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Review Information 

 
 
1. CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR 

FORMULA, MOLECULAR WEIGHT: 
 
Posaconazole: 4-[4-[4-[4-[[ (3R,5R)-5- (2,4-difluorophenyl)tetrahydro-5- (1H-1,2,4-triazol-1-
ylmethyl)-3-furanyl]methoxy]phenyl]-1-piperazinyl]phenyl]-2-[ (1S,2S)-1-ethyl-2-
hydroxypropyl]-2,4-dihydro-3H-1,2,4-triazol-3-one 
 

 
 
C37H42F2N8O4 
MW = 700.8 
 
 
2. INDICATION:   
 
 
3. ROUTE OF ADMINISTRATION: Oral 
 
 
4. STRENGTH/POTENCY: 100 mg 
 
 
5. Rx/OTC DISPENSED:     Rx         OTC 
 
 
6. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM):  

   
Is this a SPOTS product?  Yes     No       Not evaluated at time of IQA. 
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7. RELATED REVIEW DOCUMENTS:  
 

a. Drug Master Files listed on 356h form: 
 
DMF 

# TYPE HOLDER ITEM REFERENCED LOA DATE COMMENTS

III April 7, 2011  

III May 13, 2010  

III April 1, 2010  
III April 1, 2010  
III May 18, 2012  

 
b. Consults Recommended by CMC and Biopharmaceutics 

 
CONSULT YES NO COMMENTS: (list date of request if already sent) 

Biometrics    
Clin Pharm    
EES   Submitted (February 19, 2013) 
Pharm/Tox   TBD (if needed) 
Methods Validation    
EA   Categorical exclusion claim 
New Drug Micro   TBD (if needed) 
CDRH    
Other ( )    
 

c. Other Applications or Submissions to note (if any):  
 

DOCUMENT 
NAME DATE APPLICATION 

 NUMBER DESCRIPTION 

IND 8/20/1996  Active 
NDA 9/15/2006 22003 Approved 

 
d. Previous Communications with the Applicant to note (if any): 
 

DOCUMENT NAME Document DATE APPLICATION 
 NUMBER DESCRIPTION 

CMC meeting 
preliminary responses 

11/17/2012 in 
DARRTS 

IND  Preliminary responses for a 
meeting dated 11/21/2012 

CMC meeting minutes 12/21/2012 in 
DARRTS 

IND  Minutes of meeting dated 
11/21/2012  

Reference ID: 3281987

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

(b) (4)

(b) (4)

(b) (4)





ONDQA - CMC and Biopharmaceutics 
Initial Quality Assessment (IQA) and Filing Review  

For Pre-Marking Applications 

Page 5 of 23 

dumping should be evaluated.  Please conduct an in vitro alcohol dose dumping 
study in 0.1 N HCl dissolution media containing 0%, 5%, 10%, 20% and 40% 
alcohol.  Dissolution data should be generated from 12 dosage units (n=12) at 
multiple time points to obtain a complete dissolution profile. 
 
The shape of the dissolution profiles should be compared to determine if the 
delayed release characteristics are maintained.  The f2 values assessing the 
similarity (or lack thereof) between the dissolution profiles should be estimated 
(using 0% alcohol as the reference).  The report with the complete data (i.e., 
individual, mean, SD, comparison plots, f2 values, etc.) collected during the 
evaluation of the in vitro alcohol induced dose dumping study should be 
provided to FDA for review and comments.  
 
3. Please note, that as a delayed-release product, the correct established name 
for the drug product is, ‘posaconazole delayed-release tablets’.  This should be 
reflected in all product labeling. 
 
4. Please confirm that the dissolution data reported in P.2.3 Manufacturing 
Process Development were obtained using the originally proposed regulatory 
method.  If not, the specific methods should be indicated. Where only mean 
values (or plots of mean values) are reported, please provide individual values 
and %RSD along with the mean results. 
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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) 

   

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) 

   

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) 
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REVIEW AND APPROVAL 
 
See appended electronic signature page} 
Dorota Matecka, Ph.D. 
CMC Lead 
Division of Pre-Marketing Assessment II, Branch V 
Office of New Drug Quality Assessment 
 
{See appended electronic signature page} 
Mark Seggel, Ph.D. 
Biopharmaceutics Reviewer  
Office of New Drug Quality Assessment 
 
{See appended electronic signature page} 
Sandra Suarez Sharp, Ph.D. 
Biopharmaceutics Team Lead  
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 
 
 

Reference ID: 3281987

4 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page



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

DOROTA M MATECKA
03/25/2013

MARK R SEGGEL
03/25/2013

SANDRA SUAREZ
03/25/2013

RAPTI D MADURAWE
03/25/2013

Reference ID: 3281987




