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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

  

BOEHRINGER INGELHEIM VETMEDICA, 
INC. 
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Civil Action No. 

Electronically Filed 

vs.  

MERCK & CO., INC. and INTERVET INC. 
a/k/a MERCK ANIMAL HEALTH 

Defendants. 

 

 
COMPLAINT AND JURY TRIAL DEMAND 

Plaintiff Boehringer Ingelheim Vetmedica, Inc. (“BIVI”), for its Complaint against 

Defendants Merck & Co., Inc. (“Merck & Co.”) and Intervet Inc. d/b/a Merck Animal Health 

(“Merck Animal Health”) (collectively, “Merck” or “Defendants”), alleges as follows: 

NATURE OF ACTION 

1. This is an action for patent infringement arising under the patent laws of the 

United States, Title 35 of the United States Code, and results from Merck’s unauthorized use of 

BIVI’s patented innovations related to porcine (pig) vaccines.  
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2. BIVI seeks, inter alia, injunctive relief, monetary damages, punitive damages, 

and recovery of BIVI’s costs and reasonably attorneys’ fees incurred in connection with this 

action. 

THE PARTIES 

3. BIVI is a Delaware corporation having a principal place of business at 3239 

Satellite Boulevard, Duluth, Georgia 30096.  BIVI is engaged in the development, sale, and 

distribution of a broad range of animal health products and vaccines. 

4. On information and belief, Merck & Co. is a New Jersey corporation having a 

principal place of business at 2000 Galloping Hill Road, Kenilworth, New Jersey 07033.  Merck 

& Co. is situated in, has places of business in, and does business in, the State of New Jersey.   

5. On information and belief, Merck Animal Health is a Delaware corporation, 

wholly owned and controlled by Merck & Co., having a principal place of business at 2 Giralda 

Farms, Madison, New Jersey 07940.  Merck Animal Health also maintains an office or facility at 

56 Livingston Avenue, Roseland, New Jersey 07068.  Merck Animal Health is situated in, has 

places of business in, and does business in, New Jersey.   

6. On information and belief, Defendants, acting together, are in the business of 

manufacturing, selling, marketing, and distributing animal health products, including porcine 

vaccines.  These products are distributed and sold in the State of New Jersey and throughout the 

United States. 

JURISDICTION AND VENUE 

7. The allegations contained in Paragraphs 1–6 above are incorporated by reference 

as if fully set forth herein. 

8. This action arises under the Patent Act, Title 35 of the United States Code, and is 

an action for patent infringement under § 271.   
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9. This Court has subject matter jurisdiction under 28 U.S.C. §§ 1331 and 1338(a). 

10. This Court has personal jurisdiction over each of the Defendants for the reasons 

set forth below: 

A. Merck & Co. 

11. This Court has jurisdiction over Merck & Co. because, inter alia, it is 

incorporated in the State of New Jersey and its contacts with the State of New Jersey are 

sufficient for jurisdiction.  As a New Jersey corporation, Merck & Co. is a resident of New 

Jersey. 

12. On information and belief, in addition to residing in New Jersey, Merck & Co. 

has acted together with Defendant Merck Animal Health to develop and/or sell their infringing 

porcine vaccines—Circumvent PCV G2 and Circumvent PCV-M G2—in the state of New 

Jersey, all of which has a substantial effect on New Jersey. 

13. Further, Merck & Co. has previously availed itself of the New Jersey courts by 

asserting numerous litigations in this judicial district.  See, e.g., Merck & Co., Inc. v. United 

Steelworkers of Am., Local 4-575, Civ. A. No. 2:16-cv-05459-WJM-MF (D.N.J.) (filed Sep. 8, 

2016); Merck & Co., Inc. v. Sun Pharm. Indus., Ltd., Civ. A. No. 3:12-cv-05374-FLW-DEA 

(D.N.J.) (filed Aug. 27, 2012). 

14. This Court also has personal jurisdiction over Merck & Co. because, inter alia, 

Merck & Co. has purposefully availed itself of the rights and benefits of New Jersey law by 

engaging in systematic and continuous contacts with the state of New Jersey.  On information 

and belief, Merck & Co. regularly and continuously transacts business within the state of New 

Jersey, including by selling pharmaceutical and animal health products in New Jersey, directly 

and/or through affiliates, and/or by continuously and systematically placing goods into the 
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stream of commerce for distribution throughout the United States, including New Jersey.  Merck 

& Co. derives substantial revenue from the sale of those products in New Jersey and has availed 

itself of the privilege of conducting business within the state of New Jersey.   

B. Intervet Inc., a/k/a Merck Animal Health 

15. This Court has jurisdiction over Merck Animal Health because, inter alia, its 

principal place of business is located in New Jersey and its contacts with the State of New Jersey 

are sufficient for jurisdiction. 

