
46. The ’433 patent is a continuation of U.S. application No. 14/150,505, filed on

January 8, 2014, which is a continuation of U.S. application No. 13/868,926, filed on April 23,

2013, which issued as U.S. Patent No. 8,675,207, which is a continuation of U.S. application No

13/620,159, filed on September 14, 2012, which issued as U.S. Patent No. 8,451,456, which is a

continuation of U.S. application No. 13/333,351, filed on December 21, 2011, which issued as

U.S. Patent No".8,363,228, which is a continuation of U.S. application No. 12/770,379, filed on

April 29, 2010, which issued as U.S. Patent No. 8,102,538, which is a continuation of U.S.

application No. 12/379,343, filed on February 19, 2009, which issued as U.S. Patent No.

7,724,378, which is a continuation of U.S. application No. 11/889,112, filed on August 9, 2007,

which issued as U.S. Patent No. 7,511,829, which is a continuation of U.S. application No.

11/154,520, filed on June 17, 2005, which issued as U.S. Patent No. 7,319,529, and is further an

application claiming the benefit under 35 U.S.C. §119(e) of U.S. Provisional Application No.

60/580,109, filed on June 17, 2004, and claiming the benefit under 35 U.S.C. §l19(e) ofU.S.

Provisional Application No. 60/580,108, filed on June 17, 2004, the contents of each of which

are hereby incorporated by reference in their entirety. _

47. Pursuant to Commission Rules 2l0.12(c), the original of this Complaint is

accompanied by a certified copy and three additional copies of the prosecution history of the

’433 patent (Appendix G) and four copies of each referenced document mentioned in the ’433

patent prosecution history (Appendix H).

2. Foreign Counterparts to the ’433Patent

48. Exhibit 9 lists each foreign patent and each pending foreign patent application

(not already issued as a patent), and each foreign patent application that been denied, abandoned

or withdrawn, corresponding to the ’433 patent, with an indication of the prosecution status of
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each such patent application. No other foreign patents or patent applications corresponding to

the ’433 patent have been filed, abandoned, withdrawn, or rejected.

3. Non-Technical Description of the Patented Invention

49. The ’433 patent relates to a system with a hand-held scanning device, for

determining the surface topology and associated color of a three-dimensional structure, such as a

patient’s dentition. The scanning system is configured to provide depth data points to

positionally correspond to a two-dimensional color image. The depth data is mapped or

associated with the color data using a processor to provide for the correct coloring of the image.

This invention results from Align’s efforts to design a coating-free intraoral scanning solution

that overcame the detrimental drawbacks of conventional impressions and coating based

scanners.

E. The ’93l Patent

1. Identification of the Patent and Ownership by Align

50. U.S. Patent No. 6,948,931 (“the ’93l patent”) (certified copy at Ex. 6) issued on

September 27, 2005, and is entitled “Digitally Modeling the Deformation of Gingival Tissue

During Orthodontic Treatment.” The inventors are Muhammad Chishi, Huafeng Wen, Elena

Pavlovskaia and Ka Man Cheang. Prior to issuance, the entire right, title and interest of the

inventors in the ’93l patent were assigned to Align (see certified copy of assignment at Ex.7).

51. The ’93l patent is a continuation of U.S. patent application No. 10/280,556, filed

October 24, 2002, which issued as U.S. Patent No. 6,685,470, which was a continuation ofU.S.

patent application No. 09/_311,716,filed May 14, 1999, which issued as U.S. Patent No.

6,514,074.

52. Pursuant to Commission Rules 2l0.l2(c), the original of this Complaint is

accompanied by a certified copy and three additional copies of the prosecution history of the
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’93l patent and its terminated reexamination (Appendix I). Pursuant to Commission Rules

2l0.l2(c), the original of this Complaint is accompanied by four copies of each referenced

document mentioned in the ’931 patent prosecution history (Appendix J).

2. Foreign Counterparts to the ’931Patent

53. Exhibit 9 lists each foreign patent and each pending foreign patent application

(not already issued as a patent), and each foreign patent application that been.denied, abandoned

or withdrawn, corresponding to the ’93l patent, with an indication of the prosecution status of

each such patent application. No other foreign patents or patent applications corresponding to

the ’93l patent have been filed, abandoned, withdrawn, or rejected.

3. Non-Technical Description of the Patented Invention

54. The inventions disclosed and claimed in the ’93l patent relate to a method to

develop a course of treatment for an orthodontic patient by scanning either a patient’s teeth or a

physical model of a patient’s teeth. The data from the scan is then received by a computer that

provides a digital model of the patient’s teeth at an initial set of positions and the gum tissue

surrounding the teeth. The computer then derives from the digital model data an expected

deformation of the gum tissue as the teeth would move from the initial position to another set of

positions. This method is helpful, for example, in creating orthodontic appliances that can carry

out the treatment by fitting securely over the patient’s teeth and gum without pressing too tightly

against the patient’s gums and causing discomfort._

F. The ’470 Patent 

1. Identification of the Patent and Ownership by Align

55. U.S. Patent No. 6,685,470 (“the ’470 patent”) (certified copy at Ex. 8) issued on

February 3, 2004, and is entitled “Digitally Modeling the Deformation of Gingival Tissue During

Orthodontic Treatment.” The inventors are Muhammad Chishi, Huafeng Wen, Elena ‘
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Pavlovskaia and Ka Man Cheang. Prior to issuance, the entire right, title and interest of the

inventors in the ’47Opatent were assigned to Align (see certified copy of assignment at Ex.7).

