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I. INTRODUCTION

1. Curlin Medical Inc. (“Curlin”), ZEVEX, Inc. (“Zevex”), and Moog Inc. (“Moog”)

(collectively, “complainants”) request that the United States Intemational Trade Commission

(the “Cormnission”) commence an investigation pursuant to Section 337 of the Tariff Act of

1930, as amended, 19 U.S.C. § 1337 (“Section 337”), to remedy the unlawful import into the

United States, sale for import into the United States, and/or sale Withinthe United States after

importation, of certain intravascular administration sets (the “Accused Products” or “WeiDeLi

Administration Sets”) that infringe one or more claims of United States Patent No. 6,164,921,

entitled “Curvilinear Peristaltic Pump Having Insertable Tubing Assembly,” (the “’921 Patent”)

and United States Patent N0. 6,371,732 entitled “Curvilinear Peristaltic Pmnp” (the ‘"732

Patent”) (collectively, the “Patents”).

2. The proposed respondent is Yangzhou WeiDeLi Trade Co., Inc, (“WeiDeLi”).

On information and belief, WeiDeLi manufactures, imports, sells for importation, and/or sells in

the United States after importation into the United States, Accused Products that directly

infringe, contributorily infringe, and/or induce infringement of the Patents in violation of 19

U.S.C. § 1337(a)(l)(B)(i).

3. WeiDeLi’s Accused Products copied the patented features of complainants’

administration sets. Complainants assert that the Accused Products infringe at least the claims

listed in the chart below:

U.S. Patent N0. Asserted Claims
(independent claims in bold)

’732 Patent ‘ 1, 2, 3
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=921 Patent 1, 2, 3, 4, 5, 6, 7, s, 9, 10, 11, 12, 13, 14
15, 16, 17, 1s, 19, 20, 21, 22, 23, 24,
25, 26, 27, 2s, 29, 30, 31, 32, 33, 34

4. Complainants seek a permanent limited exclusion order, pursuant to 19 U.S.C. §

337(d), barring from entry into the United States all of WeiDeLi’s Accused Products that

infringe one or more claims of the Patents. Complainants also seek a permanent cease and desist

order pursuant to Section 337(f) prohibiting WeiDeLi and its agents or distributors, or anyone

acting in concert with them, from engaging in the marketing, distribution, offering for sale, sale,

use, or shipment to the United States of inventory of the Accused Products. In addition,

complainants request imposition of a bond pursuant to Section 337(j)(3) during the Presidential

Review Period. Finally, because the patents expire on November 9, 2018, complainants

respectfully request that the Commission set a target date of no less than 12 months after

institution of the investigation.

II. THE PARTIES

A. The Complainants

5. Complainant Moog is a New York corporation with a principal place of business

at 400 Jamison Road, East Aurora, New York 14052. Moog is a worldwide designer,

manufacturer, and integrator of precision motion control products and systems.

6. Complainant Curlin is a Delaware corporation with a principal place of business

at Seneca and Jamison Road, East Aurora, New York 14052. Curlin is a wholly-owned

subsidiary of Moog. It is a leading developer and supplier of infusion therapy products around

the world. Curlin is the sole owner by assignment of all rights, title, and interest in the Patents.
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7. Complainant Zevex is a Delaware corporation with a principal place of business

at 4314 Zevex Park Lane, Salt Lake City, Utah 84123. Zevex is a wholly-owned subsidiary of

Curlin. Zevex is one of the world’s leading suppliers of enteral products, including portable and

stationary pumps, disposable sets, and related accessories.

8. Curlin and Zevex are part of the Medical Devices Group at Moog. The Medical

Devices Group creates medical technologies for customers throughout the world.

9. Complainants manufacture, market, and sell the Curlin-brand infusion pumps and

administration sets.

10. Complainants’ expertise in the medical market includes the application of

advanced technologies to the precision control of motion and fluids. Complainants are regarded

as leading developers of infusion therapy products, which are products used by caregivers to

intravenously administer medication to patients.

