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I. INTRODUCTION

1. Millemiium Dental Technologies, Inc. (“Millennium,” “MDT,” or “Complainant”) files

this Complaint under Section 337 of the Tariff Act of 1930, as amended, and under Section 43 of

the Lanham Act, based on the Lmlawfulimportation into the United States of a periodontal laser

dental device for sale after importation based on false claims by Fotona d.o.o.and Fotona, LLC

(collectively, “Fotona” or “Respondents”).

2. Complainant has the only dental laser device, the PerioLase® MVP-7TM(“PerioLase”),

which is FDA cleared for marketing the indication for use of “true regeneration” - regeneration

of periodontal tissue following the treatment of periodontitis. Respondents falsely advertise and

market unfairly its LightWa1ker laser dental device for regeneration of periodontal tissue.

3". Millennium holds the following FDA 510(k) approvals for the PerioLase laser dental p

device: K151763, K030290, K0l077l, and K0l4272. On March 15, 2016, the FDA approved

510(k) No. K151763 for Millennium’s PerioLase laser dental device and a specific protocol for

periodontal tissue regeneration. The 510(k) No. K151763 specifically FDA cleared, among

other uses, Laser-Assisted New Attachment Procedure (“LANAP® Protocol”), which constitutes

“tme regeneration,” meaning that Millennium successful established clinically proven results for

true regeneration of the attachment apparatus (new cementum, new periodontal ligament, and

new alveolar bone) on a previously diseased root surface. No other laser dental device is FDA

cleared for this indication.

4. Complainant has performed histological studies to confirm the regeneration claims made

for its PerioLase dental laser device and the LANAP® Protocol designed specifically for this

device. Respondents unfairly compete with Complainanfs FDA cleared product and protocol by



virtue of their false and misleading marketing, promotion, distribution, and sale of the un-cleared

LightWalker laser product and procedures for regeneration of periodontal tissue.

5. The LightWalker laser dental device is manufactured in Slovenia by and for Fotona and

Fotona imports the product into the United States to sell along with seminars designed and

falsely advertised for treatment of periodontitis including regeneration of periodontal tissue.

However, the LightWalker laser dental device is not FDA cleared for claiming regeneration of

tissue as Fotona claims and Fotona has not obtained any government approvals for the

regeneration indication claims Fotona makes for the LightWalker laser dental device.

6. Fotona falsely advertises and promotes its LightWalker laser product and Dual

Wavelength Laser-Assisted Osseous Surgery (“DWLAOS”), TwinLight Periodontal Therapy _

(“Twi11Light”)and Wavelength Optimized Periodontal Therapy (“WPT”) procedures as

comparable to Complainant’s laser product and FDA cleared LANAP® Protocol for periodontal

tissue regeneration (new cementum, new periodontal ligament, and new alveolar bone).

However, the LightWalker laser product, DWLAOS, TwinLight, and WPT procedures are not

FDA cleared for making such claims, and therefore are not comparable to Complainant’s FDA

cleared laser product and LANAP® Protocol. i

7. Respondents are unlawfully and falsely advertising, promoting, marketing, and selling

the un-cleared LightWalker laser product and associated DWLAOS, TwinLight and WPT

procedures throughout the United States in competition with Millennium’s FDA cleared

PerioLase laser dental device and periodontal laser protocol, LANAP® Protocol, thereby causing

substantial injury to the Complainant’s domestic industry.
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II. COMPLAINANT

8. Millennium Dental Technologies, Inc. is a Califomia corporation with its principal place

of business located in the City of Cerritos, County of Los Angeles, Califomia. Millennium is in

the business of designing and developing laser dental devices and procedures for use by dental

practitioners for the treatment of periodontal disease and regeneration of periodontal tissue.

9. Millennium designed and manufactures the PerioLase laser dental device in Cerritos,

California. Ex. 1, PerioLase MVP-7 Brochure. The current version being manufactured is the

PerioLase ® MVP-7"‘. Millennium also designed and developed the LANAP® Protocol for use

with the PerioLase laser dental device. Id. Millemiium also conducts inunersive continuing

education programs for dental practitioners to learn the LANAP® Protocol, which includes the

use of the PerioLase MVP-7 to achieve true regeneration of periodontal tissue with actual human

patients. Ex. 2, LANAP® Protocol Training Brochure.

1O. Millennium is the applicant of FDA 510(k) No. K15 I 763, under which the FDA granted

clearance for the LANAP® procedure for the treatment of periodontitis and subsequent tissue

regeneration. Ex. 3, Millennium FDA 510(k) Approval, No. Kl5l763, March 15, 2016.

III. RESPONDENTS

Fotona LLC

ll. On information and belief, Fotona LLC, formerly Lasers4Living LLC and

Technology4Medicine LLC, is a Wyoming Limited "LiabilityCompany. Ex. 4, Fotona LLC 

Hoover’s Company Report. An address for Fotona LLC is listed.as 2307 Springlake Road #518,

Dallas, TX 75234. Id. On information and belief, Fotona LLC is in the business of importing

and selling laser dental devices and providing training seminars to dental practitioners for

treating periodontal disease. Ex. 5, About Fotona Webpage.
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12. On information and belief, an application to register Technology4Medicine LLC as a

foreign Limited Liability Company in California was filed on September 16, 2011, and states

that Technology4Medicine LLC was formed in Wyoming on December 14, 2007. Ex._6,Fotona

LLC Wyoming Registration; Ex. 7, Fotona LLC Califomia Registration. The listed address for

Technology4Medicine LLC’s main office in California is 1007 Calle Sombra, San Clemente, CA

92673. Id.

Fotona d.o.o.

