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Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
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Submission History (for amendments only): N/A 
 
Applicant/Sponsor 

Name:  Hope Pharmaceuticals 
Address:  16416 N. 92nd Street #125 
 Scottsdale, AZ 85260 
Representative:  Craig Sherman, M.D., President 
Telephone:  480-607-1970 

 
Name of Reviewer:  Robert J. Mello, Ph.D. 
 
Conclusion:  The application is recommended for 
 approval from microbiology product 
 quality standpoint.  
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the  sterilization  or process as a result of the renovation. 
However, the Applicant was advised that a change supplement may be required 
prior to initiating commercial production. The current review relates to the 
facility and controls used to produce the initial stability batches. 

 
 

 
filename: N201444N000R1.doc 

(b) (4) (b) (4)





Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-201444 ORIG-1 HOPE

PHARMACEUTICA
LS

SODIUM NITRITE INJECTION

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

ROBERT J MELLO
09/07/2010

JOHN W METCALFE
09/07/2010
I concur.



PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST 

NDA Number: 201-444 Applicant: Hope 
Pharmaceuticals 

Submit Date: 21 MAY 2010 

Drug Name:  
(sodium nitrite injection: 
sodium thiosulfate injection) 

NDA Type: 505(b)(2) Received Date: 21 MAY 2010 

The following are necessary to initiate a review of the NDA application: 

 Content Parameter Yes No Comments 
1 Is the product quality microbiology information described 

in the NDA and organized in a manner to allow substantive 
review to begin? Is it legible, indexed, and/or paginated 
adequately?  

Yes  

 

2 Has the applicant submitted an overall description of the 
manufacturing processes and microbiological controls used 
in the manufacture of the drug product? 

Yes  
Section 3.2.P for each 
product. 

3 Has the applicant submitted protocols and results of 
validation studies concerning microbiological control 
processes used in the manufacture of the drug product? 

Yes  
Summary narratives 
and tabulated data 
tables were provided.  

4 Are any study reports or published articles in a foreign 
language?  If yes, has the translated version been included 
in the submission for review? 

 No 
 

5 Has the applicant submitted preservative effectiveness 
studies (if applicable) and container-closure integrity 
studies? 

Yes  

Container closure 
studies were 
submitted.  Products 
are not preserved. 

6 Has the applicant submitted microbiological specifications 
for the drug product and a description of the test methods? Yes  

Section 3.2.P.5.1 

7 Has the applicant submitted the results of analytical method 
verification studies? Yes  

Section 3.2.P.3.5 

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions? 

- - 
None requested by 
product quality 
microbiology  

9 Is this NDA fileable?  If not, then describe why. Yes  Submission is 
fileable 

 
Additional Comments: Eight Comments for the Applicant are attached (see the review which follows). 
 
 
 
Robert J. Mello, Ph.D. 
Reviewing Microbiologist      Date 
 
 
 
John W. Metcalfe, Ph.D. 
Microbiology Secondary Reviewer     Date 
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