11. Customers for complainants’ administration sets include hospitals, home infusion

service and equipment providers, and medical distribution companies that specialize in home

care and hospital products. i

12. Complainants have invested substantial time and resources in research and

development to design and develop advanced infusion systems that improve medication safety,

optimize application performance, and reduce medication expenses. Complainants offer a range

of medical pump technologies and fluid delivery systems with the goal of simplifying processes,

increasing safety, and enhancing patient and caregiver outcomes.
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13. Specifically, complainants have spent significant time and money in the

development, extension, and advancement of the Curlin line of infusion therapy products. For

example, complainants’ development program to extend the Curlin product line with next

generation products is budgeted to be a three-year R&D initiative with a projected spend of in

excess of $12 million. '

14. By investing substantial time and resources in research and development,

complainants have achieved unmatched dependability, ease-of-use, and flexibility in application

of their patented products. These three characteristics define the complainants’ line of infusion

pumps and administration sets, and explain Whythe products are so highly regarded by the

caregivers who use them. Complainants have a highly positive and well-known reputation and

have developed positive and valuable goodwill in their trade name and products.

B. The Respondent

15. Upon information and belief, proposed respondent WeiDeLi is a Chinese

company with a principal place of business at No. 287, Yangzijiang Middle Road., Yangzhou,

China 225009. Upon information and belief, WeiDeLi is in the business of designing,

manufacturing, and selling certain disposable medical products, including disposable

intravascular administration sets for use with infusion pumps.

16. Upon information and belief, WeiDeLi develops, manufactures, markets, and sells

for importation the Accused Products, the ACTA7l14, ACTA7l28, and ACTA7 l 30

administration sets, which infringe one or more claims of the Patents. The Accused Products are

manufactured, assembled, packaged, and/or tested in China. Exhibits 1 and 2 contain
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photographs of an ACTA7l28 IV Administration Set. Exhibit 3 contains graphical depictions of

the ACTA7114, ACTA7l28, and ACTA713OIV Administration Sets.

17. Upon information and belief, WeiDeLi sells the Accused Products for importation

into the United States, and has sold not less than 10,000 Lmitsof the Accused Products for

importation into the United States.

18. Specifically, WeiDeLi has sold for importation into the United States the Accused

Products to ACTA Medical, LLC (“ACTA”). ACTA is a New Jersey limited liability company

with a principal place of business at 4 Nevins Drive, Flemington, New Jersey 08822. ACTA

distributes and sells certain medical products throughout the United States.

19. ACTA has purchased from WeiDeLi, and has imported into the United States, not

less than 10,000 units of the Accused Products. ACTA has sold thousands of the Accused

Products to customers in the United States. See Exhibit 18 at 9. ACTA is currently enjoined

from making, selling, offering for sale, using and/or importing the Accused Products or other

products that infringe on the Patents. See Section IX, infia. Complainant has reason to believe

that WeiDeLi has sold and/or continues to sell the Accused Products for importation through one

or more additional distributors.

III. THE PRODUCTS AND TECHNOLOGY AT ISSUE

20. Complainants’ line of infusion therapy products includes infusion pumps and

administration sets. Because complainants’ infusion pumps require the use of an administration

set, the pump and administration set are used together as a complete system.
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21. Pursuant to Commission Rule 210.12, a clear statement in plain English of the

category of products accused is as follows: the products-at-issue are infusion administration sets

used to intravenously administer liquid medication to a patient. An administration set is a

specially-designed and engineered tubing assembly, and associated customized components,

used to transport liquids from an infusion pump to a patient.

22. All administration sets designed for use with complainants’ line of infusion

pumps include an anti-free flow feature/device that prevents inadvertent free flow of the infusion

liquid. The anti-free flow device also allows intentional priming of the set by gravity, which

reduces set-up time. Complainants’ administration sets are Lmiquelydesigned to be easy for

caregivers to use, while still providing exceptional patient care and safety.

23. Complainants’ administration sets are specifically designed to be used exclusively

with complainants’ line of infusion pumps as a complete system. They are not marketed for, are

not compatible with, and cannot safely be used with pumps sold by other manufacturers.

Similarly, use of administration sets not specifically designed and tested for use with

complainants’ line of infusion pumps poses a material risk of inaccuracy in the flow rate, leading

to underinfusion and overinfusion, which is dangerous and may be fatal. In addition, the use of

contaminated or incorrect materials to construct the administration sets poses a risk of leaching

and contamination of fluids, placing patients in danger.

24. Complainants offer a range of administration sets designed for use with their

infusion pumps. See Exhibit 4. Each administration set listed in Exhibit 4 practices the

Asserted Patents. A sample Curlin administration set (Complainants’ product code 340-4128,
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which corresponds with the Accused Products’ code ACTA7128) is submitted for the

Commission’s consideration. See Exhibit 19.

