
  
 

   

 

 
 
 
 

    
    

 
 

 
  

  
    

   
  

 
  

 
            

             
  

 
         

 
        

      
 

 
 

          
                

  
 

  
 

                
           

         
  

               
            
               

          

 
 

          
 

DEPART ME N T OF HEAL T H AND HUMA N S ERVIC ES 

Food and Dr ug Admi ni s tr ati on 
S ilver S pring MD  2 0 9 9 3 

BLA 125291/133 
SUPPLEM EN T APPROVAL 

Genzyme Corporation 
Attention: Jennifer Eaddy 
Associate Director, Regulatory Affairs 
500 Kendall Street 
Cambridge, MA 02142 

Dear Ms. Eaddy: 

Please refer to your Supplemental Biologics License Applicatio n (sBLA), dated and received 
November 19, 2013, submitted under section 351(a) of the Public Health Service Act for 
Lumizyme (aglucosidase alfa). 

We acknowledge receipt of your amendments dated April 08, 2014 and May 09, 2014. 

This “Prior Approval” supplementa l biologics applicatio n provides for updates to the labeling 
regarding Section 6.3, Postmarketing Experience, of the package insert. 

APPR OVAL & LABELIN G 

We have completed our review of this supplementa l applicatio n, as amended.  It is approved, 
effective on the date of this letter, for use as recommended in the enclosed, agreed-upon labeling 
text. 

CON TEN T OF LABELIN G 

As soon as possible, but no later than 14 days from the date of this letter, submit, via the FDA 
automated drug registratio n and listing system (eLIST), the content of labeling 
[21 CFR 601.14(b)] in structured product labeling (SPL) format, as described at 
http://www. fda. go v/ForInd ustry/DataSta ndards /Struc turedP rod uctLabe ling/d e fa ult. htm, that is 
identica l to the enclosed labeling (text for the package insert) and include the labeling changes 
proposed in any pending “Changes Being Effected ” (CBE) suppleme nts. Informatio n on 
submitting SPL files using eLIST may be found in the guidance for industry titled “SPL 
Standard for Content of Labeling Technica l Qs and As” at 
http://www. fda. go v/downloads/Drugs/Guida nceCo mp lia nceRe gula toryInformatio n/Guida nces/U 
CM072392.pdf. 

The SPL will be accessible via publicly availab le labeling repositories. 

Reference ID: 3510059 
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Also within 14 days, amend all pending supplementa l applicatio ns that includ es labeling changes 
for this BLA, includ ing pending “Changes Being Effected ” (CBE) suppleme nts, for which FDA 
has not yet issued an action letter, with the content of labeling [21 CFR 601.12(f)] in MS Word 
format that includes the changes approved in this suppleme nta l applicatio n. 

R EQUIR ED PED IATR IC ASSESSM EN TS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applicatio ns for new 
active ingred ie nts, new indicatio ns, new dosage forms, new dosing regime ns, or new routes of 
administratio n are required to contain an assessment of the safety and effective ne ss of the 
product for the claimed indicatio n(s) in pediatric patients unless this requireme nt is waived, 
deferred, or inapplicab le. 

Because this drug product for this indicatio n has an orphan drug designatio n, you are exempt 
from this requireme nt. 

R EPOR TIN G R EQUIR EM EN TS 

We remind you that you must comply with reporting requireme nts for an approved BLA (in
	
21 CFR 600.80 and in 21 CFR 600.81). 


If you have any questions, call Kevin Bugin, Regulatory Project Manager, at (301) 796-2302. 


Sincerely, 

{See appended electronic signature page} 

Joyce Korvick, M.D., M.P.H. 
Deputy for Safety 
Office of Drug Evaluatio n III 
Center for Drug Evaluatio n and Research 

ENCLOSURE(S): 
Content of Labeling 

Reference ID: 3510059 



---------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------

----------------------------------------------------

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

/s/ 

JOYCE A KORVICK 
05/22/2014 

Reference ID: 3510059 




