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Initial Quality Assessment 
Branch IV 

New Drug Quality Assessment Division II 
 

 
OND Division:  Division of Reproductive and Urologic Products 

NDA:  202344 
Applicant:  EffRx Pharmaceuticals SA 

Stamp Date:  15-Feb-2011 
PDUFA Date: 15-Dec-2011 

Trademark: Steovess 
Established Name: Alendronate sodium 

Dosage Form: Effervescent tablet 
Route of Administration:  Oral 

Indication: Treatment of osteoporosis in postmenopausal women 
and to increase bone mass in men with osteoporosis 

  
CMC Lead: Donna F. Christner, Ph.D. 

  
 YES NO 

ONDQA Fileability: X  
Comments for 74-Day Letter X  

  
  

 

Summary and Critical Issues: 

A. Summary 
The sponsor has provided the following information on the drug product: 

 

B. Critical issues for review 
 
Because this is an effervescent tablet, the sponsor has included disintegration in lieu of 
dissolution testing.  This should be reviewed by ONDQA BioPharm to determine if the 
specification is acceptable. 

C. Comments for 74-Day Letter 
 
Provide information on whether the blisters comply with 16 CFR 1700.14(a)(10) for child 
resistance.  Refer to the US Consumer Product Safety Commission website 
(http://www.cpsc.gov/businfo/dreg.html) for more information. 
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Please clarify if a  configuration will be available.  If not, please correct the HOW 
SUPPLIED section of the Physician’s Insert.  In addition, please assign NDC numbers and 
update the PI and container closure systems.   
 

 
D. Recommendation:  

 
This NDA is fileable from a CMC perspective.  Hitesh Shroff, Ph.D., has been assigned as the 
primary reviewer.  Tien Mien(Albert)  Chen, Ph.D. is the assigned Biopharmaceutics reviewer. 
 
                        
        _______________________ 
        Donna F. Christner, Ph.D. 
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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) 

X  Contact information was confirmed by 
sponsor. 

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  

Drug product manufacturing site did not 
appear to be in EES system and was added.  

Contact information was confirmed by 
sponsor. 
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DRUG SUBSTANCE 
 
Full information on the drug substance, alendronate sodium, is provided in the cross-referenced 
DMF  which was reviewed in January 2009.  There have been Annual Reports since that 
time.  The sponsor has provided the following information in the NDA: 
 
 
 

 
 
 
The following site has responsibilities for the manufacture of the drug substance: 
 

 
Comment:  The EES was submitted on 14-Mar-2011.  The Office of Compliance made an 
ACCEPTABLE recommendation for this site based on profile.  An overall recommendation has 
not been made for this application at this time. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Reference ID: 2927792

(b) (4)

(b) (4)

















Labeling 
 
The sponsor has a Physician’s Insert which includes SPL labeling.  The HOW SUPPLIED section 
indicates a  configurations, while SPL table indicates a 12 tablet configuration.  Both 
sections also include 4 tablet configuration.  NDC numbers are not assigned.  Sponsor should 
clarify if a  configuration will be available.   
 
They have also provided carton and container labels for 4 and 12 table configurations.  Space for 
NDC number not provided.   
 
Comment:  Please clarify if a  configuration will be available.  If not, please correct the 
HOW SUPPLIED section of the Physician’s Insert.  In addition, please assign NDC numbers and 
update the PI and container closure systems.   

Reference ID: 2927792

(b) (4)

(b) (4)

(b) (4)



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

DONNA F CHRISTNER
04/04/2011

MOO JHONG RHEE
04/04/2011
Chief, Branch IV

Reference ID: 2927792