25. Photographs of a Curlin infusion pump are attached as Exhibit 5. Photographs of

an exemplary administration set from complainants’ line is attached as Exhibit 6. Additional

labeled photographs of an involved domestic administration set are provided in the charts at

Exhibits 16 and 17. Additional labeled photographs of an involved imported administration set

are provided in the charts at Exhibits 13 and 14.

IV. THE ASSERTED PATENTS

26. This complaint is based upon the infringement of two valid and enforceable U.S.

patents: U.S. Patent No. 6,164,921 (“the ’921 patent”) and U.S. Patent No. 6,371,732 (“the ’732

patent”).

A. The ’921 Patent

27. On December 26, 2000, the United States Patent and Trademark Office (the

“USPTO”) issued United States Patent Number 6,164,921, entitled “Curvilinear Peristaltic Pump

Having Insertable Tubing Assembly.” The ’921 Patent issued from U.S. Patent Application

Serial Number 09/189,052, filed on November 9, 1998. Pursuant to Commission Rules

210.l2(a)(9)(i), a certified copy of the ’921 Patent is attached as Exhibit 7.

28. The ’92l Patent describes and claims an administration set for use with a

curvilinear peristaltic pump. The ’92l Patent is valid and enforceable, and is currently in full

force and effect.

_9_



29. The ’92l Patent has 34 claims, including 7 independent claims (claims 1, 15, 21,

22, 26, 30, 34). Complainants are asserting claims 1-14, 15-34 of the ’92l Patent.

30. Pursuant to Commission Rule 2l0.12(c)(l), Appendix A contains one certified

copy of the USPTO prosecution history for the ’92l Patent, plus three additional copies thereof.

Pursuant to Commission Rule 2l0.l2(c)(2), Appendix B contains four copies of the ’92l Patent

and the applicable pages of each technical reference mentioned in the prosecution history of the

’92l Patent.

B. The ’732 Patent

31. On April 16, 2002, the USPTO issued United States Patent Number 6,371,732,

entitled “Curvilinear Peristaltic Pump.” The ’732 Patent issued from U.S. Patent Application

Serial Number 09/189,052, filed on August 16, 2000. Pursuant to Commission Rules

2l0.l2(a)(9)(i), a certified copy of the ’732 Patent is attached as Exhibit 8.

32. The ’732 Patent describes and claims an administration set for use with a

curvilinear peristaltic pump, and is a continuation of the ’921 Patent.

33. The ’732 Patent is valid and enforceable, and is currently in full force and effect.

34. The ’732 Patent has 3 claims, including 1 independent claim (claim 1).

Complainants are asserting claims l-3 of the ’732 Patent.

35. Pursuant to Commission Rule 2l0.l2(c)(1), Appendix C contains one certified

copy of the USPTO prosecution history for the ’732 Patent, plus three additional copies thereof.

Pursuant to Commission Rule 210.l2(c)(2), Appendix D contains four copies of the ’732 Patent
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and the applicable pages of each technical reference mentioned in the prosecution history of the

’732 Patent.

C. Ownership of the ’921 and ’732 Patents

36. Curlin Medical Inc. owns by assignment the entire right, title, and interest in and

to the ’921 patent and the ’732 patent.

37. The inventors of the ’921 patent and the ’732 patent are Ahmad Maher

Moubayed, Oscar E. Hyman, Robert L. Jones, and David Nonnan White. The inventors

assigned to Curlin Technology, L.L.C. all right, title and interest in, and to all improvements

disclosed in, the original application which matured into the ’921 patent, and the continuation

application which matured into the ’732 patent. The assignment from the inventors to Curlin

Technology, L.L.C. was executed on November 6, 1998, and was recorded in the U.S. Patent and

Trademark Office on November 9, 1998, at Reel 009583, Frame 0704. Ptu-suantto Commission

Rule 210.12(a)(9)(ii), a certified copy of the recorded assigmnent is attached as Exhibit 9.

38. Curlin Technology, L.L.C. assigned to Curlin Medical Inc. all its right, title and

interest in and to the ’921 and the ’732 patent by assignment, dated April 7, 2006. The

assignment from Curlin Technology, L.L.C. to Curlin Medical Inc. was recorded in the U.S.

Patent and Trademark Office on April 17, 2006, at Reel 017468, Frame 0892. Pursuant to

Commission Rule Rule 210. l2(a)(9)(ii), a certified copy of the recorded assigmnent is attached

as Exhibit 10.