56. The ’47Opatent is a continuation of U.S. patent application No. O9/311,716, filed

May 14, 1999, which issued as U.S. Patent N0. 6,514,074.

57. Pursuant to Commission Rules 2l0.l2(c), the original of this Complaint is

accompanied by a certified copy and three additional copies of the prosecution history of the

’47Opatent (Appendix K). Pursuant to Commission Rules 2lO.l2(c), the original of this

Complaint is accompanied by four copies of each referenced document mentioned in the ’47O

patent prosecution history (Appendix L).

2. Foreign Counterparts to the ’47OPatent

58. Exhibit 9 lists each foreign patent and each pending foreign patent application

(not already issued as a patent), and each foreign patent application that been denied, abandoned

or withdrawn, corresponding to the ’47Opatent, with an indication of the prosecution status of

each such patent application. No other foreign patents or patent applications corresponding to

the ’47Opatent have been filed, abandoned, withdrawn, or rejected. A

3. Non-Technical Description of the Patented Invention

59. The inventions disclosed and claimed in the ’47Opatent relate to a computer

readable medium which includes a computer program capable of developing a course of

treatment for an orthodontic patient by scanning either a patient’s teeth or a physical model of a

patient’s teeth. The data from the scan is then received by a computer that provides a digital

model of the patient’s teeth at an initial set of positions and the gum tissue surrounding the teeth

The computer then derives from the digital model data an expected defonnation of the gum

tissue as the teeth would move from the initial position to another set of positions. This method
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is helpful, for example, in creating orthodontic appliances that can carry out the treatment by

fitting securely over the patient’s teeth and gum without pressing too tightly against the patient’s

gums and causing discomfort.

V. LICENSES

60. Align does not license any third parties to practice the patented inventions

referenced herein.

VI. UNLAWFUL AND UNFAIR ACTS OF RESPONDENTS

A. Overview of 3Shape’s Knockoff System

61. Like Align, upon scanning a mold or a patient’s dentition, 3Shape’s TRIOS and

TRIOS 3 intraoral scanners, in conjunction with 3Shape’s Dental System software, create digital

files and provide to dental professionals a three-dimensional visual image which would allow the

professional to reposition the teeth to the desired state of normal occlusion using gingival

deformations, realign teeth and create treatment plans to deal with chipped or missing teeth. Ex.

25 at Chapter 6.

62. In addition, and again like Align, 3Shape’s Dental System software is a computer

readable medium including computer programs that are capable of using the scanned data from

3Shape’s TRIOS and TRIOS 3 to implement design tools to provide the dental professional a

variety of methods to manipulate the three-dimensional digital model to show a projected end

result of the treatment, or the projected state of normal or ideal result to be achieved through

dental or orthodontic treatment. Ex. 26 at Chapter 4.

63. 3Shape’s TRIOS, TRIOS 3, and Dental System software products provide for the

same color scanning capabilities that the Align iTero scanner and implement Align software. In

addition, 3Shape’s TRIOS, TRIOS 3 and Dental System software products allow manipulation of

the three-dimensional image in a way that, like Align, allows for the creation of treatment plans
-22



and subsequently of dental and orthodontic appliances such as crowns, bridges, aligners, bracket

templates and implants.

B. Patent Infringement

1. Infringement of the ’228Patent

64. Respondents infringe, literally and/or under the doctrine of equivalents, at least

claims 1 ~ 2, 4 ~ 5, 7, 18, 20 - 21, and 26 of the ’228 patent. Respondents directly infringe the

asserted claims at least through their sale for importation, importation"and/or sale after

importation into the United States of the Accused Products. On information and belief,

Respondents test, demonstrate, or otherwise operate the Accused Products in the United States,

thereby directly infringing any asserted claims of the ’228 patent requiring such operation.

65. On information and belief, Respondents also knowingly induce and/or contribute

to the infringement of at least claims l —2, 4 -—5, 7, 18, 20 —21, and 26 of the ’228 patent by

3Shape US and/or others. ‘ _

66. Respondents have induced and continue to induce infringement the ’228 patent

with the specific intent that these acts infringe the ’228 patent. Respondents know or should

have known that their actions would induce actual infringement of the ’228 patent. On

information and belief, Respondents had knowledge of the ’228 patent, and its infringement of

the ’228 patent, since at least when Align filed a parallel action to this investigation in the

District of Delaware. Additionally, on information and belief, 3Shape had knowledge of the

’228 patent, and its infringement of the ’228.patent, through at least: (i) 3Shape’s prior business

dealings with Align. including those with Cadent, whereby 3Shape acquired specific and detailed

knowledge from Align regarding the structure, function and operation of the Align, previously

Cadent, products and the patent protection afforded to certain structures, functions and
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operations of the patented Align technology; (ii) 3Shape’s knowledge of the Align iTero color

intraoral scanners and related hardware and software being covered by numerous patents

including the patents at issue; (iii) 3Shape’s patent prosecution activities; and (iv) 3Shape’s U.S.
/

Food and Drug Administration Section 510(k) premarket notification of intent to market the

accused products (see, e.g., Ex. 29). Moreover, 3Shape’s website includes a purchase link,

which allows a customer to purchase the Accused Products from a reseller in the United States.

