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Quality Review Data Sheet
1. LEGAL BASIS FOR SUBMISSION: 505b(1)

 
2. RELATED/SUPPORTING DOCUMENTS: 

 
A. DMFs:  All are N/A because there is sufficient information in the application.

 
DMF # TYPE HOLDER ITEM REFERENCED

III

III 

IV 

 

B. Other Documents: IND, RLD, or sister applications

Document APPLICATION NUMBER DESCRIPTION

IND 79521 Clinical Development of 
lumacaftor/ivacaftor

NDA 203188 Kalydeco (ivacaftor) Tablets

 
3. CONSULTS: None requested except for Methods Validation. Methods were found acceptable 

for control and regulatory purposes by the FDA Laboratory at St. Louis, MO. 
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• physical forms of drug 
substances are potentially 
altered with time 

no impact on either drug substance physical form for 
the studied ranges 

• 
• 

• 
• 
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4. QbD and Design space: 
 
Product and manufacturing process development was conducted under a Quality by 
Design (QbD) paradigm which ensures that the desired product performance in terms of 
quality, safety, and efficacy is achieved.   The overall QbD strategy is depicted in the 
following figure. 
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20.  

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    

21.  

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         
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