39. There are no licensees under the ’921 patent or the ’732 patent.
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l D. Foreign Patent Counterparts

40. Pursuant to Commission Rule 210.l2(a)(9)(v), the foreign counterparts to the

’92l patent are:

i. International Patent Application No. PCT/US99/26336
filed November 8, 1999. The PCT intemational application
was published on May 18, 2000, as Publication No. WO
00/28217, and was nationalized in Europe and Israel.

ii. European Patent No. 1135609 issued March 24, 2004 from
European Patent Application No. 99956956.9, filed
November 8, 1999. The European patent was validated,
and is currently in force in France, Germany, Italy, and the
United Kingdom.

iii. Israeli Patent No. 143021 issued December 26, 2005 from
Israeli Patent Application No. 143021, filed November 8,
1999. The Israeli patent is currently in force.

41. There are no foreign counterparts to the ’92l patent that are currently pending, or

that have been denied, abandoned, or withdrawn.

42. Because the ’732 patent is a continuation of the ’92l patent, the above-identified

patents may be considered foreign counterparts of the ’732 patent as well.

E. Non-Technical Description of the Patented Invention
(’921 patent)‘

43. The ’92l patent discloses a peristaltic pump and a disposable tubing assembly

used with the pmnp forintravenously delivering liquid medication to a patient. The tubing

assembly runs from a reservoir of liquid medication to the patient, and a portion of the tubing

assembly loads into the pump. The pump has a curvilinear arrangement of pmnping fingers for

engaging the tubing to pump medication from the reservoir to the patient.

1 These descriptions and other non-technical descriptions within this Complaint are for illustrative
purposes only. Nothing contained within this Complaint is intended to, either implicitly or
explicitly, express any position regarding the proper construction of any claim of the Asserted
Patents.
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44. The tubing assembly, sometimes referred to as an “administration set,” is a

disposable assembly designed specifically to fit into the pump. The tubing assembly includes a

length of resilient tubing to which a locating pin and a shut-off valve are attached. Fig. 9

(annotated) shows a tubing assembly according to an embodiment of the invention.

12

Fig.9 T11 —/ '
14\ /i" 88

1% LOCATING

PIN
SHUT-OFF
VALVE

45. When the locating pin and shut-off valve are inserted into a pair of corresponding

recesses in the pump housing, the length of tubing is stretched over the motor-driven pumping

fingers in the pump. The pump has a hinged platen that closes onto the tubing and is secured by

a latch mechanism. The shut-off valve has a spring that pushes the shut-off valve closed to _

prevent unsafe “free flow” of medication if the tubing assembly is not properly installed in the

pump. When the platen latch mechanism is latched, it opens the shut-off valve to pennit the

flow of liquid medication through the tubing. The pump operates by sequentially moving the

pumping fingers to press against the tubing, thereby urging liquid medication through the tubing

assembly to the patient in a peristaltic manner. An embodiment of the invention is illustrated in

Fig. 7 (annotated); which shows the tubing assembly installed in the pump.

-13



"'1'

,<_\ PIATEN25, FlNFE$D
SHUT-()l.*TF ' ( 3° R L t

. " 52 I 

vALv\t1 \_ K _ ,3; ]_3<‘1g_7
i i ""‘_:'-i;;;_; u32' -' ' 1 .

; ‘D, an t, JD A‘ 86ai
-.=3°,\ [ ’(‘ --- lento25*'lbI ifJ“i*WfiWi

__, 7* _, I 15- ', ll;%CATlNG

, 1'1, ml it i t|[ t,memmumt
twpuamm,

8

"4N

efik
FW

the combination of the pump and46. The claims of the ’921 patent are directed to

tubing assembly, to the tubing assembly itself, and to the shut-off valve itself.

47, The invention of the ’92l patent provides an ambulatory infusion pump that is

safer, easier to use, and more accurate than priorinfiision pumps. Improvements in how the

administration set interfaces with the pump make it easier for a user to correctly load the

administration set so that tubing of the set is in proper relationship to the curvilinear pumping

mechanism of the pump, thereby ensuring an intended pumping flow rate is achieved. A

breakable detent tab on the shut-off valve of the administration set improves pumping accuracy
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by maintaining the shut-off valve in an open condition while the administration set is in its

packaging, e.g., during shipment and storage, so that premature permanent deformation of the

tubing does not occur.

F. Non-Technical Description of the Patented Invention
(’732 patent)

48. The ’732 patent is a continuation of the ’921 patent, and therefore it shares the

same disclosure. The claims of the ’732 patent are directed to a combination of the

administration set and a tubing sensor in the housing of the pump that cooperates with the

administration set. The invention of the ’732 patent protects against unsafe operation of a pump

when an administration set is improperly loaded.

