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DS MANUFACTURING ASSESSMENT

PROPOSED DS MANUFACTURING AND TESTING SITES.
The facilities for manufacture of ixekizumab are listed below in Table 1.

Table 1:  Manufacturers for ixekizumab DS
Site Name Address FEI Number Responsibility
Eli Lilly S.A. – Irish Branch Dunderrow 

Kinsale, County Cork
Ireland

3002806888 DS manufacturer, storage, 
release and stability testing.

DP potency release and 
stability testing.

Eli Lilly  and Company Lilly Corporate Center
Indianapolis, Indiana
United States

1819470 or 
3000123645

DP manufacturer, device 
assembly, packaging and 
labeling and release and 
stability testing except 
potency.

Storage facility for master and
working cell banks.

Review Comment 1:  Storage of master and working cell banks at the Eli Lilly Kinsale, Ireland 
facility is an inspectional item.  The facilities for manufacture, storage, release and stability 
testing for ixekizumab DS are adequately described. 

FACILITY INSPECTIONS

PLI Conducted in Support of Subject BLA.
Eli Lilly S.A. – Irish Branch (FEI: 30022806888):  A pre-license inspection was
conducted June 22 -26, 2015.  At the close-out on June 26, 2015, the inspection team 
issued a one-item Form FDA 483 to the firm.  The inspection was classified VAI.
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CONCLUSION

The BLA was reviewed from a facilities perspective and is recommended for approval.

Wayne Seifert
Consumer Safety Officer
OPF Division of Inspectional Assessment, Branch 1
Branch 1

Steven E. Fong, M.S., Ph.D. 
Microbiologist and Acting Quality Assessment Lead
OPF Division of Inspectional Assessment, Branch 1.
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