Ex. 31. ln addition, Respondents’ customers and the end users of the Accused Products test

and/or operate the Accused Products in the United States in accordance with Respondents’

instruction contained in, for example, its user manuals and online instruction videos, thereby also

performing the claimed methods and directly infringing the asserted claims of the Asserted

Patents requiring such operation. 3Shape AlS similarly induces 3Shape US to test and/or operate

the Accused Products in the United States in a manner that directly infringes the ’228 patent

67. - Respondents also contribute to the infringement of the ’228 patent by selling for

importation into the United States, importing into the United States, and/or selling within the

United States after importation components, such as the color intraoral scanners and related

hardware and software containing the infringing functionality of the Accused Products, which

are not a staple article or commodity of commerce suitable for substantial non-infringing use

and which embody a material part of the invention described in the ’228 patent. These color

intraoral scanners and related hardware and software are known by Respondents to be especially

made or especially adapted for use in the infringement of the ’228 patent. Due to their specific

designs, the AccusediProducts and components thereof do not have any substantial non

infringing uses.
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68. Attached as Exhibit l0 are representative claim charts for the Accused Products

showing infringement of the ’228 patent by eiremplary Accused Products. _

2. Infringement of the ’456Patent

69. Respondents infringe, literally and/or under the doctrine of equivalents, at least

claims l —8 and 15 —l8 of the ’456 patent. Respondents directly infringe the asserted claims at

least through their sale for importation, importation and/or sale after importation into the United

States of the Accused Products. On information and belief, Respondents test, demonstrate, or

otherwise operate the Accused Products in the United States, thereby directly infringing any

asserted claims of the ’456 patent requiring such operation.

70. On information and belief, Respondents also knowingly induce and/or contribute

to the infringement of at least claims l —8 and 15 —18 of the ’456 patent by 3Shape US and/or

others. 4 I

71. Respondents have induced and continue to induce infringement the ’456 patent

with the specific intent that these acts infringe the ’456 patent. Respondents know or should /

have known that their actions would induce actual infringement of the ’456 patent. On

information and belief, Respondents had knowledge of the ’456 patent, and its infringement of

the ’456 patent, since at least when Align filed a parallel action in the District of Delaware.

Additionally, on information and belief, 3Shape had knowledge of the ’456 patent, and its

infringement of the ’456 patent, through at least: (i) 3Shape’s prior business dealings with Align

including those with Cadent, whereby 3Shape acquired specific and detailed knowledge from

Align regarding the structure, function and operation of the Align, previously Cadent, products

and the patent protection afforded to certain structures, functions and operations of the patented

Align technology; (ii) 3Shape’s knowledge of the Align iTero color intraoral scanners and I
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related hardware and software being covered by numerous patents including the patents at issue;

(iii) 3Shape’s patent prosecution activities; and (iv) 3Shape’s U.S. Food and Drug ' \

Administration Section 510(k) premarket notification of intent to market the accused products

(see, e.g., Ex. 29). Moreover, 3Shape’s website includes a purchase link, which allows a

customer to purchase the Accused Products from a reseller in the United States. Ex. 31. In

addition, Respondents’ customers and the end users of the Accused Products test and/or operate

the Accused Products in the United States in accordance with Respondents’ instruction contained

in, for example, its user manuals and online instruction videos, thereby also performing the

claimed methods and directly infringing the asserted claims of the Asserted Patents ‘requiring

such operation. 3Shape A/S similarly induces 3Shape US to test and/or operate the Accused

Products in the United States in a manner that directly infringes the ’456 patent.

72. Respondents also contribute to the infringement of the ’456 patent by selling for

importation into the United States, importing into the United States, and/or selling within the

United States after importation components, such as the color intraoral scanners and hardware

and related software containing the infringing functionality, of the Accused Products, which are

not a staple article or commodity of commerce suitable for substantial non-infringing use and

which embody a material part of the invention described in the ’456 patent. These color

intraoral scanners and hardware and related software are known by Respondents to be especially

made or especially adapted for use in the infringement of the ’456 patent. Due to their specific

designs, the Accused Products and components thereof do not have any substantial non

infringing uses. "

73. Attached as Exhibit l l are representative claim charts for the Accused Products

showing infringement of the ’456 patent by exemplary Accused Products. 
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3. Infringement of the ’207Patent

74. Respondents infringe, literally and/or under the doctrine of equivalents, at least

claims 1 —2, 4, and 15 —21 of the ’207 patent. Respondents directly infringe the asserted

claims at least through their sale for importation, importation and/or sale after importation into

the United States of the Accused Products. On information and belief, Respondents test,

demonstrate, or otherwise operate the Accused Products in the United States, thereby

performing the claimed methods and directly infringing any asserted claims of the ’207 patent

requiring such operation.

75. On information and belief, Respondents also knowingly induce and/or contribute

to the infringement of at least claims l —2, 4, and 15 —21 of the ’207 patent by 3Shape US

and/or others. l

76. Respondents have induced and continue to induce infringement the ’207 patent

with the specific intent that these acts infringe the ’207 patent. Respondents know or should

have known that their actions would induce actual infringement of the ’207 patent. On

information and belief, Respondents had knowledge of the ’207 patent, and its infringement of

the ’207 patent, since at least when Align filed a parallel action in the District of Delaware.