49. Exhibit 11 is a user manual for the 6000 CMS Ambulatory Infusion System.

Exhibit 12 is a copy of the instructions that accompany the Curlin administration set (product

code 340-4128).

V. UNLAWFUL AND UNFAIR ACTS OF WEIDELI

50. WeiDeLi’s unlawful acts involve the design, manufacture, assembly, packaging,

and testing, and the importation, sale for importation, and/or sale within the United States after

importation into the United States, of certain administration sets and components thereof,

including, without limitation, the Accused Products, which infringe, either directly or indirectly,

one or more of the following claims of the Asserted Patents:

’921 Patent ’732 Patent
(independent claims in bold) (independent claims in bold)

Indirect infringement: Indirect infringement:
l,2,3,4,5,6,7, 8,9,10,l1,12,l3,14 1,2,3
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Direct infringement:
15,16, 17, 18, 19, 20, 21, 22, 23, 24, 25,
26, 27, 28, 29, 30, 31, 32, 33,34

A. Representative Involved Article

51. Complainants obtained the ACTA 7128 IV Administration Set that WeiDeLi

manufactured and sold for importation into the United States. Complainants believe that the

ACTA 7128 IV Administration Set is exemplary of other Accused Products imported, sold for

importation, or sold within the United States after importation into the United States by

WeiDeLi, because such other devices feature the same or substantially similar design features

and infringing functionality. Accordingly, on information and belief, numerous other

administration sets that infringe the Asserted Patents have been imported, sold for importation,

or sold within the United States after importation into the United States by WeiDeLi.

52. Pursuant to Commission Rule 2l0.12(a)(9)(viii), a chart that applies each asserted

independent claim of the ’921 patent (i.e., claims 1, 15, 21, 22, 26, 30, and 34) to the ACTA

7128 IV Administration Set is attached as Exhibit 13. A chart that applies each asserted

independent claim of the ’732 patent (i.e., claim 1) to the ACTA 7128 IV Administration Set is

attached as Exhibit 14.

53. Pursuant to Commission Rule 21O.12(a)(9)(x), Exhibits 1, 2, and 3 contain

additional photographs and other graphical depictions of the ACTA 7128 IV Administration Set.

B. Direct Infringement of the ?921Patent

54. The Accused Products are covered by and directly infringe claims 15-34 of the

’921 Patent. Exhibit 13 includes a chart comparing independent claims 15, 21, 22, 26, 30, and
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34 of the ’92l Patent to the WeiDeLi Administration Set. This exhibit shows that the WeiDeLi

Administration Set is covered by at least claims 15-21 and 34 of the ’92l Patent.

55. WeiDeLi directly infringes, literally or under the doctrine of equivalents, at least

claims 15-21 and 34 of the ’92l Patent by making, using, selling, offering for sale, and/or

importing the WeiDeLi Administration Set and all other Accused Products.

C. Indirect Infringement of the ’92l Patent

56. The Accused Products indirectly infringe claims 1-14 of the ’92l Patent when

combined, as intended, with the Curlin 6000 CMS ambulatory infusion pump. Exhibit 13

includes a chart comparing independent claim l of the ’92l Patent to the WeiDeLi

Administration Set. This exhibit shows that the WeiDeLi Administration Set, when combined as

intended with the Curlin pump, is covered by and infringes at least claims 1-14 of the ’92l

Patent.

57. WeiDeLi has indirectly infringed at least claims 1-14 of the ’92l Patent.

WeiDeLi has actively induced others to infringe, and has contributed to the infringement of, the

’92l Patent, either literally or under the doctrine of equivalents.

58. WeiDeLi knowingly induces infringement of at least claims l-14 of the ’92l

Patent with the specific intent to do so by, without limitation, making, using, selling, offering for

sale, and/or importing the WeiDeLi Administration Set and all other Accused Products to

customers in the United States. Infringement of at least claims 1-14 of the ’92l Patent occurs

when customers load the Accused Products into a Curlin-brand infusion pump. WeiDeLi further

induces infringement by instructing customers that the Accused Products are compatible with
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Curlin-brand infusion pumps, and directing customers to load the Accused Products into Curlin

brand infusion ptunps.

59. WeiDeLi has knowledge of the ’92l Patent, and intends the infringing uses by

customers.

60. In addition, WeiDeLi has contributed to, and continues to contribute to, the

infringement of at least claims l-l4 of the ’92l Patent because WeiDeLi is aware of the ’92l

Patent, knows that its Accused Products are material components of a patented combination, are

made for infringing uses, and are not staple articles of commerce suitable for non-infringing use.

