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APPENDIX B 
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Transfusion Requirements in Patients with Paroxysmal Nocturnal 
Hemoglobinuria,” N. Engl. J. Med. 350:552-559 (2004) ("Hillmen 
'04")  

AMG1005 Bell, L. and Rother, R., “Method of Treating Hemolytic Disease,” 
U.S. Patent Application Publication No. 2005/0191298 A1 (filed 
February 3,2005; published September 1, 2005) 

AMG1006 Bowdish, K., et al., “Rationally Designed Antibodies,” U.S. Patent 
Application Publication No. 2003/0232972 A1 (filed December 2, 
2002; published December 18, 2003) 

AMG1007 Evans, M., et al., “C5-Specific Antibodies for The Treatment of 
Inflammatory Diseases,” U.S. Patent No. 6,355,245 B1 (filed June 
7, 1995; issued March 12, 2002)  

AMG1012 Hillmen, P., et al., “The Complement Inhibitor Eculizumab in 
Paroxysmal Nocturnal Hemoglobinuria,” N. Engl. J. Med. 
355:1233-1243 (2006) 

AMG1014 File History for U.S. Patent No. 9,725,504 B2 
AMG1016 File History for U.S. Patent No. 9,718,880 B2 
AMG1028 Wang, Y., "Nebulization of Monoclonal Antibodies for Treating 

Pulmonary Diseases," U.S. Patent Application Publication No. 
2005/0271660 A1 (filed May 11, 2005; published December 8, 
2005)  

AMG1029 Wang, W., et al., “Antibody Structure, Instability, and 
Formulation,” Journal of Pharmaceutical Sciences 96: 1-26 (2007) 

AMG1030 Daugherty, A. and Mrsny, R., "Formulation and delivery issues for 
monoclonal antibody therapeutics," Advanced Drug Delivery 
Reviews 58: 686-706 (2006) 

AMG1031 Mueller, P., et al., “Humanized Porcine VCAM-Specific 
Monoclonal Antibodies With Chimeric IgG2/G4 Constant Regions 
Block Human Leukocyte Binding To Porcine Endothelial Cells,” 
Molecular Immunology 34: 441 -452 (1997) 
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AMG1047 Hill, A., et al., “Sustained response and long-term safety of 
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2559-2565 (2005) ("Hill '05") 

AMG1056 Genentech, Inc., Avastin 2004 Package Insert, available at 
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AMG1058 Millennium, Campath 2001 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/2001/alemm
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AMG1059 Immunomedics, Inc., CEA-Scan 1999 Package Insert, available at 
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AMG1061 Genentech, Inc., Herceptin 1998 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/1998/trasgen
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AMG1063 Genentech, Inc., Lucentis 2006 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/2006/12515
6lbl.pdf 

AMG1066 Genentech, Inc., Raptiva 2009 Package Insert, available at 
https://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDru
gSafetyInformationforPatientsandProviders/UCM143346.pdf 

AMG1067 Centocor, Inc., Remicade 1998 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/1998/inflcen
082498lb.pdf 

AMG1069 Genentech, Inc., Rituxan 1997 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/1997/ritugen
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AMG1070 Novartis Pharm. Corp., Simulect 1998 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/1998/basnov
051298lb.pdf 

AMG1071 MedImmune, Inc., Synagis 1999 Package Insert, available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/2002/palime
d102302LB.pdf 

AMG1073 Boehringer Ingelheim Int'l GmbH, Verluma 1996 Package Insert, 
available at 
https://www.accessdata.fda.gov/drugsatfda_docs/label/1996/nofedr
k082096lb.pdf 
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AMG1074 Genentech, Inc., Xolair 2007 Package Insert, available at 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2007/10397
6s5102lbl.pdf 

ALXN2005 SOLIRIS® Label (2007) 
ALXN2025 Curriculum Vitae of Bernhardt L. Trout, Ph.D. 
ALXN2029 Points to Consider in the Manufacture and Testing of Monoclonal 

Antibody Products for Human Use, U.S. Dept. of Health and 
Human Services, Food and Drug Admin., 1997 

ALXN2032 Deposition Transcript of Joseph P. Balthasar, Ph.D., Amgen, Inc. v. 
Alexion Pharmaceuticals, Inc., IPR No. 2019-00740 (Oct. 23, 
2019) 

ALXN2079 Chang, Byeong S. and Hershenson, Susan, "Practical Approaches 
to Protein Formulation Development," Pharmaceutical 
Biotechnology Vol. 13, 1-25 (2002) 

ALXN2080 Wang, Wei, "Instability, stabilization, and formulation of liquid 
protein pharmaceuticals," International  Journal of Pharmaceutics, 
185:129-188 (April 28, 1999) 

ALXN2081 Hermeling, S. et al., "Structure-Immunogenicity Relationships of 
Therapeutic Proteins, " Pharmaceutical Research, 12:6, 897-903 
(June 2004) 

ALXN2082 Frokjaer, Sven and Otzen, Daniel E., "Protein Drug Stability: A 
Formulation Challenge," Nature Reviews, Drug Discovery, 4:298-
306 (April 2005) 

ALXN2083 Rosenberg, Amy S., "Effects of Protein Aggregates: An 
Immunologic Perspective," AAPS Journal 8, Article 59, pp. E501-
E507 (Aug. 4, 2006) 

ALXN2084 ICH Topic Q5C, "Quality of Biotechnological Products: Stability 
Testing of Biotechnological/Biological Products," European 
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