
Rana, Pratibha 

From: Frazier, Douglas 
Sent: Thursday, December 16, 2010 3:25 PM 
To: Boxenbaum, Harold; Rana, Pratibha; Kennedy, Michael; Frost, Mitchell M; Olin, Rebecca; 

Ortega, Lillian; Ou, Alan C.; Quander III, Joseph; Stockbridge, Lisa L; Struble, Evi; Zhong, 
Lilin; Virata, Maria Luisa; Mikolajczyk, Malgorzata; Zhang, Pei; Jain, Nisha; Mahmood, 
Iftekhar; Kim, Jessica 

Cc: Kelly, Sonday 
Subject: RE: STN 125389/0 Filing Meeting 

STN 125389/0
 
Product: Immune Globulin Intravenous (Human), 

Sponsor: Biotest Pharmaceuticals Corporation, 

Indication: Primary Immune Deficiency Disorders (PIDD)
 

Regarding the assigned sections of this BLA, they are adequate for review, with no deficiencies noted so far.
 
Accordingly the BLA is recommended for filing.
 

Douglas J. Frazier, Biologist 
Rm 1H16, Bldg. 29B, NIH 
8800 Rockville Pike 
Bethesda MD 20892 
301 827 0654 
douglas.frazier@fda.hhs.gov 
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