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MEMORANDUM: DEPARTMENT OF HEALTH AND HUMAN SERVICES PUBLIC 

HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

 
 
DATE: 06-FEB-2012 
 
TO:  N202813 File 
 
FROM: Craig M. Bertha, Ph.D. 

Chemistry Reviewer 
ONDQA, Division III, Branch VIII 

 
THROUGH: Prasad Peri, Ph.D. 
  Branch Chief 
  ONDQA, Division III, Branch VIII 
 
SUBJECT: Consult Status, EES Status, and Final CMC recommendation 
 
SUMMARY: The 09-NOV-2011, review of N202813 concluded that the application was 
recommended for approval.  However, at that time there was an outstanding consult for the 
foreign particulate risk assessment with the pharmacology/toxicology team.  And in addition, the 
recommendation from the Office of Compliance in the Establishment Evaluation System was 
pending.  Thus, the CMC recommendation did not incorporate any potential facility inspection 
issues. 
 
On 10-NOV-2011, the pharmacology/toxicology team filed a consult review regarding the 
foreign particulate risk assessment provided by the applicant.  Based on information already 
reviewed in support of the applicant’s QVAR inhalation aerosol drug product, and considering 
that the same canister/valve/formulation for that application is being used for the QNASL nasal 
aerosol drug product, the pharmacology/toxicology team deemed it unnecessary to conduct any 
additional review regarding foreign particulates. 
 
On 03-FEB-2012, the Office of Compliance updated the EES with a recommendation of 
ACCEPTABLE for the application. 
 
RECOMMENDATION: From the CMC perspective, it is recommended that the application be 
approved. 
 
 
 
 
      _______________________________ 
      Craig M. Bertha, Ph.D. 
      Chemist 
 
 
 
 

Reference ID: 3082792



 CMC Recommendation for NDA 202813 p. 2 
 
cc: 
OND/DPARP/CHill 
ONDQA/DIV 3/CBertha/2/6/12 
ONDQA/DIV 3/PPeri 
ONDQA/DIV3/ASchroeder 
ONDQA/DIV/SSuarez 
ONDQA/DIV 3/SPatwardhan 
OND/DPARP/XWang 
OCP/DCPII/AAgrawal 
OND/DPARP/LPei 
OTS/OB/DBII/KHamilton 
 

Reference ID: 3082792
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

CRAIG M BERTHA
02/06/2012

PRASAD PERI
02/06/2012
I concur

Reference ID: 3082792
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This is a representation of an electronic record that was signed
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CRAIG M BERTHA
11/07/2011

PRASAD PERI
11/09/2011
I concur
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CRAIG M BERTHA
08/23/2011

PRASAD PERI
08/30/2011
I concur
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N202813 CMC Filing Memorandum p. 2 
 
submitted the EES request on 13-JUN-2011, for all of the sites to the Office of Compliance, and 
the recommendation is PENDING. 
 
Teva is requesting a categorical exclusion from the requirement for submitting an environmental 
assessment.  Approval of the application will increase the use of the active moiety, but the 
applicant claims that they have performed calculations that estimate the concentration of the 
drug in the aquatic environment due to both QVAR and the QNASL products to be below 1 ppb, 
so that the preparation and inclusion of an environmental assessment is not required. 
 
The application includes a complete section for the drug product in the CTD format, as well as 
letters of authorization to allow the Agency to review type III and IV DMFs for the container 
closure system and formulation components, respectively. 
 
 Parameter Yes No Comment 
1 On its face, is the section organized adequately? X  eCTD format 
2 Is the section indexed and paginated adequately? X   
3 On its face, is the section legible? X   
4 Are ALL of the facilities (including contract 

facilities and test laboratories) identified with full 
street addresses and CFNs? 

X   

5 Is a statement provided that all facilities are ready 
for GMP inspection? 

 X PM has submitted EES 
request to OC on 13-JUN-
2011 

6 Has an environmental assessment report or 
categorical exclusion been provided? 

X   

7 Does the section contain controls for the drug 
substance? 

X  Majority of drug substance 
information provided by 
reference to DMF  and 
NDA 20911 

8 Does the section contain controls for the drug 
product? 

X   

9 Have stability data and analysis been provided to 
support the requested expiration date? 

X  Twelve months long term and 
6 months accelerated data 
provided for 3 batches; Note 
that product does not include 
protective packaging 

10 Has all information requested during the IND phase, 
and at the pre-NDA meetings been included? 

X  Note that the applicant has 
not included the  

of the drug in the 
current application as 
originally planned 

11 Have draft container labels been provided? X  The proposed trademark 
(Qnasl) is not yet included on 
the labels 

12 Has the draft package insert been provided? X   
13 Has an investigational formulations section been 

provided? 
 X Drug product formulation 

development is outlined in 
P.2, however 

14 Is there a Methods Validation package? X   
15 Is a separate microbiological section included?  X There is a discussion of the 

microbiological aspects in P.2 
16 Have all DMF References been identified? X   

Reference ID: 2966684

(b) (4)
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N202813 CMC Filing Memorandum p. 3 
 
 
RECOMMENDATION: From the CMC perspective, the application is sufficiently complete to 
recommend that it be filed.  There are no comments from the CMC team for the 74 day letter. 
 
COMMENTS FOR 74-DAY LETTER: 
 
N/A 
 
 
 
 
 
      _______________________________ 
      Craig M. Bertha, Ph.D. 
      Chemist 
 
 
 
 
cc: 
OND/DPARP/CHill 
ONDQA/DIV 3/CBertha/28-JUN-2011 
ONDQA/DIV 3/PPeri 
ONDQA/DIV3/ASchroeder 
ONDQA/DIV/SSuarez 
ONDQA/DIV 3/SPatwardhan 

Reference ID: 2966684
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This is a representation of an electronic record that was signed
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CRAIG M BERTHA
06/28/2011

PRASAD PERI
06/28/2011
I concur
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