you have any questions, 
please contact Laura Musse, Regulatory Project Manager, at 240-402-3720. 

Reference ID: 4037738

75 Page(s) of Draft Labeling have been Wittheld in Full as b4 
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Review/History Clearance 
Drafted by: L. Musse Date: January 5, 2017 
Clearance: S. Barnes Date: January 5, 2017 
Finalized:   L. Musse Date: January 5, 2017 
File Name: Labeling IR Date: January 5, 2017 
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NDA 208798-Fluticasone Propionate
NDA 208799- Fluticasone Propionate/Salmeterol
TEVA

Food and Drug Administration
Center for Drug Evaluation and Research
Office of Drug Evaluation II

FACSIMILE TRANSMITTAL SHEET

DATE: January  5, 2017

To:  Michael J. McGraw, PharmD, MS
 Senior Director, Global Regulatory Affairs

From: Laura Musse, RN, MS, CRNP
Regulatory Health Project Manager

Company: Teva Branded Pharmaceutical 
Products R&D, Inc.

Division of Pulmonary, Allergy, and 
Rheumatology Products

Fax number:    (610) 786-7051  Fax number:       (301) 796-9728

Phone number: (610) 727-6136  Phone number:   (240) 402-3720

Subject:  NDA 208798-Fluticasone Propionate and NDA 208799- fluticasone propionate/salmeterol 
                       Inhalation Powder, 505(b)(2) Information Requests

Total no. of pages including cover: 3

Comments:  Please confirm document receipt via email: laura.musse@fda.hhs.gov

 
                                                                            

Document to be mailed: YES X-  NO

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE 
LAW.
If you are not the addressee, or a person authorized to deliver this document to the addressee, 
you are hereby notified that any review, disclosure, dissemination, copying, or other action 
based on the content of this communication is not authorized.  If you have received this 
document in error, please notify us immediately by telephone at 240-402-3720.  Thank you.

Reference ID: 4037734



NDA 208798-Fluticasone Propionate
NDA 208799- Fluticasone Propionate/Salmeterol
TEVA

Your submissions dated March 28 and 29, 2016 to NDA’s 208798 and 208799, are currently 
under review.  We have the following requests for information. 

Please provide a response to the requests by email (Laura.Musse@fda.hhs.gov) or facsimile 
(301-796-9728), by Monday, January 9, 2017.  Your response must also be submitted formally to 
both NDA’s shortly thereafter.  If you have any questions, please contact Laura Musse, 
Regulatory Project Manager, at 240-402-3720.

Reference ID: 4037734
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NDA 208799- Fluticasone Propionate/Salmeterol
TEVA

Review/History Clearance 
Drafted by: L. Musse     Date: January 5, 2017
Clearance:  S. Barnes     Date: January 5, 2017
Finalized:   L. Musse  Date: January 5, 2017
File Name: 505B2 IR Date: January 5, 2017
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NDA 208798-Fluticasone Propionate
NDA 208799- Fluticasone Propionate/Salmeterol
TEVA

Food and Drug Administration
Center for Drug Evaluation and Research
Office of Drug Evaluation II

FACSIMILE TRANSMITTAL SHEET

DATE: January 5, 2017

To:  Michael J. McGraw, PharmD, MS
 Senior Director, Global Regulatory Affairs

From: Laura Musse, RN, MS, CRNP
Regulatory Health Project Manager

Company: Teva Branded Pharmaceutical Products 
R&D, Inc.

Division of Pulmonary, Allergy, and 
Rheumatology Products

Fax number:    (610) 786-7051  Fax number:       (301) 796-9728

Phone number: (610) 727-6136  Phone number:   (240) 402-3720

Subject: NDA 208798-Fluticasone Propionate and NDA 208799- fluticasone propionate/salmeterol 
Inhalation Powder, Information Request for Labeling Information Request for PMR/PMC 
Commitment.

Total no. of pages including cover: 2

Comments: Document to be faxed.

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE 
LAW.
If you are not the addressee, or a person authorized to deliver this document to the addressee, 
you are hereby notified that any review, disclosure, dissemination, copying, or other action 
based on the content of this communication is not authorized.  If you have received this 
document in error, please notify us immediately by telephone at 240-402-3720.  Thank you.

