
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MASSACHUSETTS 

TEVA PHARMACEUTICALS 
INTERNATIONAL GMBH and  
TEVA PHARMACEUTICALS USA, INC., 

Plaintiffs, 

v.  

ELI LILLY AND COMPANY, 

Defendant.

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

Case No. 1:18-cv-12029-ADB 

DEFENDANT ELI LILLY AND COMPANY’S SECTION 282 NOTICE  

Pursuant to 35 U.S.C. § 282, Defendant Eli Lilly and Company (“Lilly”), by and through 

its undersigned counsel, hereby provides the following identification of patents and publications 

to be relied upon as showing the state of the art and/or showing evidence of knowledge of one of 

ordinary skill in the art with regard to U.S. Patent Nos. 8,586,045 (“the ’045 patent”); 9,884,907 

(“the ’907 patent”); and 9,884,908 (“the ’908 patent”; collectively, “the patents-in-suit”). 

Lilly hereby incorporates by reference all pleadings and prior communications that identify 

any patents or publications that Lilly cites to show that any claim(s) of the patents-in-suit are 

invalid for one or more of the reasons under 35 U.S.C. § 101, et. seq., including but not limited to 

the following documents, all appendices and exhibits thereto, as well as all materials cited therein: 

 Opening Expert Report of Dr. Andrew Charles Regarding Invalidity of U.S. Patent Nos. 

8,586,045, 9,884,907, and 9,884,908, served September 16, 2021; 

 Opening Expert Report of James M. McDonnell, Ph.D., Regarding Invalidity of U.S. 

Patent Nos. 8,586,045, 9,884,907, and 9,884,908, served September 16, 2021; 
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 Opening Expert Report of Diane R. Mould, Ph.D., FCP, FAAPS, served September 16, 

2021; 

 Rebuttal Expert Report of Dr. Andrew Charles Regarding Noninfringement, served 

November 1, 2021; 

 Rebuttal Expert Report of James M. McDonnell, Ph.D., Regarding Noninfringement of 

U.S. Patent Nos. 8,586,045, 9,884,907, and 9,884,908, served November 1, 2021; 

 Rebuttal Expert Report of Egilius Spierings, M.D., Ph.D., served November 1, 2021; 

 Reply Expert Report of Dr. Andrew Charles Regarding Invalidity of U.S. Patent Nos. 

8,586,045, 9,884,907, and 9,884,908, served December 7, 2021; 

 Reply Expert Report of James M. McDonnell, Ph.D., Regarding Invalidity of U.S. Patent 

Nos. 8,586,045, 9,884,907, and 9,884,908, served December 7, 2021; 

 Reply Expert Report of Dr. Diane R. Mould, Ph.D., served December 7, 2021; 

 Lilly’s Initial Disclosure Statement Pursuant to Fed. R. Civ. P. 26(a)(1), served May 1, 

2020; 

 Lilly’s First Supplemental Initial Disclosure Statement Pursuant to Fed. R. Civ. P. 

26(a)(1), served May 29, 2020; 

 Lilly’s Preliminary Disclosures Pursuant to Local Rule 16.6(d)(4), served July 10, 2020; 

 Lilly’s First Supplemental Disclosures Pursuant to Local Rule 16.6(d)(4), served April 

28, 2021; 

 All prior art cited on the face of the patents-in-suit; 

 All materials identified in the record of inter partes review proceeding nos. IPR2018-

01422, IPR2018-01423, IPR2018-01424, IPR2018-01425, IPR2018-01426, IPR2018-

01427, IPR2018-01710, IPR2018-01711, and IPR2018-01712; 
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 All materials identified in the appellate record of case nos. 20-1747, 20-1748, 20-1749, 

20-1750, 20-1751, 20-1752, 20-1876, 20-1877, and 20-1878, including briefs and the 

Federal Circuit’s decision rendered in each appeal; 

 All other materials identified to and/or exchanged with Plaintiffs from Lilly during the 

course of fact and expert discovery in the above-captioned matter; and 

 All materials listed in Lilly’s Trial Exhibit List and identified by Lilly in the Joint Pretrial 

Memorandum, including all amendments and supplements thereto. 