16. On information and belief, in addition to its facilities and business operations in 

New Jersey, Merck Animal Health has acted together with the Defendant Merck & Co. to 

develop and/or sell their infringing porcine vaccines—Circumvent PCV G2 and Circumvent 

PCV-M G2—in the state of New Jersey, all of which has a substantial effect on New Jersey. 

17. Further, Merck Animal Health has previously availed itself of the New Jersey 

Courts by bringing litigation in this judicial district.  See, e.g., Intervet, Inc. v. Mileutis Ltd., Civ. 

A. No. 3:15-cv-01371-FLW-TJB (D.N.J.) (filed Feb. 23, 2015). 

18. This Court also has personal jurisdiction over Merck Animal Health because, 

inter alia, Merck Animal Health has purposefully availed itself of the rights and benefits of New 

Jersey law by engaging in systematic and continuous contacts with the state of New Jersey.  On 

information and belief, Merck Animal Health regularly and continuously transacts business 

within the state of New Jersey, including selling animal health products in New Jersey, directly 

and/or through affiliates, and/or by continuously and systematically placing goods into the 

stream of commerce for distribution throughout the United States, including New Jersey.  Merck 

Animal Health derives substantial revenue from the sale of those products in New Jersey and has 

availed itself of the privilege of conducting business within the state of New Jersey.   
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C. Venue 

19. This Court is the proper venue for this dispute pursuant to 28 U.S.C. §§ 1391 and 

1400(b).  Merck resides in this judicial district because New Jersey is its state of incorporation.  

See T.C. Heartland LLC v. Kraft Foods Group Brands LLC, --- U.S. ---, 137 S. Ct. 1514, 1517 

(2017); see also 28 U.S.C. § 1400(b).  On information and belief, Merck Animal Health has 

committed acts of infringement in this judicial district and has regular and established places of 

business, including its U.S. Corporate Headquarters, in this judicial district.  See 28 U.S.C. 

§ 1400(b).   

GENERAL ALLEGATIONS 

I.  BIVI’s Innovations and Asserted Patents 

20. BIVI is a part of the Boehringer Ingelheim family of companies.  BIVI is a world-

leading, innovation-driven animal health company, with its portfolio of innovative vaccine and 

pharmaceutical solutions providing a comprehensive array of products to enhance the health, 

well-being, and performance of a wide range of animals, including swine, cattle, equines, and 

pets.  

21. In the field of swine health (or porcine health), BIVI scientists are innovation 

leaders in the fight against porcine circovirus and the significant animal health and economic 

losses associated with it.  Porcine circovirus type-2 (“PCV2”) is a small, commonly occurring 

pathogenic virus that infects swine and causes some of the most devastating and economically 

damaging porcine diseases in the world.  For example, Porcine circovirus is responsible for post-

weaning multi-systemic wasting syndrome (“PMWS”) and significant problems in porcine 

reproduction, including such reproductive failures as miscarriages, return to estrus, delayed 

parturitions, mummified porcine fetuses, and stillbirths.   
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22. BIVI, through immense investment and the skill of its scientists and researchers, 

has led the field in porcine circovirus vaccines.  Some of these leading technologies marketed 

and sold in the United States by BIVI include the vaccines Ingelvac CircoFLEX®, 

FLEXcombo®, and 3FLEX®, all of which include inactivated PCV2. 

23. Below is a true and correct excerpt of BIVI’s marketing materials as they relate to 

its PCV2 vaccines.1  

 

24. BIVI has obtained several patents related to its innovative PCV2 vaccines.  

Through these patents and other intellectual property rights granted in the United States and 

around the world, BIVI has protected its investment in these innovations. 

25. BIVI complies with the marking requirements of 35 U.S.C. § 287 and marks the 

above products with, inter alia, United States Patent Nos. 9,011,872 (“the ’872 Patent”), 

9,610,345 (“the ’345 Patent”) and 9,669,087 (“the ’087 Patent”) (collectively the “Asserted 

Patents”).   

                                                 
1 This image is available at https://www.bi-
vetmedica.com/sites/default/files/dam/internet/ah/vetmedica/com_EN/images/swine/bivi-swine-
product-guide-2016.pdf (last checked February 27, 2018). 
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A.  The ’872 Patent 

26. Exhibit A hereto is a true and correct copy of the ’872 Patent, which is titled 

“PCV2 Immunogenic Compositions and Methods of Producing Such Compositions” and was 

duly and legally issued on April 21, 2015. 

27. The claims of the ’872 Patent are valid and enforceable.  All rights in, to, and 

under the ’872 Patent have been assigned to BIVI, and BIVI has the exclusive worldwide right to 

enforce the ’872 Patent. 