Reference ID: 4037647



Your original submissions, dated March 28 and 29, 2016 to NDAs 208798 and 208799, are 
currently under review.  We have the following request for information:

We request written confirmation of your agreement to conduct the following post-marketing 
studies and to the scheduled milestones listed below: 

1. Pharmacokinetic Study: 
 Conduct a double-blind (incorporating an open-label comparator), 

3-period, crossover study to determine the pharmacokinetic profile and tolerability of 
single doses of Fp MDPI and FS MDPI compared to Advair Diskus in patients with 
persistent asthma 4 through 11 years of age.

Final Report Submission: December 2019

2. Safety Study:
 Conduct a 12-week, randomized, double-blind, placebo-

controlled, efficacy and safety study of Fp MDPI compared with FS MDPI in patients 
with persistent asthma 4 through 11 years of age.

Trial Completion: May 2019
Final Report Submission: December 2019

Respond to this information request by email (Laura.Musse@fda.hhs.gov) or facsimile (301-
796-9728), by Friday January 13, 2017.  Your response must also be submitted formally to 
the NDA shortly thereafter.  If you have any questions, please contact Laura Musse, 
Regulatory Health Project Manager, at 240-402-3720.

Reference ID: 4037647

(b) (4)

(b) (4)



Review/History Clearance From

Drafted by:      LMusse Date: January 4, 2017
Revised by: SBarnes Date: January 4, 2017
Clearance:       SBarnes Date: January 4, 2017

SSeymour Date: January 5, 2017
Finalized:   LMusse  Date: January 5, 2017
File Name: PMC/PMR Commitment Date: January 5, 2017

Reference ID: 4037647
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signature.
---------------------------------------------------------------------------------------------------------
/s/
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LAURA MUSSE
01/05/2017
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Drug Evaluation II 

 

FACSIMILE TRANSMITTAL SHEET 

 
DATE: November 30, 2016   

To:  Michael J. McGraw, PharmD, MS 
 Senior Director, Global Regulatory Affairs 
 

 From: CDR Sadaf Nabavian 
Sr. Regulatory Project Manager for Laura 
Musse 

Company:  Teva Branded Pharmaceutical 
 Products R&D, Inc. 
 

  Division of Pulmonary, Allergy, and  
Rheumatology Drug Products 

Fax number: 610-786-7051   Fax number: 301-796-9728 

Phone number: 610-727-6136   Phone number: 301-796-2300 

Subject:  NDA 208798     
 

and NDA 208799; FDA Information Request 

Total no. of pages including cover: 3 

Comments: Please confirm receipt. Thanks. 
 

Document to be mailed:  YES  xNO 

 

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED 
AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW. 

If you are not the addressee, or a person authorized to deliver this document to the 
addressee, you are hereby notified that any review, disclosure, dissemination, 
copying, or other action based on the content of this communication is not 
authorized.  If you have received this document in error, please notify us 
immediately by telephone at (301) 796-2300.  Thank you.

Reference ID: 4020972



NDA 208798/Fluticasone Propionate  
NDA 208799/Fluticasone Propionate and Salmeterol 
Teva Branded Pharmaceutical Products R&D, Inc. 
 
Dear Dr. McGraw: 
 
Your submissions dated March 28, 2016, to NDA 208798, and dated March 29, 2016, to 
NDA 208799, are currently under review and we have the following comments. 
 

1. Provide the total number of sites and the number of sites that were located in the 
United States for Studies FPS-201, FPS-202, FSS-AS-301 and FSS-AS-30017. 
 

2. Submit your primary analysis programs that you used to generate Summary Table 
15.2.1.1 (Study FpS-AS-201) and Table 15.2.1.1 (Study FpS-AS-202) in your 
clinical study reports. 

 
Submit your responses to me via telephone facsimile to 301-796-9728 or email at 
Sadaf.Nabavian@fda.hhs.gov by COB, December 9, 2016.  Your responses will 
subsequently need to be submitted officially to the NDAs.  If you have any questions, 
please contact Sadaf Nabavian, Senior Regulatory Project Manager, at 301-796-2777. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Reference ID: 4020972



 
 
 
 
Drafted by: SNabavian/11.30.2016 
 
Cleared by: SBarnes/11.30.2016 
                  
Finalized by: SNabavian/11.30.2016 
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NDA 208799- Fluticasone Propionate/Salmeterol 
TEVA 
 

 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Drug Evaluation II 

 

FACSIMILE TRANSMITTAL SHEET 

 
DATE: November 24, 2016   

To:  Michael J. McGraw, PharmD, MS 
 Senior Director, Global Regulatory Affairs 

 From: Laura Musse, RN, MS, CRNP 
Regulatory Health Project Manager 

Company: Teva Branded Pharmaceutical 
Products R&D, Inc. 

