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I. INTRODUCTION .

l. This complaint is filed by Complainant Covidien LP (“Covidien”) pursuant to

Section 337 of the Tariff Act of 1930, as amended, 19 U.S.C. § 1337. Covidien is a global

healthcare leader dedicated to innovation. Covidien manufactures and sells a Widerange of _

medical devices, including surgical stapler devices, in the United States, which are used in a

variety of abdominal, gynecologic, pediatric, and thoracic surgical procedures.

2. Covidien brings this action seeking relief under Section 337 to prevent the

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

United States after importation by owners, importers, or consignecs of certain surgical stapler

devices that infringe the claims of United States Patent No. 6,669,073 (“the ’O73patent”), United

States Patent No. 8,342,377 (“the ’377 patent”), and United States Patent No. 6,079,606

(“the ’606 patent”), collectively, (“the Asseited Patents”). Covidien asserts independent claim 1

and dependent claims 2 and 3 of the ’O73patent, independent claim 1 and dependent claims 2-ll

of the ’377 patent, and independent claims 1 and 9 and dependent claims 2 and 5 of the ’606

patent in this investigation. p

3. The proposed respondent is Chongqing QMI Surgical Co., Ltd. (“QMI”) of

Chongqing, China.

4. Certified copies of the ’O73patent (Exhibit 1), the ’377 patent (Exhibit 2), and

the ’606 patent, (Exhibit 3) are attached to this complaint. As shown in the copy of the certified

assignments for the ’O73patent (Exhibit 4) the ’377 patent (Exhibit 5), and the ’606 patent,

(Exhibit 6), Covidien owns all right, title, and interest in the Asselted Patents. Certified copies

of the prosecution history and technical references cited in the ’O73patent, the ’377 patent, and

the ’606 patent, are also being submitted with this complaint.
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5. A domestic industry, as required by 19 U.S.C. § 1337(a)(2) and (3), exists in the

United Statesrelating to the technology protected by the Asserted Patents, through C'ovidien’s

investments in plant and equipment, labor and capital, and ongoing engineering related to

Covidien’s surgical stapler devices protected by the Asserted Patents. ,

6. Covidien seeks, as relief, a permanent limited exclusion order barring from entry

into the United States surgical stapler devices that infringe the Asseited Patents that are imported

by or on behalf of QMI. Covidien also seeks a cease and desist order against QMI, directing

QM1to cease and desist from importing, marketing, advertising, demonstrating, Warehousing

inventory for distribution, offering for sale, selling, distributing, licensing, or using surgical

stapler devices that infringe one or more claims of the Asserted Patents.

II. COMPLAINANT ‘

7. Complainant Covidien LP is a Delaware Limited Partnership, headquartered at 15

Hampshire Street, Mansfield, Massachusetts. Covidien LP was acquired by and became a

subsidiary of Medtronic PLC on January 26, 2015. Ex. 7.

8. With 2014 sales of $10.6 billion, Covidien is a leading global healthcare products

company that creates innovative medical solutions for better patient outcomes and delivers value

through clinical leadership and excellence. Ex. 7. Covidien manufactures, distributes, and

services a diverse range of industry-leading product lines in two segments: medical devices and

medical supplies. Covidien has manufacturing sites located throughout the world that handle

production, assembly, quality assurance testing, packaging, and sterilization of its products, with

more than a dozen sites in the United States, including Puerto Rico. Ex. 7.

9. Covidien is a leading manufacturer of surgical stapler devices in the United States

The surgical stapler devices are used throughout the world in a variety of abdominal,

gynecologic, pediatric, and thoracic surgeries. Ex. 8
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III. RESPONDENT

10. As discussed in greater detail below, respondent QMI manufactures, markets, and

imports into the United States surgical stapler devices. See Exs. 10-13.

ll. 0 QMI is located at No.2 Yangliu Road, Huangshan Avenue, New North Zone,

Chongqing, China. QMI states that it “mainly focuses on the domain of micro-invasive surgery,

providing professional surgical instruments with first-class quality for surgeries such as general

surgery, thoracic surgery and obstetrics and gynecology.” Ex. 10. i

12. According to QMI’s website and printed marketing materials, QMI was founded,

in 2013 and is a branch of Tibet Hemony Pharma Co., Ltd. (“Tibet Hemony”). Ex. 10, Ex. 12.

