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FUQIANG P LIU
08/19/2014

STEPHEN MILLER
08/19/2014
I concur; from the CMC perspective this NDA cannot be recommended for approval until
inspectional issues have been resolved.
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7. SUBMISSION PROPERTIES:

Review Priority: Standard   PDUFA V

Submission Classification 
(Chemical Classification 
Code):

Type 1 (New Molecular Entity)

Application Type: 505(b)(1)

Breakthrough Therapy No

Responsible Organization
(Clinical Division):

DAVP

8. CONSULTS:

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

X

Pharmacology/Toxicology X
Methods Validation X New Molecular Entity
Environmental Assessment X
CDRH X
Other X
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characterized the PK profile of the intended dose and therefore a biowaiver is not needed for 
this NDA.  Note that all the PK studies, including BE study BCX1812-113 will be reviewed 
by OCP. 

 Although the Clinical and Commercial Batches were manufactured at  
and  respectively, bridging studies 

comparing the two manufacturing sites are not required because the proposed product is an 
injectable solution and the formulation and manufacturing process are the same in both sites.  

Recommendation:

From Biopharmaceutics perspective, this NDA 206- 426 Peramivir Injection, 10 mg/mL is 
fileable.   

Since there is no biopharmaceutics information to be reviewed in this NDA, no further action is 
warranted from ONDQA-Biopharmaceutics.
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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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This document will be sequentially signed in DARRTS by all of the following who authored or 
reviewed this assessment:

See appended electronic signature page}

Stephen P. Miller, Ph.D.
CMC-Lead
Division of Pre-Marketing Assessment II, Branch V
Office of New Drug Quality Assessment

{See appended electronic signature page}

Banu Zolnik, Ph.D.
Biopharmaceutics Reviewer
Office of New Drug Quality Assessment

{See appended electronic signature page}

Angelica Dorantes, Ph.D.
Biopharmaceutics Team Leader
Office of New Drug Quality Assessment

{See appended electronic signature page}

Rapti Madurawe, Ph.D.
Branch Chief
Division of Pre-Marketing Assessment II, Branch V
Office of New Drug Quality Assessment
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STEPHEN MILLER
02/20/2014
NDA is fileable from the CMC and BP perspectives.

BANU S ZOLNIK
02/21/2014

ANGELICA DORANTES
02/21/2014

RAPTI D MADURAWE
02/24/2014
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