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Date: May 10, 2016
From: Hitesh Shroff, Ph.D.

Application Technical Lead, Branch V 
Division of New Drug Products II 
Office of New Drug Products

 
Through: Moo-Jhong Rhee, Ph.D.

Chief, Branch V
Division of New Drug Products II 
Office of New Drug Products

 
To: CMC Review #1 of NDA 208081

 
Subject: Final Recommendation for NDA 208081

 
At the time when the CMC Review #1 was completed on March 31, 2016, it had noted 
the following pending issues:

The label/labeling issues were not resolved.
Final “Acceptable” recommendation from the Office of Process and Facilities was 
not issued.
The CDRH consult reviews for BF-RhodoLED lamp were not completed from 
the Office of Compliance and Office of Device Evaluation.

Because of these deficiencies, the NDA was not recommended for approval from the 
ONDP perspective.
 
On April 14, 2016, the immediate container label was revised. The package insert and the 
carton label were also revised and submitted on April 28, 2016. The CMC sections of the 
package insert, immediate container label and carton label were reviewed by Dr. Hitesh 
Shroff and found acceptable (Attachment – 1).

On May 10, 2016, the Office of Process and Facilities issued the overall “Approval”
recommendation for the facilities involved in this NDA (Attachment – 2).

On March 17, 2016, the Office of Device Evaluation, CDRH, has made an Approval 
recommendation  of the BF-RhodoLED lamp red light system for photodynamic therapy in 
combination with Ameluz gel (see the Review conducted by Dr. Richard P. Felten, dated 
March 17, 2016)

On May 09, 2016, the Office of Compliance, CDRH, has issued a final approval
recommendation for the applicant’s Quality System Requirements for the device based on 
the review conducted by Dr. Crystal Lewis.





Attachment 1:

1. Package Insert

(a) “Highlights” Section

(b) “Full Prescribing Information” Section

#3. Dosage Form and Strength

#11. Description





Reviewer’s Assessment and Signature:

The final label and labeling submitted on April 14 and April 28, 2016 are 
satisfactory from ONDP perspective.

Reviewer’s Signature:
Hitesh Shroff, Ph.D.
Branch V
Division of New Drug Products II/ONDP

Secondary Review Comments and concurrence:

Supervisor’s Signature:
Moo-Jhong Rhee, Ph.D.
Branch V
Division of New Drug Products II/ONDP

Hitesh N. 
Shroff -A

Digitally signed by Hitesh N. 
Shroff -A 
DN: c=US, o=U.S. Government, 
ou=HHS, ou=FDA, ou=People, 
0.9.2342.19200300.100.1.1=2000
348333, cn=Hitesh N. Shroff -A 
Date: 2016.05.10 14:05:11 -04'00'

Moojhong 
Rhee -S

Digitally signed by Moojhong Rhee -S 
DN: c=US, o=U.S. Government, ou=HHS, 
ou=FDA, ou=People, cn=Moojhong Rhee 
-S, 
0.9.2342.19200300.100.1.1=1300041261 
Date: 2016.05.10 14:09:19 -04'00'













Reference ID: 3932998

         
         

        
        

    

 

 

 

 

 

 

 

  

 

 

      

   
  

   
 

      

   

         
   

 
 

      
     

     

 
 

     

         

   

   
  

  

  

 

 

           
         

 









Reference ID: 3932998

  
            

             

   
          

           
             

  

              
             

             

 
             

  

             
    

          

    
   

 
 

 
    

  



Reference ID: 3932998

     

        

   

 

    

 

 

 





Reference ID: 3932998

              
      

              
                

                
        

              
               

      

  

    
   

 

  

    
  

 

   






















































