Additionally, on information and belief, 3Shape had knowledge of the ’207 patent, and its p

infringement of the ’207 patent, through at least: (i) 3Shapel’sprior business dealings with Align

including those with Cadent, whereby 3Shape acquired specific and detailed knowledge from

Align regarding the structure, function and operation of the Align, previously Cadent, products

and the patent protection afforded to certain structures, functions and operations of the patented

Align technology; (ii) 3Shape’s knowledge of the Align iTero color intraoral scanners and

related hardware and software being covered by numerous patents including the patents at issue;
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(iii) 3Shape’s patent prosecution activities; and (iv) 3Shape’s U.S. Food and Drug ~

Administration Section 5lO(l<)premarket notification of intent to market the accused products

(see, e.g., Ex. 29). Moreover, 3Shape’s website includes a purchase link, which allows a

customer to purchase the Accused Products from a reseller in the United States. Ex. 31. In

addition, Respondents’ customers and the end users of the Accused Products test and/or operate

the Accused Products in the United States in accordance with Respondents’ instruction contained

in, for example, its user manuals and online instruction videos, thereby also performing the

claimed methods and directly infringing the asserted claims of the Asserted Patents requiring

such operation. 3Shape A/S similarly induces 3Shape US to test and/or operate the Accused _

Products in the United States in a manner that directly infringes the ’207 patent.

77. Respondents also contribute to the infringement of the ’207 patent by selling for

importation into the United States, importing into the United States, and/or selling within the

United~Statesafter importation components, such as the color intraoral scanners and related

hardware and software containing the infringing functionality of the Accused Products, which

are not a staple article or commodity of commerce suitable for substantial non-infringing use

and which embody a material part of the invention described in the ’207 patent. These color

intraoral scanners and related hardware and software are known by Respondents to be especially

made or especially adapted for use in the infringement of the ’207 patent. Due to their specific

designs, the Accused Products and components thereof do not have any substantial non

infringing uses. ~ ‘

78. Attached as Exhibit 12 are representative claim charts for the Accused Products

showing infringement of the ’207 patent by exemplary Accused Products.
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4. Infringement of the ’433Patent

79. Respondents infringe, literally and/or under the doctrine of equivalents, at least

claims 1, 4, 7, 10, 12, and 14 of the ’433 patent. Respondents directly infringe the asserted

claims at least through their sale for importation, importation and/or sale after importation into

the United States of the Accused Products. On information and belief, Respondents test,

demonstrate, or otherwise operate the Accused Products in the United States, thereby directly

infringing any asserted claims of the ’433 patent requiring such operation.

80. On information and belief, Respondents also knowingly induce and/or contribute

to the infringement of at least claims l, 4, 7, 10, 12, and 14 of the ’433 patent by others.

81. Respondents have induced and continue to induce infringement the ’433 patent

with the specific intent that these acts infringe the ’433 patent. Respondents know or should

have known that their actions would induce actual infringement of the ’433 patent. On

information and belief, Respondents had knowledge of the ’433 patent, and its infringement of

the ’433 patent, since at least when Align filed a parallel action in the District of Delaware.

Additionally, on information and belief, 3Shape had knowledge of the ’433 patent, and its

infringement of the ’433 patent, through at least: (i) 3Shape’s prior business dealings with Align

including those WithCadent, whereby 3Shape acquired specific and detailed knowledge from

Align regarding the structure, function and operation of the Align, previously Cadent, products

and the patent protection afforded to certain structures, functions and operations of the patented

Align technology; (ii) 3Shape’s knowledge of the Align iTero color intraoral scanners and ’

related hardware and software being covered by numerous patents including the patents at issue;

(iii) 3Shape’s patent prosecution activities; and (iv) 3Shape’s U.S. Food and Drug

Administration Section 510(k) premarket notification of intent to market the accused products
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(see, e.g., Ex. 29). Moreover, 3Shape’s website includes a purchase link, which allows a

customer to purchase the Accused Products from a reseller in the United States. Ex. 31. In

addition, Respondents’ customers and the end users of the Accused Products test and/or operate

the Accused Products in the United States in accordance with Respondents’ instruction contained

in, for example, its user manuals and online instruction videos, thereby also performing the

claimed methods and directly infringing the asserted claims of the Asserted Patents requiring

such operation. 3Shape A/S similarly induces 3Shape US to test and/or operate the Accused

Products in the United States in a manner that directly infringes the ’433 patent.

82. Respondents also contribute to the infringement of the ’433 patent by selling for

importation into the United States, importing into the United States, and/or selling within the

United States after importation components, such as the color intraoral scanners and related

hardware and software containing the infringing functionality of the Accused Products, which

are not a staple article or commodity of commerce suitable for substantial non-infringing use

and which embody a material part of the invention described in the ’433 patent. These color

intraoral scanners and related hardware and software are known by Respondents to be especially

made or especially adapted for use in the infringement of the ’433 patent. Due to their specific

designs, the Accused Products and components thereof do not have any substantial non- '

infringing uses. ,

83. Attached as Exhibit l3 are representative claim charts for the Accused Products

showing infringement of the ’433 patent by exemplary Accused Products.

5. Infringement of the ’93l Patent

84. Respondents infringe, literally and/or under the doctrine of equivalents, at least

claims 1—12 of the ’93l patent. Respondents directly infringe the asserted claims at least
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through their sale for importation, importation and/or sale after importation into the United States

of the Accused Products. On information and belief, Respondents test, demonstrate, or

otherwise operate the Accused Products in the United States, thereby directly infringing any

asserted claims of the ’93l patent requiring such operation.