B.  The ’345 Patent 

28. Exhibit B hereto is a true and correct copy of the ’345 Patent, which is titled “Use 

of a PCV2 Immunogenic Composition for Lessening Clinical Symptoms in Pigs” and was duly 

and legally issued on April 4, 2017. 

29. The claims of the ’345 Patent are valid and enforceable.  All rights in, to, and 

under the ’345 Patent have been assigned to BIVI, and BIVI has the exclusive worldwide right to 

enforce the ’345 Patent. 

D.  The ’087 Patent  

30. Exhibit C hereto is a true and correct copy of the ’087 Patent, which is titled “Use 

of a PCV2 Immunogenic Composition for Lessening Clinical Symptoms in Pigs” and was duly 

and legally issued on June 6, 2017. 

31. The claims of the ’087 Patent are valid and enforceable.  All rights in, to, and 

under the ’087 Patent have been assigned to BIVI, and BIVI has the exclusive worldwide right to 

enforce the ’087 Patent. 
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II.  Merck’s Infringing Activities and Products 

32. On information and belief, in 2013, Merck launched new products Circumvent 

PCV G2 and Circumvent PCV-M G2 (collectively, the “Circumvent Products”) in the United 

States.  The Circumvent Products are vaccines used to prevent, treat, and ameliorate the 

symptoms of PCV2.  Merck has been selling and offering for sale such products since that time.   

33. The Circumvent Products are live vector vaccines, which typically use a 

genetically engineered virus to transport pieces of a pathogen (an antigen) to stimulate an 

immune response from the animal’s immune system.  The genes inserted into the virus provide a 

coding sequence for surface proteins from the pathogen (to mimic the pathogen against which 

vaccination is attempted). 

34. With respect to the Circumvent Products, the genetically engineered transport 

virus in the Circumvent PCV G2 vaccine is a “killed baculovirus vector.”  This baculovirus is a 

genetically engineered insect virus that contains and expresses the antigen called ORF2, which is 

a protein coding sequence derived from the outer shell protein of PCV2.  The term used to refer 

to a baculovirus genetically modified in this way is a “recombinant baculovirus.”  

35. Merck’s Circumvent PCV M G2 vaccine contains the same killed baculovirus 

vector of Circumvent PCV G2.  However, in addition to its PCV2-related component, it also 

contains inactivated whole cells of Mycoplasma hyopneumoniae, a bacteria known to cause a 

different porcine disease known as porcine enzootic pneumonia. 

36. The Circumvent Products are both administered intramuscularly with either: (i) a 

single 2 mL dose administered at 3 weeks of age or older, or (ii) a first 1 mL dose injection into 
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piglets as early as 3 days of age, followed by a second 1 mL booster dose three weeks later.2  The 

Circumvent Products are indicated to prevent viremia, reduce virus shedding, and aid in the 

reduction of lymphoid infection.  In at least one study, administration of the Circumvent 

Products reduced viremia and virus load in treated piglets in comparison to piglets of a non-

treated control group.3  Additionally, Circumvent PCV-M G2 contains a mycoplasma 

hyopneumoniae bacterin and is advertised “as an aid in the reduction of lung lesions due to 

Mycoplasma hyopneumonia.”4 

37. Below is a true and correct copy of Circumvent PCV G2 product labeling.5  

 

38. Below is a true and correct copy of Circumvent PCV-M G2 product labeling.6  

                                                 
2 https://merckusa.cvpservice.com/product/basic/view/1047510 (last checked February 28, 2018) 
(emphasis added); https://merckusa.cvpservice.com/product/basic/view/1047511 (last checked 
February 28, 2018). 
3 See http://www.circumvent-g2.com/pdfs/5210-009-15-EfficacyTrial-TB-1.pdf (last checked 
February 28, 2018). 
4 https://www.merck-animal-health-usa.com/product/swine/Circumvent-PCV-M-G2/1 (last 
checked February 28, 2018). 
5 This image is available at http://www.circumvent-g2.com/pdfs/135844-03_label_500mL.pdf or 
https://perma.cc/23BN-YKX5 (last checked February 27, 2018). 
6 This image is available at http://www.circumvent-g2.com/pdfs/124440-01_500mL_label.pdf or 
https://perma.cc/H3LN-M9BQ (last checked February 27, 2018). 
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39. Merck advertises the Circumvent Products as a way to provide early protection to 

pigs from PCV2.  

40. Below is a true and correct excerpt of Merck’s marketing materials for its PCV2 

vaccines.7 

 

                                                 
7 This image is available at http://www.circumvent-g2.com/pdfs/5210-009-15-G2Detailer-
3lores.pdf or https://perma.cc/DDA9-BCJG (last checked February 27, 2018). 
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41. The Circumvent Products use “Microsol Diluvac Forte” as an adjuvant in their 

vaccines.  An adjuvant is a substance that enhances an immune response to an antigen.  On 

information and belief, Microsol Diluvac Forte is an oil-in-water emulsion adjuvant.  These two 

vaccines are maintained in gentamicin, an antibiotic, and thimerosal, a mercury-based 

preservative.  