Tibet Hemony was founded in 2006 and has since grown through acquisitions. EX. 15.

According to its website, Tibet Hemony makes pharmaceuticals and medical devices. EX. l6

13. QMI describes its surgical stapler as a “[p]erfect combination of reliability and

safety” and an “[i]nnovative model of simple appearance and exquisite technics.” Exs. 10-l2.

14. QMI’s website indicates that the United States is part of its intemational

marketing network. Ex. 14.

IV. THE TECHNOLOGY AND PRODUCTS IN ISSUE

15. Pursuant to Commission Rule 210. l2(a)( 12), the products at issue are surgical

stapler devices for use in abdominal, gynecologic, pediatric, and thoracic surgical methods

covered by one or more of the claims of the Asserted Patents.

16. A number of devices have been used to connect or reconnect tissue during

surgical procedures. A common device used to connect tissue is a surgical stapler. Surgical

stapler devices typically have two primary components, a stapler handle (Figure 1(a)) and a

loading unit containing the surgical staples (Figure l(b)).
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Figure 1. Images illustrating a Covidien surgical stapler handle and loading unit.

17. A common surgical method is to use a surgical stapler to dispense surgical staples

to connect tissue. To operate a surgical stapler, first a surgical stapler in the open position is

aligned over the tissue to be connected. The surgical stapler is then moved into the closed

position, causing a line of surgical staples to be dispensed into the tissue and staples formed

connecting the tissue. The surgical stapler is reopened, leaving the surgical staples in the tissue.

18. Surgical stapler devices and surgical staples help create a strong, leak-free tissue

connection. Among other benefits, surgical staples allow surgeons to connect tissue quickly and

efficiently, while also creating a strong connection.

V. THE PATENTS-IN-SUIT AND NON-TECHNICAL DESCRIPTION OF
THE INVENTIONS 

A. Identification of the Patents and Ownership by Covidien

19. Complainant asserts U.S. Patent No. 6,669,073, U.S. Patent No. 8,342,377, and

U.S. Patent No. 6,079,606 in this investigation. The Asserted Patents are all members of the

same family of patents and claim priority to U.S. Patent No. 5,865,361.

20. The ’073 patent, entitled “Surgical Stapling Apparatus,” issued on December 30,

2003. The ’073 patent is based on U.S. Patent Application No. l0/014,004, filed December 10,
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2001. The ’073 patent is a child of, among others, the ’606 patent. Covidien owns by

assignment the entire right, title, and interest in the ’073 patent. See Ex. 4.

21. The ’073 patent has one independent claim and seven dependent claims.

Independent claim 1 and dependent claims 2 and 3 are being asserted against QMI in this

investigation. This complaint is accompanied by a certified copy of the prosecution history of

the ’073 patent, three additional copies of the prosecution history, and four copies of each

reference cited on the face of the ’073 patent or mentioned in the prosecution history. See

Appendices A and B. l

22. The ’377 patent, entitled “Surgical Stapling Apparatus,” issued on January 1,

2013. The ’377 patent is based on U.S. Patent Application No. 13/585,350, filed August 14,

2012. The ’377 patent is a child of, among others, the ’606 patent and the ’073 patent. Covidien

owns by assignment the entire right, title, and interest in the ’377 patent. See Ex. 5.

A 23. The ’377 patent has one independent claim and ten dependent claims.

Independent claim 1 and dependent claims 2-11 are being asserted against QMI in this

investigation. This complaint is accompanied by a certified copy of the prosecution history of

the ’377 patent, three additional copies of the prosecution history, and four copies of each

reference cited on the face of the ’377 patent or mentioned in the prosecution history. See 4

Appendices C and D. i

24. The ’606 patent, entitled “Surgical Stapling Apparatus,” issued on June 27, 2000.

The ’606 patent is based on U.S. Patent Application No. 09/ 166,378, filed October 5, 1998. It is

a division of U.S. Patent Application No. O8/935,980, filed September 23, 1997, which issued as

U.S. Patent No. 5,865,361. Covidien owns by assignment the entire right, title, and interest in

the ‘606 patent. See Ex. 6.
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25. The ’606 patent has three independent claims and six dependent claims.

