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III. A pre-license inspection was conducted at the Vacaville facility on 3/20-28/12.  

DGMPA/OMPQ  recommended withhold the approval of the BLA based on the recent 
cell culture failures in the Pertuzumab manufacturing campaign and the inability of 
consistently manufacturing at the Vacaville facility. 
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3.2.R  Regional Information 

 
 
 
Environmental Assessment 
 
A claim for a categorical exclusion from preparing an Environmental Assessment under 21 CFR 
25.31(c) was provided by the firm on the grounds the substances associated with this submission 
occurs naturally in the environment and the actions associated with this submission do not 
significantly alter the concentration or distribution of the substance, its metabolites, or 
degradation products in the environment. 
 
 
Conclusion 
 
I. The BLA was reviewed from a product quality microbiology perspective and is 

recommended for approval. 
 
II. Product quality aspects other than microbiology should be reviewed by OBP. 
 
III.  A pre-license inspection of the Roche facility in Mannheim, Germany was conducted on 

18-26 April, 2012 by ORA. There were four inspectional observations listed on Form FDA 
483. Please refer to the EIR. 
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