42. Below is a true and correct excerpt from Merck’s marketing materials, containing 

a fair and accurate representation of a portion of Circumvent PCV-M G2 product packaging.8  

Merck advertises the “single dose” aspect of its Circumvent Products as a competitive advantage 

of those products.  

 

43. Merck has been and is infringing, contributing to the infringement of, and 

inducing the infringement of the Asserted Patents by making, using, selling, or offering for sale 

in the United States, or importing into the United States, including within this judicial District, 

                                                 
8 This image is available at http://www.circumvent-g2.com/pdfs/5210-009-15-G2Detailer-
3lores.pdf or https://perma.cc/DDA9-BCJG (last checked February 27, 2018).   
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porcine circovirus vaccine products, including those sold under the name Circumvent PCV G2 

and Circumvent PCV-M G2, for which there are no substantial non-infringing uses.  

44. Merck has been and is inducing infringement of BIVI’s patent rights by actively 

and knowingly inducing others to make, use, sell, and offer for sale products that embody or use 

the inventions claimed in BIVI’s Asserted Patents. 

45. For example, Merck’s marketing materials for the Circumvent Products instruct 

purchasers to administer its products to 3 week old piglets in a single dose, which comprises 

recombinant baculovirus-expressed ORF2 proteins in a water-in-oil or oil-in-water emulsion.  

46. Below is a true and correct excerpt of Merck’s marketing materials.9 

 

47. On information and belief, Merck has known of the existence of BIVI’s Asserted 

Patents since around the issuance of those patents.  On information and belief, Merck has 

actively compared their Circumvent Products with BIVI’s PCV2 vaccine products in their 

marketing materials.  The BIVI PCV2 vaccine products identified in Merck’s marketing 

materials are marked with the Asserted Patents, pursuant to 35 U.S.C. § 287. 

                                                 
9 This image is available at http://www.circumvent-g2.com/pdfs/5210-009-15-G2Detailer-
3lores.pdf or https://perma.cc/DDA9-BCJG (last checked February 27, 2018). 
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48. Below is a true and accurate excerpt of marketing materials created and 

distributed by Merck that compare the Circumvent Products to BIVI’s CircoFLEX and 

CircoFLEX-MycoFLEX PCV2 vaccine products.10  

 

49. Merck’s acts of infringement have been willful and in disregard of the Asserted 

Patents and without any reasonable basis for believing that it had a right to engage in the 

infringing conduct.  BIVI is informed and believes that Merck’s infringement has been willful 

because it had knowledge of the Asserted Patents through direct and indirect communications 

with BIVI (including negotiations for a license from BIVI), as well as Merck’s comparisons of 

its own infringing PCV2 vaccine products to BIVI’s PCV2 vaccine products, which are marked 

with the Asserted Patents. 

50. Merck’s infringement of the Asserted Patents provides Merck with unique 

functionality and benefits that are the result of BIVI’s—not Merck’s—innovations. 

51. Merck has not obtained permission from BIVI to use its inventions. 

                                                 
10 This image available at http://www.circumvent-g2.com/pdfs/5210-009-15-G2Detailer-
3lores.pdf or https://perma.cc/DDA9-BCJG (last checked February 27, 2018). 
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52. Merck’s sales and marketing activities are impacting the stream of commerce, to 

the severe and irreparable harm of BIVI. 

COUNT I - INFRINGEMENT OF THE ’872 PATENT 

53. The allegations contained in Paragraphs 1–52 above are incorporated by reference 

as if fully set forth herein. 

54. Merck has infringed and continues to infringe, directly and indirectly through 

contributory and/or induced infringement, at least claims 1, 3–5, 11–14, and 20 of the ’872 

Patent.  An exemplary claim chart is set forth below: 

THE ’872 PATENT MERCK’S ACCUSED PRODUCTS 

1. An immunogenic composition comprising:  The Circumvent Products are immunogenic 
compositions. 

a. an effective amount of recombinant PCV2 
ORF2 protein  

The Circumvent Products contain a 
recombinant PCV2 ORF2 protein antigen.  

b. an additional component selected from the 
group consisting of viral inactivators, 
inactivated viral vector, viral inactivator 
neutralizers, and combinations thereof 

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector, which is an inactivated 
viral vector.  

c. said immunogenic composition provides a 
protective effect against clinical symptoms 
associated with a PCV2 infection after 
administration of a single dose. 

As advertised and marketed by Merck, the 
Circumvent Products aim to (i) reduce virus 
shedding; (ii) aid in the reduction of clinical 
symptoms associated with a PCV2 infection; 
and (iii) provide early protection against 
PCV2 infection. 