Independent claims l and 9 and dependent claims 2 and 5 are being asserted against QMI in this

investigation. This complaint is accompanied by a certified copy of the prosecution history of

the ’606 patent, three additional copies of the prosecution history, and four copies of each

reference cited on the face of the ’606 patent or mentioned in the prosecution history. See

Appendices E and F. V

B. Non-Technical Description of the Patents

26. The Asserted Patents are generally related to surgical stapler devices that join

tissue using surgical staples. The surgical stapler devices of the Asserted Patents have two

primary components, a stapler handle and a loading unit. The stapler handle has a movable

handle and an elongated body member that can engage a loading unit. The loading unit contains

the surgical staples. The loading unit has a jaw-like opening with an anvil and a cartridge on

opposing sides. The cartridge houses the surgical staples, which are ejected after the anvil and

cartridge are clamped together around the tissue. The stapler handle and the loading unit operate

together to clamp the tissue desired to be connected and then eject the surgical staples from the

loading unit into the tissue.

A 27. The Asserted Patents generally relate to the components that translate movement

from the stapler handle to the loading unit to eject staples into the tissue to be connected. The

Asserted Patents also generally relate to the loading and locking mechanisms for attaching

loading units to the end of the stapler handle.

28. The surgical stapler devices of the Asserted Patents are ergonomic and easy to

operate. The technology of the Asserted Patents allows surgeons to connect tissue quickly and

efficiently, creating a strong and leak-free tissue connection.
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C. Foreign Counterparts of the Patents

29. Each of the Asserted Patents has a number of foreign counterparts. Those foreign

patents and applications are set forth, including their current status, in Exhibit 17. As noted in

Exhibit 17, two of the foreign counterparts of the Asserted Patents, EP2286736 and EP2316348,

are the subject of EPO oppositions. Ex. 17. Both oppositions were filed by‘Ethicon Endo

Surgery, Inc. Exs. 18-19. The date for oral proceedings is January 14, 2016 for the EP2286736

patent and April 12, 2016 for the EP2316348 patent. Ex. 18-19. Pursuant to Commission Rule

210. 12(a)(9)(v), two foreign patent applications have been abandoned. Japanese Patent

Application No. 2010-118856 and Japanese Patent Application No. 2007-291373 were

abandoned by Covidien. Ex. 17. There are no other foreign counterpart patent applications that

have been denied, abandoned, or withdrawn anywhere in the world.

D. Related Litigation

30. Pursuant to Commission Rule 210.12(a)(5), neither the alleged unfair acts nor the

subject matter of the Asserted Patents has been the subject of any court or agency litigation in the

United States.

31. Neither the alleged unfair acts nor the subject matter of the Asserted Patents or

their foreign counterparts has been the subject of any court or agency litigation anywhere else in

the world.

E. Licenses

32. The Asserted Patents are subject to an exclusive distribution and licensing

agreement between Covidien and its subsidiary, Covidien Sales LLC (“Covidien Sales”). Ex.

20C. The licensing agreement allows Covidien Sales to sell products covered by the Asserted

Patents. Pursuant to Commission Rule 210. l2(a)(9)(iii), there are no other entities with a license

to any of the Asserted Patents.
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VI. UNLAWFUL AND UNFAIR ACTS OF RESPONDENT—PATENT
INFRINGEMENT

33. The accused products are surgical stapler devices that infringe the Accused

Patents. Upon information and belief, the infringing devices are designed and manufactured in

Chongqing, China by QMI and then shipped and/or imported into the United States.

34. QMI’s accused products include surgical stapler devices, which it calls linear

cutting staplers. QMI’s accused products include at least the QELC Universal Endoscopic

Linear Cutting Stapler and Loading Units. Exs. 11-13.

35. QMI’s QELC Universal Endoscopic Linear Cutting Stapler and loading units are

designed to be used for the resection, transection, and anastomosis for a variety of surgical

procedures. See Ex. 12. QMI markets the accused devices in the United States through the '

“International network” of its “Marketing Network.” See Ex. 14. QMI states that it is

".‘committedto providing professional solutions for minimally invasive surgery.” Ex. 14. QMI

claims that its device is the “[p]erfect combination of reliability and safety,” a “lwjonderful

design of simple operation and accurate molding,” and an “[i]nnovative model of simple

appearance and exquisite technics.” Exs. 11-12.

