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ONDQA - Initial Quality Assessment (IQA) and Filing Review  
For Pre-Marking Applications 
(CMC and Biopharmaceutics) 

 

7. SUBMISSION PROPERTIES: 

Review Priority: Priority    

Submission Classification 
(Chemical Classification 
Code): 

7 

Application Type: 505(b)(2) 

Breakthrough Therapy  No 

Responsible Organization 
(Clinical Division): 

DTOP 

Orphan Designation No 

Combination Product No 

8. CONSULTS: 

CONSULT YES NO COMMENTS: (list date of request if already sent) 
Biometrics    
Clinical Pharmacology    
Establishment Evaluation 
Request (EER) 

x   

Pharmacology/Toxicology    
Methods Validation x  Recommend submitting for MV  
Environmental Assessment     
CDRH    
Other    
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ONDQA - Initial Quality Assessment (IQA) and Filing Review  
For Pre-Marking Applications 
(CMC and Biopharmaceutics) 

Biopharmaceutics Assessment 

Biopharmaceutics Critical Issues or Complexities 

The Applicant is seeking approval for a New Drug Application (NDA) for Atropine Sulfate 
Ophthalmic Solution, 1% under section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act. 
The proposed indication is for the treatment of  mydriasis 
and for pupillary dilation.  The Applicant has been marketing Atropine Sulfate Ophthalmic 
Solution USP, 1% under "Grandfather" status since June 19, 1995.  This NDA relies on 
published literature for clinical and non-clinical information.  Since there is no approved NDA or 
ANDA for Atropine Sulfate Ophthalmic Solution, 1%, a waiver of the requirement to submit in 
vivo bioequivalence/bioavailability is not applicable. Instead, the Applicant has provided the 
pharmacokinetic (PK) information by reference to the published literature.  The acceptability of 
these PK data will be determined by the Clinical Pharmacology Reviewer. 
 
This NDA does not require further assessment from the ONDQA-Biopharmaceutics team. 
Therefore, this filing review concludes the Biopharmaceutics involvement on this NDA. 
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 Parameter Yes No Comment 

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 
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   
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REVIEW AND APPROVAL 
 
This document will be sequentially signed in DARRTS by all of the following who authored or 
reviewed this assessment: 
 
See appended electronic signature page} 
Balajee Shanmugam, Ph.D. 
CMC-Lead   
Division  
Office of New Drug Quality Assessment 
 
{See appended electronic signature page} 
Elsbeth Chikhale, Ph.D. 
Biopharmaceutics Reviewer 
Office of New Drug Quality Assessment 
 
{See appended electronic signature page} 
Sandra Suarez-Sharp, Ph.D. 
Acting Biopharmaceutics Team Leader  
Office of New Drug Quality Assessment 
 
{See appended electronic signature page} 
Rapti Madurawe, Ph.D. 
Branch Chief  
Division 
Office of New Drug Quality Assessment 
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