The Circumvent Products are administered as 
a single dose. 

3. The immunogenic composition of claim 1, 
wherein said composition further comprises 
an inactivated viral vector.  

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector, which is an inactivated 
viral vector.  

4. The immunogenic composition of claim 3, 
wherein said inactivated viral vector is a 
recombinant baculovirus coding for the PCV2 
ORF2 protein.  

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector, i.e., a recombinant 
baculovirus that encodes the PCV2 ORF2 
protein.  
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55. Merck’s infringing acts have not been authorized by BIVI. 

56. Merck’s infringement has been and continues to be knowing, intentional, and 

willful.  Treble damages are therefore warranted, pursuant to 35 U.S.C. § 284. 

57. BIVI has suffered damages as a direct and proximate result of Merck’s 

infringement.  BIVI is entitled to an award of monetary damages.  

58. BIVI will suffer and is suffering irreparable harm from Merck’s infringement.  

BIVI lacks an adequate remedy at law and is entitled to an injunction against Merck’s continuing 

infringement of the ’872 Patent.  Unless enjoined, Merck will continue its infringing conduct. 

59. This case is exceptional.  Therefore, BIVI is entitled to an award of attorneys’ 

fees pursuant to 35 U.S.C. § 285.   

COUNT II – INFRINGEMENT OF THE ’345 PATENT 

60. The allegations contained in Paragraphs 1–59 above are incorporated by reference 

as if fully set forth herein. 

61. Merck has infringed and continues to infringe, directly and indirectly through 

contributory and/or induced infringement, at least claims 1, 3–6, 9, 10, 12–16, 19–21, 23–27, and 

30 of the ’345 Patent.  An exemplary claim chart is set forth below: 

THE ’345 PATENT MERCK’S ACCUSED PRODUCTS 

1. A method for preventing and/or reducing 
one or more symptoms of PCV2 infection 
comprising 

The Circumvent Products are administered 
via a method for preventing and/or reducing 
symptoms caused by PCV2 infection. 

a. administering to a piglet or a group of 
piglets 2-6 weeks of age a single efficacious 
dose of immunogenic composition  

The Circumvent Products are administered to 
piglets three weeks or older as a single dose. 

 

b. comprising PCV2 ORF2 protein The Circumvent Products contain PCV2 
ORF2 proteins. 
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THE ’345 PATENT MERCK’S ACCUSED PRODUCTS 

c. and at least one additional component 
selected from the group consisting of a 
veterinary-acceptable carrier, a 
pharmaceutical-acceptable carrier, an 
adjuvant, cell culture supernatant, a 
preservative, a stabilizing agent, a viral 
vector, and an immunomodulatory agent. 

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector.  

The Circumvent Products contain water-in-oil 
and/or oil-in-water emulsion adjuvants. 

3. The method of claim 1, wherein said PCV2 
ORF2 protein is a recombinant baculovirus-
expressed ORF2 protein. 

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector, i.e., a recombinant 
baculovirus that encodes the PCV2 ORF2 
protein.  

4. The method of claim 1, wherein said 
administering of the single efficacious dose 
occurs in piglets 3 weeks of age. 

The Circumvent Products are administered to 
piglets three weeks or older as a single dose. 

5. The method of claim 1, wherein the 
symptom is PCV2 virus shedding. 

The Circumvent Products are intended to 
reduce virus shedding and aid in the reduction 
of clinical symptoms associated with a PCV2 
infection.  

6. The method of claim 1, wherein the 
symptom is lymphoid infection caused by 
PCV2. 

The Circumvent Products are intended to aid 
in the reduction of clinical symptoms 
associated with a PCV2 infection, including 
lymphoid infection. 

10. A method for aiding in the prevention 
and/or reduction of one more symptoms 
caused by PCV2 infection comprising: 

The Circumvent Products are administered 
via a method for aiding in the prevention 
and/or reduction of symptoms caused by 
PCV2 infection. 

a. administering to a piglet or a group of 
piglets 2 to 6 weeks of age a single 
efficacious dose of an immunogenic 
composition comprising PCV2 ORF2 protein 

The Circumvent Products are administered to 
piglets three weeks or older as a single dose. 

The Circumvent Products contain PCV2 
ORF2 proteins. 

b. wherein the symptoms are selected from 
the group consisting of PCV2 virus shedding, 
lymphoid infection caused by PCV2, 
increased mortality rate, decreased average 
daily weight gain, PCV2 viremia, and any 
combination thereof. 

As advertised and marketed by Merck, the 
Circumvent Products are intended to reduce 
virus shedding and aid in the reduction of 
clinical symptoms associated with a PCV2 
infection, including lymphoid infection. 
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THE ’345 PATENT MERCK’S ACCUSED PRODUCTS 

12. The method of claim 10, wherein said 
PCV2 ORF2 protein is a recombinant 
baculovirus-expressed ORF2 protein. 

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector, i.e., a recombinant 
baculovirus that encodes the PCV2 ORF2 
protein.  