36. Upon infomlation and belief, QMI has infringed and continues to infringe at least

the asserted claims of each of the Asserted Patents. QMI infringes the asserted claims of the

Asserted Patents literally and/or under the doctrine of equivalents by making and selling

products that infringe and by importing those products into the United States to offer them for

sale. QMI infringes the asserted claims directly and/or indirectly. Upon information and belief,

and at least upon notice of infringement allegations contained herein regarding the Asserted

Patents, QMI knows about the Asserted Patents and has indirectly infringed and continues to

indirectly infringe at least the asserted claims of the Asserted Patents. While it is believed that

8



QMI imports products that directly infringe, to the extent product components are imported and

assembled in the United States, QMI is inducing infringement, as well as importing components

that have no substantial non-infringing use, and thus committing acts of contributory

infringement. ' .

37. A chart that applies claim l of the ’O73patent to the QELC Universal Endoscopic

Linear Cutting Stapler is attached hereto as Exhibit 2|. 

38. A chart that applies claim l of the ’377 patent to the QELC Universal Endoscopic

Linear Cutting Stapler Reloading Unit is attached hereto as Exhibit 22.

39. A chart that applies claim 1 of the ’606 patent to the QELC Universal Endoscopic

Linear Cutting Stapler is attached hereto as Exhibit 23.

40. A chart that applies claim 9 of the ’606 patent to the QELC Universal Endoscopic

Linear Cutting Stapler is attached hereto as Exhibit 24.

VII. SPECIFIC INSTANCES OF UNFAIR IMPORTATION AND SALE

4l. Exemplary instances of importation and offers for sale of QMI’s surgical stapler

devices that infringe the Asserted Patents are set forth below.

42. Upon information and belief, QMI manufactures the accused surgical stapler

devices in Chongqing, China. According to product packaging, the infringing surgical stapler

devices are made in Chongqing, China. See Ex. 25. In its product literature and on its website,

QMI states that its “first-class quality” products are made at its “headquarters and production

base [] located in the National Development Zone—Chongqing Liangjiang New Area.” See Exs.

11-12.

43. Upon information and belief, QMI has imported and solicited sales of its surgical

stapler device in the United States. QMI attended the First Annual East Meets West: A

Gastrointestinal Medical and Surgical Symposium at Florida Hospital in Orlando, Florida on
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September 10-1 1, 2015. Ex. 26. The symposium included lectures, live case demonstrations,

and a hands on laboratory. Ex. 27. QMI surgical stapler devices were imported into the United

States and brought to this symposium. A Covidien regional manager in the area of surgical

staplers also attended the symposium. After the laboratory demonstrations, an unused stapler

handle and loading units were left in the lab. Ex. "28. The Covidien employee obtained the QMI

devices with permission from the symposium laboratory manager. Ex. 28. Product packaging

for a loading unit indicates that the recovered loading units were manufactured in China. Ex. 25.

A photograph of the recovered infringing device is shown in Exhibit 29.

44. QMI has imported and solicited sales of its surgical stapler devices in the United

States on at least one other occasion. According to its own website, QMI attended and had a

booth at the Florida International Medical Expo (FIME) in Miami, Florida on August 5-7, 2015.

Ex. 30-31. According to QMI, it had an exhibitor booth for its surgical stapler devices at FIl\/IE

where it “exhibited QMI surgical staplers including . . . QELC [Universal Endoscopic Linear

Cutting Staplerl.” Ex. 30.

VIII. HARMONIZED TARIFF SCHEDULE ITEM NUMBER .

45. On information and belief, the Harmonized Tariff Schedule of the United States

item number under which the infringing surgical stapler devices may be imported into the United

States may be at least HTSUS 9018.90.80.

IX. THE EOMESTIC INDUSTRY

46. Covidien has established a domestic industry under at least 19 U.S.C.

§§ l337(a)(3)(A), (B), and (C).

47. Covidien employs significant personnel to manufacture the patented surgical

stapler devices at a leased plant located in Ponce, Puerto Rico. A portion of the clean room

manufacturing area is dedicated to the manufacture of the patented surgical stapler devices. As
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detailed in Confidential Exhibit 32C (and public version Exhibit 32), Covidien has made and is

making substantial investments in its domestic industry related to labor and capital, as well as

plant and equipment under 19 U.S.C. §§ l337(a)(3)(A) and (B) to manufacture the patented

surgical stapler devices. .