61. With knowledge of the ’921 Patent, and after complainants commenced a lawsuit

in May 2016 in the District Court for the United States District of New Jersey against ACTA

Medical, LLC for infringement of the ’92l Patent, WeiDeLi continues to directly and indirectly

infringe the ’921 Patent, and continues to induce others to infringe the ’92l Patent.

D. Indirect Infringement of the ’732Patent

62. The Accused Products indirectly infringe claims l-3 of the ’732 Patent when

combined, as intended, with the Curlin 6000 CMS ambulatory infusion pump. Exhibit 14

includes a chart comparing independent claim l of the ’732 Patent to the WeiDeLi

Administration Set. This exhibit shows that the WeiDeLi Administration Set, when combined as

intended with the Curlin pump, is covered by, and infringes, claims 1-3 of the ’732 Patent.

63. WeiDeLi has indirectly infringed claims 1-3 of the ’732 Patent by actively

inducing others to infringe, and by contributing to the infringement of, the ’732 Patent, either

literally or under the doctrine of equivalents, with the specific intent to do so by, without
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limitation, making, using, selling, offering for sale, and/or importing the Accused Products to

customers in the United States.

64. Infringement of claims l-3 of the ’732 Patent occurs when customers load the

infringing products into a Curlin-brand infusion pump. WeiDeLi induces infringement by

instructing customers that the Accused Products are compatible with Curlin-brand infusion

pumps and directs customers to use the Accused Products with Curlin-brand infusion ptunps.

65. WeiDeLi has knowledge of the ’732 Patent, and intends these infringing uses by

customers.

66. Further, WeiDeLi has contributed to, and continues to contribute to, the

infringement of claims 1-3 of the ’732 Patent because WeiDeLi is aware of the ’732 Patent,

knows that its Accused Products are material components of a patented combination, are made

for infringing uses, and are not staple articles ofcommerce suitable for non-infringing use.

67. With knowledge of the ’732 Patent, and after complainants commenced a lawsuit

in May 2016 in the United States District Court for the District of New Jersey against ACTA

Medical, LLC, a distributor of the Accused Products, for infringement of the ’732 Patent,

WeiDeLi continued to indirectly infringe the ’732 Patent, and continued to induce others to

infringe the ’732 Patent.

VI. SPECIFIC INSTANCES OF SALE AND IMPORTATION

68. WeiDeLi develops, manufactures, tests, and packages the Accused Products in the

cotmtry of China, and then imports, sells for importation, and/or sells within the United States

after importation into the United States, the Accused Products.
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69. Pursuant to Commission Rule 2l0.l2(a)(3), Exhibit 1 is a photograph of the

packaging and product label for the ACTA 7128 IV Administration Set, which includes the

notation “Manufactured in China for ACTA Medical LLC. 15 Minneakoning Road, Suite 203,

Flemington, NJ 08822.” Exhibit 2 is a photograph of the ACTA 7128 IV Administration Set.2

70. _ Exhibit 3 is an ACTA Medical LLC sales flyer for its “Ambulatory Infusion

Pump Sets,” which depicts the ACTA 7128 Administration Set.

71. In addition, complainants observed the Accused Products on display at the 2016

National Home Infusion Association Annual Conference and Exhibition held March 21-24, 2016

in New Orleans, Louisiana. At that conference, ACTA displayed the Accused Products and

indicated that they were being introduced into the market to compete with complainants’

products. During the conference, representatives from ACTA performed demonstrations of the

Accused Products loaded into a Curlin-brand infusion pump, thereby directly infringing _

complainants’ patents.

72. Upon information and belief, WeiDeLi has sold additional, unknown quantities of

the Accused Products for importation into the United States to customers other than ACTA, and

has shipped those additional quantities of the Accused Products to the United States.

73. To date, ACTA has imported not less than 10,000 units of the Accused Products

into the United States. See Exhibit 18 at page 9. ACTA has sold the Accused Products to

customers located in the United States.

2 Complainants obtained the Accused Products from a customer that was provided samples of the
Accused Products and/or purchased the Accused Products from ACTA in the United States.
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VII. HARMONIZED TARIFF SCHEDULE INFORMATION

74. Upon information and belief, the Accused Products subject to this complaint are

classifiable under at least the following headings and subheadings of the Harmonized Tariff

Schedule (“HTS”) of the United States: 9018.90.3000. This classification is intended for

illustrative purposes only and is not intended to restrict the scope or type of accused product.