13. The method of claim 10, wherein 
administering of the single efficacious dose 
occurs in piglets 3 weeks of age. 

The Circumvent Products are administered to 
piglets three weeks or older as a single dose. 

14. The method of claim 10, wherein the 
immunogenic composition further comprises 
at least one additional component selected 
from the group consisting of a veterinary-
acceptable carrier, a pharmaceutical-
acceptable carrier, an adjuvant, cell culture 
supernatant, a preservative, a stabilizing 
agent, a viral vector, and an 
immunomodulatory agent. 

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector.  

The Circumvent Products contain water-in-oil 
and/or oil-in-water emulsion adjuvants. 

15. The method of claim 10, wherein the 
symptom is PCV2 virus shedding. 

The Circumvent Products are intended to 
reduce virus shedding and aid in the reduction 
of clinical symptoms associated with a PCV2 
infection. 

16. The method of claim 10, wherein the 
symptom is lymphoid infection caused by 
PCV2. 

The Circumvent Products are intended to 
reduce virus shedding and aid in the reduction 
of clinical symptoms associated with a PCV2 
infection, including lymphoid infection. 

62. The commercial manufacture, use, sale, offer for sale, and/or importation of the 

Circumvent Products actively contributes to and/or induces infringement by others of one or 

more claims of the ’345 Patent, either literally or under the doctrine of equivalents. 

63. On information and belief, Merck has an affirmative intent to actively induce 

infringement by others of one or more claims of the ’345 Patent, either literally or under the 

doctrine of equivalents.  The product labeling for each of the Circumvent Products includes 

directions that instructs users of the Circumvent Products to administer and/or use these products 

as described in one or more claims of the ’345 Patent. 
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64. On information and belief, Merck is aware, has knowledge of, and/or is willfully 

blind to the fact that its Circumvent Products will be administered according to its labeling, thus 

directly infringing one or more claims of the ’345 Patent, literally or under the doctrine of 

equivalents. 

65. On information and belief, Merck knowingly, or with willful blindness, induces 

its customers’ direct infringement of one or more claims of the ’345 Patent, either literally or 

under the doctrine of equivalents, at least by Merck’s labeling of the Circumvent Products. 

66. The Circumvent Products have no substantial non-infringing uses. 

67. Merck’s infringing acts have not been authorized by BIVI. 

68. BIVI is informed and believes that Merck’s infringement has been and continues 

to be knowing, intentional, and willful.  Treble damages are therefore warranted, pursuant to 35 

U.S.C. § 284. 

69. BIVI has suffered damages as a direct and proximate result of Merck’s 

infringement.  BIVI is entitled to an award of monetary damages. 

70. BIVI will suffer and is suffering irreparable harm from Merck’s infringement.  

BIVI lacks an adequate remedy at law and is entitled to an injunction against Merck’s continuing 

infringement of the ’345 Patent.  Unless enjoined, Merck will continue its infringing conduct. 

71. This case is exceptional.  Therefore, BIVI is entitled to an award of attorneys’ 

fees pursuant to 35 U.S.C. § 285.   

COUNT III – INFRINGEMENT OF THE ’087 PATENT 

72. The allegations contained in Paragraphs 1–71 above are incorporated by reference 

as if fully set forth herein. 
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73. Merck has infringed and continues to infringe, directly and indirectly through 

contributory and/or induced infringement, at least claims 1, 3, 5, 8, 9, 11, 17, 21, 23, 24, 26, 28, 

and 31 of the ’087 Patent.  An exemplary claim chart is set forth below: 

THE ’087 PATENT MERCK’S ACCUSED PRODUCTS 

1. A method for preventing one or more 
clinical symptoms associated with PCV2 
infection, selected from the group consisting 
of: PCV2 viral shedding, increased mortality 
rate, decreased average daily weight gain, 
and/or porcine circovirus load in piglets, said 
method comprising 

The Circumvent Products are administered 
via methods aimed to prevent symptoms 
caused by PCV2 infection, including reducing 
virus shedding and lymphoid infection. 

a. administering a single dose of a porcine 
circovirus type 2 ORF2 protein to a pig. 

The Circumvent Products are administered to 
pigs as a single dose. 
 
The Circumvent Products contain PCV2 
ORF2 proteins. 

3. The method of claim 1, wherein said 
porcine circovirus type 2 protein is a 
recombinant baculovirus expressed ORF2 
protein. 

The Circumvent Products contain PCV2 
ORF2 proteins expressed in a killed 
baculovirus vector, i.e., a recombinant 
baculovirus that encodes the PCV2 ORF2 
protein.  