48. Covidien also employs personnel in the United States who provide engineering

services related to the domestic industry products. These services include consulting with the

manufacturing facility, working on ongoing design improvements, and conducting product safety

analysis. Covidien’s investment in engineering for the domestic industry products is significant

under 19 U.S.C. § l337(a)(3)(C). »

49. Covidien manufactures surgical stapler devices at the Ponce, Puerto Rico plant.

Specifically, the products manufactured at the Ponce plant include the Endo GIATMUniversal in

three sizes, the Endo GIATMUltra in three sizes, and Endo GIATMStraight loading units in ten

sizes.

50. The Endo GIATMUniversal, Endo GIATMUltra, and Endo GIATMStraight loading

units are used in abdominal, gynecological, pediatric, and thoracic surgeries to connect and

reconnect tissue. The Endo GIATMUniversal and the Endo GIATMUltra are used in conjunction

with attachable loading units, such as the Endo GIATMStraight loading units, that contain

surgical staples.

51. The Covidien surgical stapler devices connect tissue by dispensing surgical

staples into the tissue. First, a loading unit, like the End0~GIATMStraight loading unit, which 

contains the surgical staples, is attached to the end of the stapler handle. Then, by moving the .

handle, the loading unit can be opened in alignment over the tissue to be connected. Next, the

handle is used to move the surgical stapler into the closed position. Then, the surgical staples are
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dispensed into the tissue. Finally, the surgical stapler is moved back into the open position,

leaving the surgical staples in the tissue.

52. Covidien’s surgical stapler devices, the Endo GIATMUniversal in all three sizes

and the Endo GIATMUltra in all three sizes, practice at least claim l of the ’073 patent. A claim

chart is set forth in Exhibit 33 comparing claim 1 to a representative Covidien surgical stapler

device, the Endo GIATMUniversal.

53. Covidien’s surgical stapler devices, the Endo GIATMStraight loading units in all

ten sizes, practice at least claim 1 of the ’377 patent. A claim chart is set forth in Exhibit 34

comparing Claim 1 to the Endo GIATMStraight loading unit.

54. Covidien’s surgical stapler devices, the Endo GIATMUniversal in all three sizes,

practice at least claim 1 of the ’606 patent. A claim chart is set forth in Exhibit 35 comparing

claim 1 to the Endo GIATMUniversal.

X. SAMPLE ARTICLES

_ 55. Samples of domestic industry surgical stapler devices from Covidien are provided

with this Complaint as Exhibits 36A and 36B. Because of the limited number of QMI accused

products in Covidien’s possession a sample is not currently provided.

XI. RELIEF REQUESTED . 

56. WHEREFORE, by reason of the foregoing, Complainant Covidien respectfully

requests that the United States Intemational Trade Commission:

(a) Institute an immediate investigation, pursuant to Section 337 of the Tariff Act of

1930, as amended, 19 U.S.C. § l337(a)(l)(B)(i) and (b)(1), with respect to violations of Section

337 based upon the importation into the United States of surgical stapler devices that infringe

one or more of the asserted claims of Covidien’s U.S. Patent No. 6,669,073, U.S. Patent No.

8,342,377, and U.S. Patent No. 6,079,606;
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(b) Schedule and conduct a hearing on said unlawful acts and, following said hearing;

(c) Issue a permanent limited exclusion order pursuant to 19 U.S.C. § l337(d)(1)

barring from entry into the United States all infringing surgical stapler devices imported by or on

behalf of Respondent;

(d) Issue a permanent limited cease and desist order, pursuant to‘19 U.S.C. § 1337(D,

directing Respondent to cease and desist from importing, marketing, advertising, demonstrating,

warehousing inventory for distribution, offering for sale, selling, distributing, licensing, or using

surgical stapler devices that infringe one or more claims of the Asserted Patents; and

(e) 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.

Respectfully Submitted,

cififinnéE.Lehman \ '
Kathleen A. Daley
FINNEGAN, HENDERSON, FARABOW,

GARRETT & DUNNER, L.L.P.
901 New York Avenue, N.W.
Washington, D.C. 20001
Tel. (202) 408-4000
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