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Appendix_ A:
Drug Substance and Drug Product Quality Review















Appendix_ B:
Drug Substance Microbiology Quality Review
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This review contains the assessment of atezolizumab bulk drug substance from a microbiological 
quality perspective. 

Drug Substance Quality Microbiology Information Reviewed

Description eCTD Sequence Date
Original BLA 0000 10/23//2015
Amendment 0007 1/5/2016

Amendment (revised from 0007) 0009 1/19/2016
Amendment 0010 1/21/2016
Amendment 0012 2/2/2016
Amendment 0020 2/24/2016

3.2.S DRUG SUBSTANCE

S.1 General Information 
Atezolizumab is a humanized immunoglobulin (Ig) G1 monoclonal antibody consisting of two heavy 
chains (448 amino acids) and two light chains (214 amino acids), and is produced in Chinese 
hamster ovary (CHO) cells. Atezolizumab reactivates the antitumor immune response by targeting 
human PD-L1 and inhibiting its interaction with its receptors PD-1 and B7.1.

The description is satisfactory
S.2 Manufacture

S.2.1 Manufacture(s)
The following facilities are involved in the manufacture, release testing, and stability testing of 
atezolizumab drug substance:

Site Responsibilities
Drug substance manufacture 
DS in-process and release testing B

DS release and storage

DS and DP in-process and release testing E

DS and DP stability testing

DS in-process testing

DS in-process testing 

DS in-process testing

DP manufacturing
DS release testing 
DP in-process and release testing
DS and DP stability testing

DS in-process testing
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Appendix_ C:
Drug Product Microbiology Quality Review









Appendix_ D:
Facility Review







CONCLUSION 
 

Adequate descriptions were provided for the DS and DP facilities proposed for Atezolizumab 
manufacture.  The subject BLA is recommended for approval from a facilities assessment 
perspective. 
 
 
_______________________________ 
Wayne Seifert 
Consumer Safety Officer 
OPF Division of Inspectional Assessment 
Branch 1 
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Steven E. Fong, M.S., Ph.D. 
Microbiologist 
OPF Division of Inspectional Assessment 
Branch 1 
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