5. The method of claim 1, wherein said single 
administration occurs in piglets less than 15 
weeks of age. 

The Circumvent Products are administered to 
piglets three weeks or older as a single dose. 

8. The method of claim 1, wherein said 
composition further comprises at least one 
additional component selected from the group 
consisting of veterinary-acceptable carriers, 
pharmaceutical-acceptable carriers, adjuvants, 
cell culture supernatant, and 
immunomodulatory agents. 

The Circumvent Products contain water-in-oil 
and/or oil-in-water emulsion adjuvants. 
 

9. The method according to claim 8, wherein 
said adjuvant can include aluminum 
hydroxide and aluminum phosphate, 
saponins, water-in-oil emulsion, oil-in-water 
emulsion, water-in-oil-water emulsion, or 
wherein the adjuvant is a compound chosen 
from the polymers of acrylic or methacrylic 
acid and the copolymers of maleic anhydride 
and alkenyl derivative. 

The Circumvent Products contain water-in-oil 
and/or oil-in-water emulsion adjuvants. 
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74. The commercial manufacture, use, sale, offer for sale, and/or importation of the 

Circumvent Products actively contributes to and/or induces infringement by others of one or 

more claims of the ’087 Patent, either literally or under the doctrine of equivalents. 

75. On information and belief, Merck has an affirmative intent to actively induce 

infringement by others of one or more claims of the ’087 Patent, either literally or under the 

doctrine of equivalents.  On information and belief, the product labeling for each of the 

Circumvent Products includes directions that instructs users of the Circumvent PCV G2 and 

Circumvent PCV-M G2 products to administer and/or use these products as described in one or 

more claims of the ’087 Patent. 

76. On information and belief, Merck is aware, has knowledge of, and/or is willfully 

blind to the fact that the Circumvent Products will be administered according to its labeling, thus 

directly infringing one or more claims of the ’087 Patent, literally or under the doctrine of 

equivalents. 

77. On information and belief, Merck knowingly, or with willful blindness, induces 

its customers’ direct infringement of one or more claims of the ’087 Patent, either literally or 

under the doctrine of equivalents, at least by Merck’s labeling of the Circumvent Products. 

78. The Circumvent Products have no substantial noninfringing uses. 

79. Merck’s infringing acts have not been authorized by BIVI. 

80. BIVI is informed and believes that Merck’s infringement has been and continues 

to be knowing, intentional and willful.  Treble damages are therefore warranted, pursuant to 35 

U.S.C. § 284. 

81. BIVI has suffered damages as a direct and proximate result of Merck’s 

infringement.  BIVI is entitled to an award of monetary damages. 
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82. BIVI will suffer and is suffering irreparable harm from Merck’s infringement.  

BIVI lacks an adequate remedy at law and is entitled to an injunction against Merck’s continuing 

infringement of the ’872 Patent.  Unless enjoined, Merck will continue its infringing conduct. 

83. This case is exceptional.  Therefore, BIVI is entitled to an award of attorneys’ 

fees pursuant to 35 U.S.C. § 285.  Treble damages are also warranted. 

PRAYER FOR RELIEF  

WHEREFORE, BIVI requests that the Court: 

(a) issue a judgment that each of BIVI’s Asserted Patents is valid and enforceable; 

(b) issue a judgment that Merck has infringed, contributorily infringed, and/or 

induced infringement of one or more claims of each of BIVI’s Asserted Patents; 

(c) issue a judgment that Merck’s infringement has been willful; 

(d) issue an injunction preliminarily and permanently enjoining Merck, its 

employees, agents, officers, directors, attorneys, successors, affiliates, subsidiaries and assigns, 

and all of those in active concert and participation with any of the foregoing persons or entities 

from infringing, contributing to the infringement of, or inducing infringement of BIVI’s Asserted 

Patents; 

(e) award damages adequate to compensate BIVI for Merck’s infringement, with the 

maximum pre-judgment and post-judgment interest and costs, as provided by 35 U.S.C. § 284; 

(f) rule that the damages award be increased up to three times the actual amount 

assessed, as provided by 35 U.S.C. § 284; 

(g) declare this case exceptional, in accordance with 35 U.S.C. § 285; 

(h) award BIVI its attorneys’ fees, costs and expenses; and 

(i) grant any further relief that the Court deems just and proper. 
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JURY TRIAL DEMAND 

BIVI requests a trial by jury of all issues so triable raised in this Complaint. 