85. On information and belief, Respondents also knowingly induce and/or contribute

to the infringement of at least claims l —12 of the ’93l patent by 3Shape US and/or others.

86. Respondents have induced and continue to induce infringement the ’93l patent

with the specific intent that these acts infringe the ’93l patent. Respondents know or should

have known that their actions would induce actual infringement of the ’93l patent. On

information and belief, Respondents had knowledge of the ’93l patent, and its infringement of

the ’93l patent, since at least when Align filed a parallel action in the District of Delaware.

Additionally, on information and belief, 3Shape had knowledge of the ’93l patent, and its

infringement of the ’93l patent, through at least: (i) 3Shape’s prior business dealings with Align,

including those with Cadent, whereby 3Shape acquired specific and detailed knowledge from

Align regarding the structure, function and operation of the Align, previously Cadent, products

and the patent protection afforded to certain structures, functions and operations of the patented

Align technology; (ii) 3Shape’s knowledge of the Align iTero color intraoral scanners and

related hardware and software being covered by numerous patents including the patents at issue;

(iii) 3Shape’s patent prosecution activities; and (iv) 3Shape’s U.S. Food and Drug

Administration Section 510(k) premarket notification of intent to market the accused products

(see, e.g., Ex. 29). Moreover, 3Shape’s website includes a purchase link, which allows a

customer to purchase the Accused Products from a reseller in the United States. Ex. 31. In

addition, Respondents’ customers and the end users of the Accused Products test and/or operate
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the Accused Products in the United States in accordance with Respondents’ instruction contained

in, for example, its user manuals and online instruction videos, thereby also perfonning the

claimed methods and directly infringing the asserted claims of the Asserted Patents requiring\

such operation. 3Shape A/S similarly induces 3Shape US to test and./oroperate the Accused

Products in the United States in a manner that directly infringes the ’93l patent.

87. Respondents also contribute to the infringement of the ’93l patent by selling for

importation into the United States, importing into the United States, and/or selling within the

United States after importation components, such as the color intraoral scanners and related

hardware and software containing the infringing functionality of the Accused Products, which

are not a staple article or commodity of commerce suitable for substantial non-infringing use

and which embody a material part of the invention described in the ’93l patent. These

intraoral scanners and hardware and software are known by Respondents to be especially made

or especially adapted for use in the infringement of the ’93l patent. Due to their specific

designs, the Accused Products and components thereof do not have any substantial non

infringing uses. _

88. Attached as Exhibit 14 are representative claim charts for the Accused Products

showing infringement of the ’93l patent by exemplary Accused Products.

6. Infringement of the ’470Patent

89. Respondents infringe, literally and/or under the doctrine of equivalents, at least

claims l —12 of the ’470 patent. Respondents directly infringe the asserted claims at least

through their sale for importation, importation and/or sale after importation into the United

States of the Accused Products. On information and belief, Respondents test, demonstrate, or
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‘ otherwise operate the Accused Products in the United States, thereby directly infringing any

asserted claims of the ’470 patent requiring such operation.

90. On information and belief, Respondents also knowingly induce and/or contribute

to the infringement of at least claims l —12 of the ’470 patent by 3Shape US and/or others.

91. Respondents have induced and continue to induce infringement the ’470 patent

with the specific intent that these acts infringe the ’470 patent. Respondents know or should '

have known that their actions would induce actual infringement of the ’470 patent. On

information and belief, Respondents had knowledge of the ’470 patent, and its infringement of

the ’470 patent, since at least when Align filed a parallel action in the District ofDelaware.

Additionally, on information and belief, 3Shape had knowledge of the ’470 patent, and its

infringement of the ’47Opatent, through at least:v(i)3Shape’s prior business dealings with Align,

including those with Cadent, whereby 3Shape acquired specific and detailed knowledge from

Alignlregarding the structure, function and operation of the Align, previously Cadent, products

and the patent protection afforded to certain structures, fimctions and operations of the patented

Align technology; (ii) 3Shape’s knowledge of the Align iTero color intraoral scanners and

related hardware and software being covered by numerous patents including the patents at issue;

(iii) 3Shape’s patent prosecution activities; and (iv) 3Shape’s U.S. Food and Drug

Administration Section 510(k) premarket notification of intent to market the accused products

(see, e.g., Ex. 29). Moreover, 3Shape’s website includes a purchase link, which allows a

customer to purchase the Accused Products from a reseller in the United States. Ex. 31. In

addition, Respondents’ customers and the end users of the Accused Products test and/or operate

the Accused Products in the United States in accordance with Respondents’ instruction contained

in, for example, its user manuals and online instruction videos, thereby also perfonning the
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claimed methods and directly infringing the asserted claims of the Asserted Patents requiring

such operation. 3Shape A/S similarly induces 3Shape US to test and/or operate the Accused

Products in the United States in a manner that directly infringes the ’470 patent.

92. Respondents also contribute to the infringement of the ’470 patent by selling for

importation into the United States, importing into the United States, and/or selling within the

United States after importation components, such as the color intraoral scanners and related

hardware and software containing the infringing functionality of the Accused Products, which

are not a staple article or commodity of commerce suitable for substantial non-infringing use

and which embody a material part of the invention described in the ’470 patent. These

intraoral scanners and related hardware and sofiware are known by Respondents to be especially

made or especially adapted for use in the infringement of the ’470 patent. Due to their specific

designs, the Accused Products and components thereof do not have any substantial non

infringing uses.