VIII. DOMESTIC INDUSTRY RELATING TO THE ASSERTED PATENTS

75. A domestic industry exists, as defined by 19 U.S.C. §§ 1337(a)(3), based on

complainants’ activities in the United States, including their significant investment in plant and

equipment, labor or capital, and exploitation of the Asserted Patents.

76. Complainants’ Patented Products use the inventions claimed in their Asserted

Patents, and complainants have made, continue to make, and will make in the future, significant

domestic investments in these products, as described in the accompanying Confidential

Declaration of Timothy Foster, attached as Exhibit 15. Mr. Foster’s declaration provides an

identification and allocation of qualified expenses, investments, and sales related to the Patented

Products.

77. Complainants have sold and continue to sell, in the United States, administration

sets that practice the Asserted Patents, including Curlin administration sets with product numbers

340-4111, 340-4114, 340-4115, 340-4119, 340-4126, 340-4127, 340-4128, 340-4128-V, 340

4130, 340-4130-V, 340-4133, 340-4134, 340-4137, 340-4144, 340-4162, 340-4165, 340-4166,

340-4167, 340-4168, 340-4169, 340-4170, 340-4171, 340-4172, 340-4173, 340-4174, 340-4175,

and 340-4176. See Ex. 15 1m14-22.

-21



78. During the years 2013, 2014, 2015, and 2016, complainants sold a substantial

number of Patented Products in the United States. See id. 111121-22 and accompanying charts.

Complainants’ domestic investments and expenditures related to these Patented Products are

significant, ongoing, and increasing.

79. Complainants’ investment in their domestic industry further includes the

significant employment of individuals in the United States, and plant and equipment to support

these employees, including facilities in New York, Utah, and California. Complainants’

employees support various aspects related to the Patented Products. See id. W 23-28.

80. Complainants’ activities in the United States with respect to the Patented Products

constitute a domestic industry for purposes of Section 337.

A. Technical Prong

81. Complainants use their Asserted Patents in a range of administration sets designed

for use with their infusion pumps. See Exhibit 4. Each administration set listed in Exhibit 4

practices the Asserted Patents.

82. Complainants’ line of Curlin administration sets practice at least claim 15 of the

’921 Patent. Pursuant to Commission Rule 2l0.12(a)(9)(ix), a chart that applies exemplary claim

15 of the ’92l patent to a representative Curlin administration set is attached as Exhibit 16.

Complainants’ line of Curlin administration sets practice at least claim 1 of the ’732 Patent. A

chart that applies exemplary claim 1 of the ’732 patent to a representative Curlin administration

set is attached as Exhibit 17.
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B. Economic Prong

83. Complainants conduct significant domestic industry activities in the United States

relating to the Patented Products. See Exhibit 15.

84. A domestic industry exists under 19 U.S.C. §§ 1337(a)(3)(A) at least because

complainants’ Moog Medical Devices Group has made and continues to make significant

investments in plant and equipment in the United States, including at its facilities in New York,

Utah, and Califomia. See id. W 23-26. All substantial activities relating to the Patented

Products, except manufacturing, primarily occur and are headquartered in the Moog Medical

Devices Group facility located in Salt Lake City, Utah. See id. W 23-24. Complainants also

conduct activities related to the Patented Products at their leased facility in San Diego,

California. See id. 1]25. Complainants’ management team is located at Moog’s headquarters in

East Aurora, New York. See id. 1]26.

85. A domestic industry exists under 19 U.S.C. §§ l337(a)(3)(B) at least because

Complainants have employed and continue to employ significant labor or capital in the United

States related to the Patented Products. The Moog Medical Devices Group currently employs

approximately 155 full-time individuals in the United States, who dedicate their time to the

Curlin brand infusion therapy products and complainants’ enteral feeding system. These

employees are primarily based out of complainants’ Utah facility. See id. W 27-28.

Complainants have made substantial investments in capital and infrastructure to support these

employees and their activities. See id. 1l1[28-29.
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86. In addition, in 2016, complainants spent significant sums on marketing, marketing

research, and advertising to create awareness of their Curlin infusion pumps and administration

sets within the medical devices community. See id. 1]29.