  

  
Dated: May 21, 2018  
 
OF COUNSEL: 
 
Judy Jarecki-Black, Ph.D 
BOEHRINGER INGELHEIM  
ANIMAL HEALTH USA INC. 
3239 Satellite Boulevard 
Duluth, Georgia 30096 
Tel: (678) 638-3805 
Fax: (678) 638-3350 
judy.jarecki@merial.com 
 
Matthew W. Howell 
Sean B. Bedford 
ALSTON & BIRD LLP 
One Atlantic Center 
1201 West Peachtree St. 
Atlanta, GA 30309 
Tel: (404) 881-7000 
Fax: (404) 881-7777 
matthew.howell@alston.com  
sean.bedford@alston.com 
 
Natalie C. Clayton 
ALSTON & BIRD LLP 
90 Park Avenue  
15th Floor   
New York, NY 10016-1387  
Tel: (212) 210-9400 
Fax: (212) 210-9444 
natalie.clayton@alston.com 
 
 

 
By: s/Liza M. Walsh     
Liza M. Walsh 
Christine I. Gannon 
Joseph L. Linares 
WALSH PIZZI O’REILLY FALANGA LLP 
One Riverfront Plaza 
1037 Raymond Boulevard, Suite 600 
Newark, New Jersey 07102 
Tel.: (973) 757-1100 
Fax: (973) 757-1090 
lwalsh@walsh.law 
 
Attorneys for Plaintiff  
Boehringer Ingelheim Vetmedica, Inc. 
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CERTIFICATION PURSUANT TO LOCAL CIVIL RULES 11.2 AND 401 
 
I certify that, to the best of my knowledge, the matter in controversy is not the subject of 

any other pending litigation in any court or arbitration proceeding, nor are there any non-parties 

known to Plaintiff that should be joined to this action. In addition, I recognize a continuing 

obligation during the course of this litigation to file and to serve on all other parties and with the 

Court an amended certification if there is a change in the facts stated in this original certification. 

Dated: May 21, 2018  
 
OF COUNSEL: 
 
Judy Jarecki-Black, Ph.D 
BOEHRINGER INGELHEIM  
ANIMAL HEALTH USA INC. 
3239 Satellite Boulevard 
Duluth, Georgia 30096 
Tel: (678) 638-3805 
Fax: (678) 638-3350 
judy.jarecki@merial.com 
 
Matthew W. Howell 
Sean Bedford 
ALSTON & BIRD LLP 
One Atlantic Center 
1201 West Peachtree St. 
Atlanta, GA 30309 
Tel: (404) 881-7000 
Fax: (404) 881-7777 
matthew.howell@alston.com  
sean.bedford@alston.com 
 
Natalie C. Clayton 
ALSTON & BIRD LLP 
90 Park Avenue  
15th Floor   
New York, NY 10016-1387  
Tel: (212) 210-9400 
Fax: (212) 210-9444 
natalie.clayton@alston.com 
 

 
By: s/Liza M. Walsh     
Liza M. Walsh 
Christine I. Gannon 
Joseph L. Linares 
WALSH PIZZI O’REILLY FALANGA LLP 
One Riverfront Plaza 
1037 Raymond Boulevard, Suite 600 
Newark, New Jersey 07102 
Tel.: (973) 757-1100 
Fax: (973) 757-1090 
lwalsh@walsh.law 
 
Attorneys for Plaintiff  
Boehringer Ingelheim Vetmedica, Inc. 
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RULE 201.1 CERTIFICATION 

I hereby certify that the above-captioned matter is not subject to compulsory arbitration 

in that the Plaintiff seeks, inter alia, injunctive relief. 

 
Dated: May 21, 2018  
 
OF COUNSEL: 
 
Judy Jarecki-Black, Ph.D 
BOEHRINGER INGELHEIM  
ANIMAL HEALTH USA INC. 
3239 Satellite Boulevard 
Duluth, Georgia 30096 
Tel: (678) 638-3805 
Fax: (678) 638-3350 
judy.jarecki@merial.com 
 
Matthew W. Howell 
Sean Bedford 
ALSTON & BIRD LLP 
One Atlantic Center 
1201 West Peachtree St. 
Atlanta, GA 30309 
Tel: (404) 881-7000 
Fax: (404) 881-7777 
matthew.howell@alston.com  
sean.bedford@alston.com 
 
Natalie C. Clayton 
ALSTON & BIRD LLP 
90 Park Avenue  
15th Floor   
New York, NY 10016-1387  
Tel: (212) 210-9400 
Fax: (212) 210-9444 
natalie.clayton@alston.com 
 
 

 
By: s/Liza M. Walsh     
Liza M. Walsh 
Christine I. Gannon 
Joseph L. Linares 
WALSH PIZZI O’REILLY FALANGA LLP 
One Riverfront Plaza 
1037 Raymond Boulevard, Suite 600 
Newark, New Jersey 07102 
Tel.: (973) 757-1100 
Fax: (973) 757-1090 
lwalsh@walsh.law 
 
Attorneys for Plaintiff  
Boehringer Ingelheim Vetmedica, Inc. 
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