93. Attached as Exhibit 15 are representative claim charts for the Accused Products

showing infringement of the ’470 patent by exemplary Accused Products.

VII. SPECLFIC INSTANCES OF SALE AND IMPORTATION " '

94. Respondents sell for importation into the United State, import into the United

States, and/or sell after importation into the United States the Accused Products. Examples of

Accused Products were purchased from a reseller in the United States. Ex. 23C. Specifically,

Dr. John Dovgan at 3841 E Thunderbird Road, Suite l0l, Phoenix, Arizona 85032, ordered a

3Shape TRIOS 3 scanner and Dental System software from authorized 3Shape reseller, Henry

Schein Dental. Id. A TRIOS 3 scanner and Dental System software were delivered to Dr.

Dovgan at 3841 E Thunderbird Road, Suite 101, Phoenix, Arizona 85032 by the authorized
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Henry Schein representative. Id. The 3Shape TRIOS 3 scanner is labeled as “Manufactured in

Poland.” Id.

95. Upon infonnation and belief, substantially all of the Accused Products in the

United States are manufactured by 3Shape’s outsourcing partners, which are primarily located in

Poland.

96. Moreover, 3Shape’s website includes specific instances of infringement through

representative “Case Studies.” Ex. 27([https://www.3shape.com/knowledge-center/case

studies]). For example, 3Shape’s website includes one case study by Dr. Jonathan L. Ferencz,

D.D.S. detailing the use of 3Shape’s TRIOS® and Dental System in New York. Ex. 28

([https://www.3shape.com/-/media/files/case-studies/clinical-cases/trios-intraoral-scanner

clinical-cases/case_study_crowns_on_7_maxillary_teeth_6_mandibulargteeth.pdt‘?]).

97. Thus, upon information and belief, 3Shape imports it products to 3Shape US

and/or a plethora of resellers who then distribute 3Shape’s TRIOS, TRIOS 3, and Dental System

software throughout North America to dentists and orthodontists, dental and orthodontic

specialists, dental and orthodontic schools, and more. ‘

98. Align is not submitting physical samples of the Accused Products at this time

because the products are extremely expensive. While 3Shape does not publicly disclose price

lists for the Accused Products, Align is informed and believes through its expert Dr. Dovgan that

the Accused Products are sold at prices starting at approximately $40,000. '

Vlll. HARMONIZED TARIFF SCHEDULE NUMBERS

99. The Accused Products are classified under at least the following subheading of

the Harmonized Tariff Schedule of the United States: 9018.19.40 (Apparatus for functional

exploratory examination, and parts and accessories thereof); 9018.49.80 (Dental hand
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instruments and parts and accessories thereof). These classifications are exemplary in nature and

not intended to restrict the scope of any exclusion order or other remedy ordered by the ‘

Commission.

IX. RELATED LITIGATION

100. On‘November 14, 2017, Align filed a complaint in the U.S. District Court of

Delaware alleging infringement of U.S. Patent Nos. 8,363,228; 8,451,456; 8,675,207;

9,101,433; 6,948,931, 6,685,470; and 6,514,074 against Respondents. Other than U.S. Patent

No. 6,514,074, these are the same patents asserted in this Complaint.

101. On November 14, 2017, Align filed a complaint in the U.S. District Court of

Delaware alleging infringement of U.S. Patent Nos. 7,092,107, 9,615,901; 8,638,448;

8,638,447; 6,334,853; and 6,845,175 against Respondents.

102. On November 14, 2017, Align filed a complaint against Respondents in the U.S.

International Trade Commission pursuant to Section 337 of the Tariff Act of 1930, as

amended, 19 U.S.C. § 1337 based on unlawful importation into the United States, sale for

importation into the United States, and/or sale within the United States after importation of

certain intraoral scanners and related hardware and software that infringe U.S. Patent Nos.

9,615,901; 8,638,448; 8,638,447; 6,334,853; and 6,845,175.

103. Aside from the above-mentioned matters, Align has not previously litigated the

Asseited Patents before any other court or agency.

X. DOMESTIC INDUSTRY

104. An industry as required by Section 337(a)(2) and defined by Section 337(a)(3)

exists in the United States. Align has made significant investments in plant, equipment, labor

and capital, and made substantial investments in engineering and research and development

related to products protected by the Asserted Patents. Moreover, products protected by the
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Asserted Patents are often used as the first step in Invisalign treatment, allowing dental

professionals to create a better fit for Invisalign aligners produced by A1ign’sInvisalign System.

105. As described below and in the accompanying declaration at Confidential Exhibit

22C, Align researches, designs, and develops color intraoral scanners and related hardware and

software, including the iTero color intraoral scanner and OrthoCAD software, in the United

States (the “Domestic Industry Products”) that are protected by at least one claim of each of the

Asserted Patents. Align’s sole business is the development, design, manufacture, sale and

marketing of the Domestic Industry Products as well as the renowned Invisalign System.