87. A domestic industry exists under 19 U.S.C. §§ l337(a)(3)(C) at least because

complainants have invested and continue to invest substantially in the exploitation of the

Asserted Patents through the Patented Products, including, for example, research, development,

extension, and advancement of the Curlin line of infusion therapy products, including the

Patented Products. See id. ‘J1130-32. Specifically, complainants’ development program to

extend the Curlin product line with next generation products (i.e., infusion pumps and dedicated

administration sets) is budgeted to be a three-year research and development initiative with _

significant projected expenditures. See id. fll30. The next generation Curlin administration sets

will practice the Asserted Patents. This initiative will be based out of complainants’ Utah facility

and will utilize complainants’ design and development and engineering employees, as well as

other resources located at the Utah facility. See id. W 31-32.

IX. RELATED LITIGATION

88. On May 2, 2016, complainants commenced a lawsuit in the District of New

Jersey against WeiDeLi’s distributor of the Accused Products, ACTA. Complainants filed a

motion for preliminary injunction on May ll, 2016.

89. Complainants filed their First Amended Complaint on January 5, 2017. The First

Amended Complaint added individual defendants John Harry Brewer and Evan Brewer of

ACTA, and asserted additional claims for indirect infringement of the ’921 and ’732 patents, as
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well as Lanham Act claims related to ACTA’s failure to obtain the required FDA approval to

market and sell the Accused“Products in the United States, among others.

90. On January 12, 2017, the Honorable Stanley R. Chesler issued an Opinion and

Order granting complainants’ motion for preliminary injunction, and preliminarily enjoined

ACTA and its employees, agents, officers, directors, subsidiaries, affiliates, parents, and all other

persons or entities within its control or supervision or acting in concert with it, during the

pendency of the litigation, from making, selling, offering for sale, using and/or importing their

“IV Administration Infusion Pump Sets” or other products that infringe on the ’92l and ’732

Patents, or from otherwise committing further acts of infringement on those patents either

directly or indirectly. Exhibit 18 is a copy of the January 12, 2017 Opinion and Order.

91. On November 22, 2016, ACTA filed a Petition with the Patent Trial and Appeal

Board (“PTAB”) at the U.S. Patent and Trademark Office seeking inter parles review of claims

15-34 of the ’921 Patent. The PTAB mailed notice on December 13, 2016, that the Petition was

accorded the filing date of November 22, 2016. The notice set a three-month period ending

March 13, 2017, during which Curlin may file a preliminary response to the Petition. Curlin

intends to file a preliminary response. The proceeding is in its preliminary stages, and the PTAB

has not yet instituted an inter partes review.

92. Complainants are not aware of any other court or agency litigation related to the

Accused Products or the Asserted Patents.
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X. REQUESTED RELIEF

93. WHEREFORE, by reason of the foregoing, complainants request that the United

States Intemational Trade Commission:

(a) institute an investigation pursuant to Section 337 of the Tariff Act of 1930, as

amended, 19 U.S.C. 1337, with respect to WeiDeLi’s violations of Section 337 based on

the unlawful importation into the United States, sale for importation into the United

States, and/or sale within the United States after importation of certain administration sets

and components thereof, which infringe one or more claims of the Asserted Patents;

(b) schedule and conduct a hearing on permanent relief pursuant to 19 U.S.C. § 1337(d)

and (f) of the Tariff Act of 1930, as amended;

(c) issue a permanent limited exclusion order, pursuant to Section 337(d) of the Tariff At

of 1930, as amended, excluding from entry into the United States all of WeiDeLi’s

administration sets and components thereof that infringe one or more claims of the

Asserted Patents;

(d) issue permanent cease and desist orders, pursuant to Section 337(f) of the Tariff Act

of 1930, as amended, directing WeiDeLi to cease and desist from the importation,

marketing, advertising, demonstrating, warehousing inventory for distribution, sale, and

use of certain administration sets and components thereof that infringe one or more

claims of the Asserted Patents;
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(e) impose a bond upon WeiDeLi for importation during the Presidential Review Period

of any administration sets and components thereof that infringe or more claims of the

Asserted Patents;

(f) set a target date of no more than 12 months after institution of the investigation due to

the November 2018 expiration of the Asserted Patents; and

(g) grant such other and further relief as the Commission deems just and proper based on

the facts determined by the Investigation and the authority of the Commission

Dated: March 8, 2017

Respectfully submitted,

HODGSON RUSS LLP
Attorneysfor Complainants

By ‘_
rt J. Lane .

ssa N. Subjeck
Sarah N. Miller

140 Pearl Street, Suite IOO
Buffalo, New York 14202
Telephone: (716) 848-1719
rlane@hodgsonruss.com
msubjeck@hodgsonruss.com
smil1er@hodgsoniuss.com
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