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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Public Health Service  
Food and Drug Administration 
Center for Devices and Radiological Health 
Office of Compliance (OC) 

Date: September 26, 2016 (Updated 11/1/2016) 

To: Art Shaw, CDER, OPQ, ONDP, Arthur.Shaw@fda.hhs.gov 

CC:  Office of Combination Product at: combination@fda.gov  

Regulatory Business Program Manager (RBPM)/Regulatory 
Program Manager (RPM): Florence Aisida E-Mail: 
Bamidele.Aisida@fda.hhs.gov 
CDER/OPQ/OPF:  Juandria.Williams@fda.hhs.gov 

Through: Francisco Vicenty, REGO/DMQ/OC, CDRH, WO 66, Rm 3426, E- 
mail: Francisco.Vicenty@fda.hhs.gov 
Rakhi Dalal, REGO/DMQ/OC, CDRH, WO 66, Rm 3454, E-mail: 
Rakhi.Dalal@fda.hhs.gov 
 

 

From: Crystal Lewis, REGO/DMQ/OC, CDRH, WO 66, Rm 3452, E-mail: 
Crystal.lewis@fda.hhs.gov 

Applicant/Licensure: Teva Pharmaceutical Industries Ltd. 
5 Basel Street 
Petach Tikva, Israel 4951033 
FEI: 3002874027 
 

Submission (Type & 

Number): 

NDA 208798 

Combination Product Name: Fluticasone propionate 

Combination Product 

Intended Use: 

Product is intended for the treatment of asthma as a prophylactic      
therapy. 

Device Constituent (Type): Multidose Dry Powder Inhaler (MDPI) 

ICCR Number: ICC1600240 

ICCR Instruction (ICCR Form): Consultative Review 

Pre-Approval Facility 

Inspection: 

 

No 

See Inspection Guidance, ICCR Memo date, Page #14 

Documentation Review  Complete  

CDRH/OC Recommendation: Approvable 
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Responsibility – This manufacturer is the NDA 208798 holder and applicant and should conform to 
21 CFR Part 4 for the finished combination product.   This is also the correspondence address for 
the firm.  No inspectional history is available for the applicant at FEI# 3002874027. CDRH/OC 
recommends a post-approval inspection of the applicant at FEI 3002874027. 

 
Inspection Recommendation: 
An inspection is not required because: 

• No manufacturing activity for the combination product occurs at this site. 
 

2.   IVAX Pharmaceuticals (aka Teva Pharmaceuticals Ireland) 
Unit 301 Industrial Park, Cork Road 
Waterford, Ireland 999999 
FEI # 3002807777 

 
Responsibility – This manufacturer is responsible for the testing and release of raw materials, 
device and packaging components. This facility also performs manufacturing, packaging and 
in-process testing of the finished product. Testing and release of finished product, stability 
testing of finished product and batch release also occurs at this facility. 
 
Inspectional History – An analysis of the firm’s inspection history over the past 2 years showed 
an inspection was performed September 7- September 10, 2015. The inspection covered drugs 
and was classified NAI. 
 
NOTE: The firm is responsible for activities related to the manufacturing and development of the 
final combination product. Therefore the next inspection at the firm should cover compliance 
with applicable Quality System (QS – 21 CFR 820) requirements. (See Inspectional Guidance, p. 
12). 
 
Inspection Recommendation: 
An inspection is not required because: 

• A recent medical device inspection of the firm was acceptable. 
 
 
 
DOCUMENTATION REVIEW 
The application was searched for documents pertaining to applicable 21 CFR part 820 
regulations for this combination product.  
 
Management Control, 21 CFR 820.20 
(Updated 11/1/16) 
The firm has identified Teva Pharmaceuticals Ireland (TPI) as the site with the ultimate 
responsibility for the overall combination product.  Teva’s Quality Policy Document defines the 
firm’s management control procedures and describes the Pharmaceutical Quality System. The 
roles, responsibilities, and authorities of the Quality System for the entire organization are 
defined in the Quality Policy document.  Additional documents included in TPI’s management 
controls include:  Responsibilities of the Quality Unit Charter, Quality Council, Compiling and 
Reviewing Annual Product Reviews, Annual Reports and Product Quality Reviews. See figure 2 for 
a high level organizational structure of the firm’s quality management.  

 

Reference ID: 4044153
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Prepared: Clewis: 9/26/16, 11/1/16, 11/10/16, 11/16/16 
Reviewed:  RDalal: 9/27/2016, 10/5/2016, 12/01/2016 
 
CTS No.: ICC1600240 
NDA 208798 
 
 
 
Review Cycle Meeting Attendance: 
None 
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Inspectional Guidance 
Firm to be inspected: 
1. IVAX Pharmaceuticals (aka Teva Pharmaceuticals Ireland) 
Unit 301 Industrial Park, Cork Road 
Waterford, Ireland 999999 
FEI # 3002807777 

 
CDRH recommends that during the next inspection of Teva Pharmaceuticals Ireland, Waterford, 
Ireland (FEI #3002807777), a comprehensive baseline inspection focusing on Management 
Responsibility (21 CFR 820.20), Purchasing Controls (21 CFR 820.50), CAPA (21 CFR 820.100), 
Final Acceptance Activities (21 CFR 820.80), and Design Controls (21 CFR 820.30) be considered. 
Additionally, evaluate the manufacturing activities associated with the manufacturing/assembly 
of the finished combination product, including in process and final acceptance activities. 
Detailed inspection guidance will be provided upon request. 

 
REGULATORY STRATEGY 
The establishment inspection report (EIR) for the firm should be shared with CDRH (The EIR 
should be assigned to CDER and then sent to CDRH as a consult for review). If the inspection is 
being classified Official Action Indicated (OAI), the District should consider recommending 
appropriate regulatory action with consultation from CDER and CDRH and whether the violation 
is drug or device related. Questions regarding this consult should be referred to one of the 
following individuals: 

 
Primary Contact 
Crystal Lewis 
CSO, 
REGO, 
DMQ 
Office of Compliance, WO66 RM 3452 
Phone: 301-796-6116 

 
Secondary Contacts (if Primary is unavailable and a timely answer is required) 
Francisco Vicenty 
Branch Chief, 
REGO, 
DMQ 
Office of Compliance, WO66 RM 3426 
Phone: 301-796- 5577 

 
THIS ATTACHMENT IS NOT TO BE PROVIDED TO THE FIRM OR SHOWN TO THEM DURING THE 
INSPECTION. THIS ATTACHMENT CONTAINS PREDECISIONAL INFORMATION 

Reference ID: 4044153
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This review is a revision of review entered into DARRTS on 10/21.
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