A. Technical Prong

106. The chart below sets forth exemplary Domestic Industry Products that are

protected by at least one claim of each of the Asserted Patents:

* Fiteni No. 7 Vif Domestic Industry T'}BT1ii¢'i§5ndCornponentswn 7 7

8,363,228 iliero color intraoral scanner and OrthoCAD

8,451,456 iTero color intraoral scanner and OrthoCAD

8,675,207 iTero color intraoral scanner and OrthoCAD

9,101,433 iTero color intraoral scanner and OrthoCAD

6,948,931 iTero color intraoral scanner and OrthoCAD

6,685,470 iTero color intraoral scanner and OrthoCAD
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107. Claim charts applying a representative claim of each Asserted Patent to a

representative Domestic Industry Product are attached as Confidential Exhibits 16C —21C.2

108. Align also sells the Domestic Industry Products to its customers, who then resell

them to end users in the United States. On information and belief, these devices may also

practice one or more claims of the Asserted Patents.

B. Economic Prong .

109. As detailed in Confidential Exhibit 22C, Align has made significant investments

in plant and equipment and the employment of labor and capital in the United States relating to

its Domestic Industry Products. These activities include research and development relating to

the Domestic Industry Products protected by the Asserted Patents, sales of the Domestic Industry

Products, protection of intellectual property, and other activities designed to exploit the patents at

issue such as customer support, marketing, warranty and repair service, employment of labor and

capital, and substantial investment in the exploitation of the Asserted Patents and the investments

in those activities is set forth in Confidential Exhibit 22C (“Morici Declaration”).

110. Align’s headquarters and principal place of business is located in San Jose,

California (the “California facility”). Ex. 22C at ll 7. The California facility is home to Align’s

senior officers, as well as the marketing and sales, customer care, software engineering, research

and development, clinical dentistry education, intellectual property protection, and training, and

administrative functions of the company. Id. Additionally, Align employees conduct clinical

education sessions to dental and orthodontic professionals on the use of the products protected by

the Asserted Patents. Id. The California Facility also contains a number of Align’s major

2The Domestic Industry Products are protected by additional claims of the Asserted Patents,
and Align may establish the technical prong of the domestic industry requirementthrough
claims other than those explicitly charted in Confidential Exhibits 16C ~ 2 1C.
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divisions, including Product Marketing, Corporate Marketing, Customer Relations, Product

Development, Financial Accounting, Investor Relations and Accounts Payable. Id. Align’s

California facility is responsible for worldwide logistics pipeline activities with regard to the
\

Domestic Industry Products. Id importantly, management at Align’s San Jose facility is also

responsible for providing oversight over each of Align’s non-U.S. facilities. Id.

111. The Domestic Industry Products are developed in the United States, manufactured

abroad, and sold within the United States. Align has invested millions of dollars in furnishing

and maintaining its scanner manufacturing facility in Israel with the equipment necessary to

produce cutting-edge medical scanners in volume. Id. at 1]8. All of Align’s business is directed

to an end-to-end turnkey digital orthodontic and dental system. Id. Align’s digital orthodontic

and dental system includes: (i) digital patient data; (ii) digital analysis and diagnosis; (iii) digital

treatment planning; and (iv) digital orthodontic appliances. Id. The Domestic Industry Products

are integrated within Align’.s digital orthodontic system and operate as diagnostic imaging

solution intended to promote and facilitate digital orthodontic and dentistry treatment. Id.

Align’s digital orthodontic and dental system is developed, designed and marketed in the United

States under the control of executives at the Califomia facility. Id. The non-U.S. Align entities

support Align’s digital orthodontic and dental system through a variety of integrated activities.

Id. Because a primary part of Align’s business is the development, design and marketing of the

Domestic Industry Products and related software and because all of the patents-in-suit in this ’

investigation pertain to the Domestic Industry Products, a substantial quantitative part of Align’s

business activities constitute exploitation ofthe patents at issue. Id. Align’s research and

develevmemexpenseswere— fertheveer
ended in December 31, 2016, 2015, and 2014, respectively. Id. These research and development
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expenses are substantially allocable to the research and development of the Domestic Industry

Products and related software within the U.S. Id. at 1]9. Specifically, the Domestic Industry

Products account for a substantial amount of all of Align’s U.S. research and development

expenses,as the intraoralscannerand supportinghardwareexpensesaccountforI

- of dollarsandothersoftwareexpensesaccountfor substantiallyall of the remaining

expenses. Id. A substantial portion of the quantitative research and development expenses are

attributable to the United States, as all of the technology implemented into the iTero products

manufactured in Israel is developed in, or with substantial assistance and oversight of, persomel

in Align’s California Facility. Id. After Align acquired Cadent in 2011, Align’s United States

employees, including at least the manufacturing and research and development groups, spent a

substantial amount of time integrating Cadent’s intraoral scanners and hardware and software

products into Align’s existing consolidated diagnostic solutions, such as treatment planning and

Invisalign appliances. Id. Moreover, the diagnostic solutions provided by iTero and related

software fall under the control of the research and development team in Align’s California

facility. Id. .

112. Align’s U.S. employees have significant responsibility for designing, developing,

operating and maintaining the Domestic Industry Products covered by this action. Align is one

of the largest companies specializing in these and related digital dental products in the United

States. Id. at 1110. Align has approximately 8,419 employees, including 1,038 in the United

States. Id. The United States employees consist of approximately 280 employees in general and

administrative functions, approximately 587 employees in sales and marketing, and

approximately 171 employees in research and development. Id. Align’s U.S. burdened payroll

fortheseemployeesin2016was— Id. Additionally,Align’sU.S.business
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process group includes sales and marketing, which spends a substantial amount of time on

improving the research and design functions for the Domestic Industry Products. Id. at 1]11. I

Specifically, Align’s U.S. business process group devotes its time to creating product roadmaps

and developing key features in the Domestic Industry Products. Id. Align’s U.S. general and

administrative functions group includes U.S. employees dedicated to the continuous

improvement of the supply chain for the Domestic Industry Products. Id. Align’s Califomia .

facility includes employees dedicated to the service and repair of the Domestic Industry Products

in the U.S. Id.