Lilly provides the following list of patents, publications, persons, products, and other 

information out of an abundance of caution to satisfy 35 U.S.C. § 282.  The fact that Lilly lists 

these patents, publications, persons, products, and other information does not reflect that all, more, 

or any number of these patents, publications, persons, products, and other information will 

ultimately be used by Lilly in the presentation of evidence at trial.  Therefore, no implication 

should be taken that reliance on all of the identified patents, publications, persons, products, and 

other information are necessary to support any of Lilly’s invalidity defenses. 

PATENTS 

DATE DESCRIPTION 

2/3/1998 U.S. Patent No. 5,714,468 to Binder 

1/30/2001 U.S. Patent No. 6,180,370 to Queen et al. 

4/22/2003 U.S. Patent No. 6,552,041 B1 to Patchett et al. 

4/22/2003 U.S. Patent No. 6,552,043 B1 to Patchett et al. 

2/10/2010 U.S. Patent No. 7,655,244 B2 to Blumenfeld 
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PUBLICATIONS, PRODUCTS, AND OTHER INFORMATION 

DATE DESCRIPTION 

3/11/2004 
J. Olesen et al., Calcitonin Gene-Related Peptide Receptor Antagonist BIBN 
4096 BS tor the Acute Treatment of Migraine, The New England Journal of 
Medicine, 350:1104-110 (2004)

12/1/1995 
K. Tan et al., Calcitonin Gene-Related Peptide as an Endogenous Vasodilator: 
Immunoblockade Studies In Vivo with an Anti-Calcitonin Gene-Related Peptide 
Monoclonal Antibody and Its Fab' Fragment, Clinical Science 89:565-73 (1995)

3/9/1994 
Application of monoclonal antibodies to the investigation of the role of 
calcitonin gene-related peptide as a vasodilatory neurotransmitter. Dissertation 
by K. Tan submitted to University of Cambridge for Ph.D. Degree

5/1/1992 
N. Shaw et al., The Effect of Monoclonal antibodies to Calcitonin Gene-Related 
Peptide (CGRP) on CGRP-Induced Vasodilatation in Pig Coronary Artery Rings, 
Br. J. Pharmacol. 106:196-98 (1992)

7/30/2004 Highlights of Prescribing Information, Humira (July 30, 2004)
9/16/2004 Highlights of Prescribing Information, Remicade (September 16, 2004)

5/1/2005 
A. Ahn and A. Basbaum, Where do triptans act in the treatment of migraine?, 
Pain 115(1-2):1–4 (2005)

3/1/2004 N. Araki, Migraine, JMAJ 47(3):124-129 (2004)

10/1/2004 
U. Arulmani et al., Calcitonin Gene-Related Peptide and its Role in Migraine 
Pathophysiology, European Journal of Pharmacology 500:315-30 (2004)

9/1/2005 
D. Arulmozhi et al., Migraine: Current Concepts and Emerging Therapies, 
Vascular Pharmacol, 43:176-87 (2005)

5/1/2004 
W. Banks, Are the Extracelluar Pathways a Conduit for the Delivery of 
Therapeutics to the Brain?, Current Pharmaceutical Design, 10:1365-70 (2004)

10/1/2004 G. Bussone, Pathophysiology of Migraine, Neurol Sci 25:S239–S241(2004)

11/1/2001 
P. Carter, Improving the Efficacy of Antibody-Based Cancer Therapies, Nature 
Revs. Cancer 1:118-29 (2001)

8/1/2002 
A. Conner et al., Interaction of Calcitonin-Gene-Related Peptide with Its 
Receptors, Biochemistry Society Transactions 30(4):451-55 (2002)

1/1/1998 
F. Cutrer et al., Perfusion-weighted imaging defects during spontaneous 
migrainous aura, Ann Neurol. 43(1):25-31 (1998)

6/1/2004 
D. Dodick and V. Martin, Triptans and CNS Side-Effects: Pharmacokinetic and 
Metabolic Mechanisms, Cephalalgia 24:417-24 (2004)

2/17/2000 
H. Doods et al., Pharmacological Profile of BIBN4096BS, the First Selective 
Small Molecule CGRP Antagonist, Br. J. Pharmacol. 129:420-23 (2000)

8/1/2004 
I. Edvinsson, Blockade of CGRP Receptors in the Intracranial Vasculature: A 
New Target in the Treatment of Headache, Cephalalgia 24:611-22 (2004)

