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MEMORANDUM 

TO: NDA 203-826 

FROM: Wendy I. Wilson-Lee, Review Chemist, ONDQA Branch I 

THROUGH: Kasturi Srinivasachar, Ph.D., CMC Lead, ONDQA Branch I 

 Ramesh Sood, Ph.D., Branch Chief, ONDQA Branch I 

SUBJECT: Outcome of Facilities Inspections 

DATE: 10/31/2012 

CC: Quynh Nguyen, HFD 110 RPM; Teshara Bouie, ONDQA PM; Shari Targum, M.D, HFD 110 Medical 
Officer 

Facilities Inspections 

OC provided an overall recommendation of acceptable for all facilities listed for phenylephrine 
hydrochloride injection on 30-OCT-2012 (see Attachment I – EES Summary Report). 

Overall Recommendation 

Based on the outcome of the facilities inspections, we recommend phenylephrine hydrochloride 
injection for approval, from a CMC perspective. 

 

       _______Wendy I. Wilson_______ 

       Wendy I. Wilson-Lee, Ph.D. 
       Review Chemist 
       ONDQA Branch I 
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PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

 

 

7. 

Are drug substance 
manufacturing sites identified 
on FDA Form 356h or 
associated continuation sheet?  
For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

X   

8. 

Are drug product 
manufacturing sites are 
identified on FDA Form 356h 
or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

X   

Reference ID: 3070833



PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

 

 

9. 

Are additional manufacturing, 
packaging and control/testing 
laboratory sites are identified 
on FDA Form 356h or 
associated continuation sheet. 
For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

X   

10. 

Is a statement provided that all 
facilities are ready for GMP 
inspection at the time of 
submission? 

X   

* If any information regarding the facilities is omitted, this should be addressed ASAP with the 
applicant and can be a potential filing issue or a potential review issue. 
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