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Food and Drug Administration 
Silver Spriilg MD 20993 

BLA 761034 DLA ACCELERATED APPROVAL 

Oenentech, Inc. 
Attention: Jerald Grace, PharmD 
Associate Program Director 
lDNAWay 
South San Francisco, CA 94080-4990 

Dear Dr. Grace: 

Please refer to your Biologics License Application (BLA) dated January 12, 2016, received 
January 12, 2016, and your amendments, submitted under section 351 ofthe Public Health 
Service Act for Tecentriqni (atezolizumab) Injection, 1200 mg/20 mL. 

LICENSING 

We have approved your BLA for Tecentriq - ( atezolizumab) effective this date. You are hereby 
authorized to introduce or deliver for introduction into interstate commerce, Tecentriq"', under 
your existing Deparbnent of Health and Human Services U.S. License No. 1048. Tecentriq n. is 
indicated for patients with locally advanced or metastatic urothelial carcinoma who have disease 
progression during or following platinum-containing chemotherapy or have disease progression 
within 12 months ofneoadjuvant or adjuvant treatment with platinum-containing chemotherapy. 

MANUFACTURING LOCAHONS 

Under this license, you are approved to manufilcture atezolizumab drug substance at the 1: 

The final formulated product will be 
1<liJ " manufactured and filled at The final 

formulated product will be labeled and packaged at Genentech, Inc. in Hillsboro, Oregon and F. 
Hoffiwmn-La Roche Ltd inKaiseraugst, Switzerland. You may label your product with the 
proprietary name Tecentriq m and will market it in 1200 mg/20 mL Injection in single-dose vials. 

DATING PERIOD 

The dating period for Tecentriq 11' shall be 24 months from the date ofmanufacture when stored at 
2-8° C. The date of:manufacture shall be defined as the date offinal sterile :filtration ofthe 
formulated drug product. The dating period for your drug subst.ance shall be 1:~ months from the 
date ofmanufacture when stored at~b><4~° C. 
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This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

RICHARD PAZDUR 
05/18/2016 
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