  Division of Pulmonary, Allergy, and 
Rheumatology Products 

Fax number:     (610) 786-7051   Fax number:       (301) 796-9728 

Phone number: (610) 727-6136   Phone number:   (240) 402-3720 

Subject:  NDA 208799- fluticasone propionate/salmeterol  Inhalation Powder, Information Request for 
 Labeling 

Total no. of pages including cover:51  

Comments:  Please confirm document receipt via email: laura.musse@fda.hhs.gov 

  
                                                                             

Document to be mailed:  YES  X-  NO 

 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE 
LAW. 
If you are not the addressee, or a person authorized to deliver this document to the addressee, 
you are hereby notified that any review, disclosure, dissemination, copying, or other action 
based on the content of this communication is not authorized.  If you have received this 
document in error, please notify us immediately by telephone at 240-402-3720.  Thank you.

Reference ID: 4018686





NDA 208799- Fluticasone Propionate/Salmeterol 
TEVA 
 
 
Please provide a response to the requests by email (Laura.Musse@fda.hhs.gov) or facsimile 
(301-796-9728), by COB on Wednesday, December 7, 2016.  Your response must also be 
submitted formally to the NDA shortly thereafter.  If you have any questions, please contact 
Laura Musse, Regulatory Project Manager, at 240-402-3720. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Reference ID: 4018686

49 Page(s) of Draft Labeling have been Wittheld in Full as b4 (CCI/TS) 
immediately following this page



NDA 208799- Fluticasone Propionate/Salmeterol 
TEVA 
 
 
 
Review/History Clearance  
Drafted by: L. Musse       Date: 11/22/16 
Clearance:  S. Barnes       Date: 11/22/16 
Finalized:   L. Musse    Date: 11/24/16 
File Name: Label IR #1   Date: 11/24/16 
 

Reference ID: 4018686
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

NDA 208799

FILING COMMUNICATION – 
NO FILING REVIEW ISSUES IDENTIFIED

Teva Pharmaceutical Industries Ltd.
c/o Teva Branded Pharmaceutical Products R&D Inc.
41 Moores Road
Frazer, PA 19355

Attention: Michael J. McGraw, PharmD, MS
                 Senior Director, Global Regulatory Affairs

Dear Dr. McGraw:

Please refer to your  New Drug Application (NDA) dated March 29, 2016, received March 29, 
2016, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act 
(FDCA), for fluticasone propionate/salmeterol, inhalation power,  55, 113, and 232 mcg 
combined with a fixed dose of  mcg of salmeterol.

We also refer to your amendments dated June 1, 3, and 6, 2016. 

We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Standard.  Therefore, the user fee goal date is May 27, 2016.  

We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, mid-
cycle, team and wrap-up meetings).  Please be aware that the timelines described in the guidance 
are flexible and subject to change based on workload and other potential review issues (e.g., 
submission of amendments).  We will inform you of any necessary information requests or status 
updates following the milestone meetings or at other times, as needed, during the process.  If 
major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing commitment requests by January 9, 2017. 

At this time, we are notifying you that, we have not identified any potential review issues.  
Please note that our filing review is only a preliminary evaluation of the application and is not 
indicative of deficiencies that may be identified during our review.

Reference ID: 3950347

(b) (4)



NDA 208799
Page 2

We request that you submit the following information: 

1. Change the acceptance criteria for the related substances to have the same values at 
release and stability.

2. If the wider acceptance criteria have been used to calculate the shelf-life, recalculate 
the shelf life to take into account the acceptance criteria at release.

PRESCRIBING INFORMATION 

Your proposed prescribing information (PI) must conform to the content and format regulations 
found at 21 CFR 201.56(a) and (d) and 201.57.  As you develop your proposed PI, we encourage 
you to review the labeling review resources on the PLR Requirements for Prescribing 
Information and PLLR Requirements for Prescribing Information websites including: 

 The Final Rule (Physician Labeling Rule) on the content and format of the PI for human 
drug and biological products 

 The Final Rule (Pregnancy and Lactation Labeling Rule) on the content and format of 
information in the PI on pregnancy, lactation, and females and males of reproductive 
potential 

 Regulations and related guidance documents 
 A sample tool illustrating the format for Highlights and Contents 
 The Selected Requirements for Prescribing Information (SRPI) − a checklist of important 

format items from labeling regulations and guidances and
 FDA’s established pharmacologic class (EPC) text phrases for inclusion in the Highlights 

Indications and Usage heading.  