113. Align directly supports the academic and research community, with funding and

grants for iTero intraoral scanner and related scientific research. Id. at 1112. Since its inception

in 2010, Align’s Research Award Program has funded over $1.7 million in research awards

supporting clinical and scientific dental research in universities. ld. Awards available for 2018

are four one,-yearawards of up to $25,000 each for dental research at universities in North

America. Id. I '

114. Align continues to expand and enhance its products, services, and related

intellectual property portfolios. Id. at 1]13. These efforts have resulted in a leading intellectual

property portfolio related to, among other things, color intraoral scanners and related hardware

and software. Id. The legal department responsible for this continued growth, enhancement and

protection of the intraoral scanner product line is located in Align’s San Jose headquarters. Id.

115. Given the scope and depth of this intellectual property portfolio and the related

infringement by competitors, Align also spends money in the U.S. on legal and litigation

expenses. Id. Align has an extensive patent portfolio and has an in-house team of attorneys,

located in the San Jose headquarters, that works with outside counsel on managing that portfolio.
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Id. Align also has spent money to enforce its intellectual property rights. From 2011 through

today,Alignspentmorethan— onlegalfeesrelatedto itshightechnology,

custom-manufactured orthodontic and dentistry products in the United States and has spent more

than— onmaintenancefeesrelatingtoitspatents.Id.

116. Align engages in a broad range of qualifying domestic industry activities in the

United States directed to anicles protected by the Asserted Patents described above. Id. at 1[14.

The Domestic Industry Products are marketed, sold, tested and supported by Align in the United

States. Id. Align currently employs more than 575 employees in sales and marketing roles in is

San California headquarters. Id. Align has also made, and continues to make, significant

investments in plant and equipment directed to the Domestic Industry Productsflinthe United

States. Id. Those investments in plant and equipment are dedicated to research, design,

development, engineering, product support, manufacturing support, testing, and various customer

support activities focused on the Domestic Industry Products. Id.

117. As reflected above, Align also has made and continues to make significant

investments in labor and capital directed to the Domestic Industry Products in the United States.

Id. at 1115. Those investments in labor and capital are dedicated to research, design,

development, engineering, product support, manufacturing support, testing, and various customer

support activities focused on the Domestic Industry Products. Id. Setting aside compensation,

the company also buys software, computers, computer equipment, peripheral devices, office

furniture, dental equipment, raw materials and licenses. Id. The company also owns the space

that personnel associated with the Domestic Industry Products utilize _todo theirjobs. Id.

A1ign’s significant investments in labor and capital is set forth in Confidential Exhibit 20C.
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118. A significant and substantial portion of Align’s activities related to the

Domestic Industry Products take place in the United States. Id. at fill6. Align’s domestic

investments and activities are significant and substantial both in absolute terms and relative to

Align’s overall operations because the logistical pipeline and all research, development,

manufacturing and other activities related to the Domestic Industry Products are managed,

directed or controlled by personnel in Align’s California facility. Id. Align’s domestic

investments and activities are important to the Domestic Industry Products and represent

significant added value. Id. These investments are described in more detail in Confidential

Exhibit 22C.

XI. RELIEF REQUESTED »

ll9. Align respectfully requests that the Commission:

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

amended, l9 U.S.C. § 1337, with respect to 3Shape’s violations ofthat section

arising from the importation into the United States, sale for importation,

and/or the sale Within the United States after importation of color intraoral

scanners and related hardware and software that infringe one or more claims

of the Asserted Patents; '

(b) Schedule and conduct a hearing pursuant to Section 337(0) for the purposes

of (i) receiving evidence and hearing argument conceming whether there has

been a violation of Section 337, and (ii) following the hearing, determining

that there has been a violation of Section 337;

(c) Issue a pennanent limited exclusion order directed to products manufactured

by or on behalf of Respondents, its subsidiaries, related companies, and

agents pursuant to l9 U.S.C. § l337(d) excluding entry into the United
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States of color intraoral scanners and related hardware and software that

infringe one or more claims of the Asserted Patents;

(d) lssue a permanent cease and desist order pursuant to 19 U.S.C. § l337(f)_

prohibiting Respondents, its domestic subsidiaries, related companies, and

agents from engaging in the importation, sale for importation, marketing

and/or advertising, distribution, licensing, programming, packaging,

repackaging, bundling, updating, testing, repairing, providing technical

support, warehousing, offering for sale, sale, use after importation, sale after

importation, and other transfer within the United States of color intraoral

scanners and related hardware and software that infringe one or more claims

of the Asserted Patents;

e) Impose a bond upon importation of color intraoral scanners and related

hardware and software that infringe one or more claims of the Asserted

Patents, during the 60-day Presidential review period pursuant to l9

u.s.c. § l337(j);and

(t) lssue such other and further relief as the Commission deems just and proper

under the law, based on the facts determined by the investigation and the

authority of the Commission.
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