3/1/2005 
L. Edvinsson, Clinical Data on the CGRP Antagonist BIBN4096BS for 
Treatment of Migraine Attacks, CNS Drug Revs. 11:69-76 (2005)

10/1/1993 
K. Escott and S. Brain, Effect of a Calcitonin Gene-Related Peptide Antagonist 
(CGRP8-37) on Skin Vasodilatation and Oedema Induced by Stimulation of the 
Rat Saphenous Nerve, Br. J. Pharmacol. 110:772-776 (1993)
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3/13/1992 
M. Ferrari and P. Saxena, Clinical Effects and Mechanism of Action of 
Sumatriptan in Migraine, Clinical Neurology and Neurosurgery 94 Supp.:S73-
S77 (1992)

6/22/2005 

M. Fischer et al., The Nonpeptide Calcitonin Gene-Related Peptide Receptor 
Antagonist BIBN4096BS Lowers the Activity of Neurons with Meningeal Input 
in the Rat Spinal Trigeminal Nucleus, The Journal of Neuroscience 25(25):5877–
883 (2005)

2/1/1999 
Y. Frobert et al., A Sensitive Sandwich Enzyme Immunoassay for Calcitonin 
Gene-Related Peptide (CGRP): Characterization and Application, Peptides 
20:275-84 (1998)

6/1/1994 
P. Goadsby and L. Edvinsson, Human in vivo Evidence for Trigeminovascular 
Activation in Cluster Headache: Neuropeptide Changes and Effects of Acute 
Attacks Therapies, Brain 117:427-34 (1994)

1/1/2002 
P. Goadsby et al., Migraine — Current Understanding and Treatment, N. Engl. J. 
Med. 346:257-270 (2002)

9/1/2005 
P. Goadsby, Can We Develop Neurally Acting Drugs for the Treatment of 
Migraine?, Nature Revs. Drug Disc. 4:741-750 (2005)

3/1/2005 
D. Hay and D. Poyner, The Preclinical Pharmacology of BIBN4096BS, a CGRP 
Antagonist, Cardiovascular Drug Rev. 23(1):31-42 (2005)

1/1/2004 
The International Classification of Headache Disorders, Cephalalgia 24(1):1-151 
(2004)

1/1/2004 Physicians' Desk Reference, Imitrex® Prescribing Information (2004)

7/1/1993 
H. Kaube et al., Inhibition by Sumatriptan of Central Trigeminal Neurones Only 
After Blood-Brain Barrier Disruption, Br. J. Pharmacol. 109:788-92 (1993)

8/31/2005 
S. Kim et al., Antibody Engineering for the Development of Therapeutic 
Antibodies, Mol. Cell (20)1:17-29 (2005)

2/1/2002 
L. Lassen et al., CGRP May Play a Causative Role in Migraine, Cephalagia 
22:54-61 (2002)

11/1/2005 
D. Levy et al., Calcitonin Gene–Related Peptide Does Not Excite or Sensitize 
Meningeal Nociceptors: Implications for the Pathophysiology of Migraine, Ann. 
Neurol. 58: 698-705 (2005)

11/1/2004 
E. Lobo et al., Antibody Pharmacokinetics and Pharmacodynamics, J. 
Pharmaceutical Sciences 93: 2645-68 (2004)

4/1/2001 
A. May & P. Goadsby, Substance P Receptor Antagonists in the Therapy of 
Migraine, Exp. Opin. Invest. Drugs10:673-78 (2001)

8/1/2000 
J. Maynard and G. Georgiou, Antibody Engineering, Annu. Rev. Biomed. Eng. 
2:339-76 (2000)

1/1/2005 
K. Messlinger et al., Inhibition of Neurogenic Blood Flow Increases in the Rat 
Cranial Dura Mater by a CGRP-Binding Spiegelmer, Cephalalgia 25(10):923 
(2005)

3/1/1993 
M. Moskowitz et al., Neocortical Spreading Depression Provokes the Expression 
of C-fos Protein-like lmmunoreactivity within Trigeminal Nucleus Caudalis via 
Trigeminovascular Mechanisms, J. Neurosci.13:1167-177 (1993)

12/1/1990 
J. Olesen et al., Timing and topography of cerebral blood flow, aura, and 
headache during migraine attacks, Ann Neurol. 28(6):791-98 (1990)
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