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PRODUCT QUALITY MICROBIOLOGY REVIEW AND EVALUATION 
 

Reviewer: Colleen Thomas, Ph.D. 
Branch Chief: Patricia Hughes, Ph.D. 

 

BLA:      761029          

Applicant:     Biogen   

US License Number:  1697  

Submission Reviewed: Original BLA  

Product:     daclizumab (ZINBRYTATM)        

Indication:     Multiple sclerosis  

Dosage Form: 150 mg/1 ml for subcutaneous injection  

DP Manufacturing Site:  

FDA Receipt Date:  27 February 2015  

Action Date:    28 December 2015  
 
 
Conclusion and Approvability Recommendation 
 
The BLA was reviewed from a product quality microbiology and sterility assurance perspective 
and is recommended for approval.  
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SOPs relevant to all computer systems include SOP 10649 - Definitions and Framework 
Conditions for Computer-Assisted Systems, SOP 10101 - Qualification of Suppliers, 
Contract Laboratories and Service Providers, SOP 10411 - Change Control System, SOP 
11400 - Ongoing Operations, SOP 11394 - Security of Information Technology Systems,
SOP 11395 - Procurement of IT Hardware and Software, SOP 11396 - Electronic Storage 
of Data and Software and Closing of IT Systems, SOP 11398 - Handling of Information-
Technology Systems, SOP 11774 - New Acquisition and Change of Systems and SOP 
11750 - Creation, Approval and Archiving of User Requirement Specification (URS) 
Documents for Primary Systems.

Review Comment 22:  Computer Systems and validation approach for computer systems used in 
Daclizumab DP manufacture appear adequate.  

CONCLUSION

All proposed manufacturing and testing sites except for Biogen, Inc. (FEI ) are 
recommended for approval from a facilities assessment standpoint. A final facilities recommendation 
for the BLA cannot be made until a compliance decision has been rendered for the PAI 
of Biogen, Inc. An Addendum stating the final OPF/DIA decisions for this site and the final facilities 
recommendation will be submitted to file once the final compliance decision is known.

__________________________________________
Wayne Seifert
Consumer Safety Officer
OPF Division of Inspection Assessment
Branch 1

__________________________________________
Steven E. Fong, Ph.D.
Microbiologist and Acting Quality Assessment Lead
OPF Division of Inspection Assessment
Branch 1
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