Please respond only to the above requests for information.  While we anticipate that any response 
submitted in a timely manner will be reviewed during this review cycle, such review decisions 
will be made on a case-by-case basis at the time of receipt of the submission.

PROMOTIONAL MATERIAL

You may request advisory comments on proposed introductory advertising and promotional 
labeling.  Please submit, in triplicate, a detailed cover letter requesting advisory comments (list 
each proposed promotional piece in the cover letter along with the material type and material 
identification code, if applicable), the proposed promotional materials in draft or mock-up form 
with annotated references, and the proposed package insert (PI), Medication Guide, and patient 
PI (as applicable).  Submit consumer-directed, professional-directed, and television 
advertisement materials separately and send each submission to:
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OPDP Regulatory Project Manager
Food and Drug Administration 
Center for Drug Evaluation and Research
Office of Prescription Drug Promotion (OPDP)
5901-B Ammendale Road
Beltsville, MD 20705-1266

Alternatively, you may submit a request for advisory comments electronically in eCTD format. 
For more information about submitting promotional materials in eCTD format, see the draft 
Guidance for Industry (available at:  
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/U
CM443702.pdf).

Do not submit launch materials until you have received our proposed revisions to the package 
insert (PI), Medication Guide, and patient PI (as applicable), and you believe the labeling is close 
to the final version.  

For more information regarding OPDP submissions, please see 
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm.  If you have any 
questions, call OPDP at 301-796-1200.

REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable.

Pediatric studies conducted under the terms of section 505B of the Federal Food, Drug, and 
Cosmetic Act (the Act) may also qualify for pediatric exclusivity under the terms of section 
505A of the Act.  If you wish to qualify for pediatric exclusivity please consult the Division of 
Pulmonary, Allergy, and Rheumatology Products.  Please note that satisfaction of the 
requirements in section 505B of the Act alone may not qualify you for pediatric exclusivity 
under 505A of the Act.

We acknowledge receipt of your request for a partial waiver of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial waiver 
request is denied.

We acknowledge receipt of your request for a partial deferral of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial deferral 
request is denied.

If you have any questions, contact Laura Musse, Regulatory Health Project Manager, at (240) 
402-3720.
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Sincerely,

{See appended electronic signature page}

Badrul A. Chowdhury, M.D., Ph.D.
Director
Division of Pulmonary, Allergy, and Rheumatology 
Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research
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NDA 208798-Fluticasone Propionate
NDA 208799- Fluticasone Propionate/Salmeterol
TEVA

Food and Drug Administration
Center for Drug Evaluation and Research
Office of Drug Evaluation II

FACSIMILE TRANSMITTAL SHEET

DATE: May 27, 2016

To:  Michael J. McGraw, PharmD, MS
 Senior Director, Global Regulatory Affairs

From: Laura Musse, RN, MS, CRNP
Regulatory Health Project Manager

Company: Teva Branded Pharmaceutical 
Products R&D, Inc.

Division of Pulmonary, Allergy, and 
Rheumatology Products

Fax number:    (610) 786-7051  Fax number:       (301) 796-9728

Phone number: 610) 727-6136  Phone number:   (240) 402-3720

Subject:  NDA 208798-Fluticasone Propionate and NDA 208799- Fluticasone Propionate/Salmeterol, 
                       Inhalation Powder, Information Request

Total no. of pages including cover: 3

Comments:  Please confirm document receipt via email: laura.musse@fda.hhs.gov

 
                                                                            

Document to be mailed: YES X-  NO

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER APPLICABLE 
LAW.
If you are not the addressee, or a person authorized to deliver this document to the addressee, 
you are hereby notified that any review, disclosure, dissemination, copying, or other action 
based on the content of this communication is not authorized.  If you have received this 
document in error, please notify us immediately by telephone at 240-402-3720.  Thank you.
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Your submissions, dated March 28 and 29, 2016 to NDA 208798 and 208799, are currently 
under review.  We have the following requests for information:

1. Provide the total number of investigators provided in Form 3455 for each application.

2. Provide the number of investigators listed in Form 3455 who are sponsor employees, 
including both full and part-time employees for each application.

