
   

 
 

 

 

 

 

 

 

 

 

 

 

    

 

 

 

 

 

 




































 




















	 

	 

	 

	 

RECORD OF TELEPHONE CONVERSATION 


Submission Type: Original Application  Submission ID:  125280/0 Office: OVRR 


Product: 

Japanese Encephalitis Virus Vaccine Inactivated 


Applicant: 

Intercell AG 


Telecon Date/Time:  23-MAR-2009 01:45 PM Initiated by FDA?  Yes 

Telephone Number:     


Communication Categorie(s): 

1. Advice 
2. Information Request 

Author: DARYLL MILLER 


Telecon Summary: 

Discussion about compliance, pediatric studies, and -----------(b)(4)----------- Assay 


FDA Participants: 

Daryll Miller
 
Richard Daemer   


Non-FDA Participants:  

Paul Wilson    


Trans-BLA Group: No 


Related STNs:  None 


Related PMCs: None 


Telecon Body: 

1.	 Requested communication received from CDER regarding -(b)(4)- inspection 

status. 
2.	 Informed Mr. Wilson that protocol IC51-321 will not be a requirement for US 

license because Intercell will be using a non-US licensed vaccine as a comparator.   
3.	 Asked for assurance that protocol IC51-323 will use a US licensed Hepatitis A 

vaccine. 
4.	 Requested that Intercell provide an amendment to the BLA which contains a 

commitment to provide the validation data for the ----------(b)(4)---------- Assay 
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for determining --------(b)(4)--------- of the Drug Substance within 3 months 
following product licensure. 

Please see attached e-mail and fax for responses to comments 1, 3 and 4 above.  
Comment 2 was for information only. 