If the above information is already included in the submission, clarify the location.

Please provide a response to the requests by email (Laura.Musse@fda.hhs.gov) or facsimile 
(301-796-9728), by 12 noon on Monday, June 9, 2016.Your response must also be submitted 
formally to the NDA shortly thereafter.  If you have any questions, please contact Laura Musse, 
Regulatory Project Manager, at 240-402-3720.
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Review/History Clearance 
Drafted by: L. Musse     Date: 5/27/16
Clearance:  S. Barnes     Date: 5/27/16
Finalized:   L. Musse  Date: 5/27/16
File Name: Clinical IR Date: 5/27/16
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

NDA 208799

PROPRIETARY NAME
ACKNOWLEDGEMENT

Teva Pharmaceutical Industries Ltd.
c/o Teva Branded Pharmaceutical Products R&D, Inc.
41 Moores Road
Frazer, PA 19355

ATTENTION: Michael J. McGraw, PharmD, MS
Senior Director, Global Regulatory Affairs

Dear Dr. McGraw:

Please refer to your New Drug Application (NDA) dated and received March 29, 2016, 
submitted under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for Fluticasone 
Propionate and Salmeterol Xinafoate Inhalation Powder, 55/14 mcg, 113/14 mcg and
 232/14 mcg.

We acknowledge receipt of your correspondence, dated and received March 29, 2016, requesting 
a review of your proposed proprietary name, AirDuo RespiClick.  

If the application is filed, the user fee goal date will be June 27, 2016.

If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Michael Sinks, Safety Regulatory Project Manager in 
the Office of Surveillance and Epidemiology, at (240) 402-2684.  For any other information 
regarding this application, contact Laura Musse, Regulatory Project Manager, in the Office of 
New Drugs at (240) 402-3720.  

Sincerely,

{See appended electronic signature page}

Michael Sinks, PharmD
Safety Regulatory Project Manager
Office of Surveillance and Epidemiology
Center for Drug Evaluation and Research
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 
 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 
NDA 208799  

NDA ACKNOWLEDGMENT 
 
Teva Pharmaceutical Industries Ltd. 
c/o Teva Branded Pharmaceutical Products R&D Inc. 
41 Moores Road 
Frazer, PA 19355 
 
Attention: Michael J. McGraw, PharmD, MS 

Senior Director, Global Regulatory Affairs  
 
Dear Dr. McGraw: 
 
We have received your New Drug Application (NDA) submitted pursuant to section 505(b)(2) of 
the Federal Food, Drug, and Cosmetic Act (FDCA) for the following: 
 
Name of Drug Product: Fluticasone Propionate/Salmeterol Inhalation Powder 
 
Date of Application: March 29, 2016 
 
Date of Receipt: March 29, 2016 
 
Our Reference Number:  NDA 208799 
 
Unless we notify you within 60 days of the receipt date that the application is not sufficiently 
complete to permit a substantive review, we will file the application on May 28, 2016, in 
accordance with 21 CFR 314.101(a). 
 
If you have not already done so, promptly submit the content of labeling [21 CFR 314.50(l)(1)(i)  
in structured product labeling (SPL) format as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  Failure 
to submit the content of labeling in SPL format may result in a refusal-to-file action under 21 
CFR 314.101(d)(3).  The content of labeling must conform to the content and format 
requirements of revised 21 CFR 201.56-57. 
 
You are also responsible for complying with the applicable provisions of sections 402(i) and 
402(j) of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was 
amended by Title VIII of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) (Public Law No, 110-85, 121 Stat. 904). 
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The NDA number provided above should be cited at the top of the first page of all submissions 
to this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Pulmonary, Allergy, and Rheumatology Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
 

Secure email between CDER and applicants is useful for informal communications when 
confidential information may be included in the message (for example, trade secrets or patient 
information).  If you have not already established secure email with the FDA and would like to 
set it up, send an email request to SecureEmail@fda.hhs.gov.  Please note that secure email may 
not be used for formal regulatory submissions to applications. 
 
If you have any questions, call me at (240) 402-3720. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Laura Musse, R.N., M.S., C.R.N.P. 
Regulatory Health Project Manager 
Division of Pulmonary, Allergy, and Rheumatology 
Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 
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