13. On information and belief, Fotona d.o.o. is a Limited Liability Company with its

corporate headquarters located at Stegne 7, 1000 Ljubljana, 1000 Slovenia. Ex. 8, Fotona d.o.o.

—Hoover’s Company Report. On information and belief, Fotona d.o.o. is in the business of

manufacturing, selling, and importing into the United States laser dental devices, such as the

LightWalker laser device, which is unlawfully marketed for the treatment of periodontitis and

periodontal tissue regeneration, which is the subject of this Complaint. Ex. 9, Fotona

LightWalker Brochure.

IV. THE PRODUCTS AT ISSUE

14. The following plain English descriptions of the products at issue is not intended to limit

the scope of this investigation and is provided to generally describe Millennium’s and Fotona’s

periodontal laser dental products.

A. Millennium’s FDA Cleared PerioLase Laser and LANAP® Procedure

15. Millennium designed the PerioLase MVP-7 Nd:YAG Pulsed Dental Laser System. Ex. 1.

PerioLase MVP-7 Brochure. Millennium obtained patent protection for operating its device. Ex.

11, U.S. Patent No. 5,642,997. Millennium manufactures the PerioLase device in the United

7



States and sells the same to dental practitioners in the United States. Confidential Ex. 12,

Declaration of Patrick McCormick.

16. Millennium developed a protocol called the LANAP® Protocol for dental practitioners to

operate the PerioLase device for treating periodontal disease and to regenerate periodontal tissue

that has been damaged as a result of periodontal disease Confidential Ex. 12, McCormick

Declaration. _

17. On June 22, 2015, Millennium submitted to the FDA a 510(k) Application for a New

Clinical Outcome Claim in Dentistry for its PerioLase Nd:YAG Pulsed Dental Laser System. Ex

13, Millennium FDA 510(k) Application, No. K15 1763. Within the application, Complainant

specified that among the intended uses of the laser was “[l]aser-assisted new attachment

procedure (cementum-mediated periodontal ligament new-attachment to the root surface in the

absence of long junctional epithelium),” and “[p]eriodontal regeneration —true regeneration of

the attachment apparatus (new cementum, new periodontal ligament, and new alveolar bone) on

a previously diseased root surface when used specifically in the LANAP® Protocol.” Id. The

new indication of periodontal regeneration in the 510(k) application was approved on March 15,

2016. (Ex. 3, Millennium FDA 510(k) Approval No. Kl5l763). A

18. To obtain FDA clearance of its PerioLase laser dental device and the LANAP® Protocol

for the treatment of periodontitis and tissue regeneration, Complainant undertook all the

necessary steps and incurred the associated expenses to establish the safety and efficacy of the

treatment protocol. Confidential Ex. 12, McCormick Declaration. Complainant developed the

exact laser technique, , tested the procedure in histological clinical trials, developed a training

program to instruct dental practitioners in the procedure, and published a retrospective analysis

of patients undergoing the LANAP® Protocol to determine that clinical trial outcomes could be

8



replicated in private practice. Id. In so doing, Complainant incurred regulatory, legal, and

development costs, investing significant time and resources to the development of this

groundbreaking technology. Id.

B. Respondents’ Un-cleared LightWalker and DWLAOS, TwinLight and WPT
Procedures

19. The LightWalker laser dental device is manufactured in Slovenia. Ex. 19, Photographs of

Fotona LightWalker. .

2'0. The LightWalker models include the AT/AT S and ST-E. EX.9, Fotona LightWalker

Brochure. The LightWalker AT/AT S is marketed and sold as used for providing the TwinLight

and Wavelength Optimized Periodontal Therapies (WPT) which are falsely advertised as

equivalent to Complainant’s FDA cleared LANAP® Protocol and for providing the clinically

proven benefits of regeneration of periodontal tissue. Id.; Ex. 14, Fotona LightWalker ATS Dual

PerioLaser vs. Millennium PerioLase.

21. Respondents falsely market and sell their LightWalker laser and accompanying

DWLAOS, TwinLight, and WPT procedures for un-cleared clinical outcome claims, including

tissue regeneration, thus misleading and defrauding the public.

V. UNLAWFUL AND UNFAIR ACTS OF RESPONDENTS

A. Unfair and Unlawful Practice in Import Trade under Section 337 of the
Tariff Act of 1930, as Amended

1. Respondents Falsely Advertise and Promote their Uncleared
DWLAOS, TwinLight, and WPT Procedures as Being Equivalent to
Millennium’s FDA Cleared LANAP®Procedure for Periodontal
Tissue Regeneration

22. Respondents, and agents of Respondents, have intentionally misled and continue to

mislead Millennimn’s current and potential customers, and the public by falsely advertising and

falsely claiming that Fotona’s LightWalker dental laser device and DWLAOS, TwinLight, and
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WPT procedures are able to perform treatments which yield the same indications for use and

clinical results as the LANAP® Protocol using the Peri0Lase dental laser device. Ex. 15,

Declaration of Michelle Rodriguez; Ex. 16, Declaration of Anthony M. Cannon; Ex. l7,

Declaration of Dr. Neal Lehrman. The Peri0Lase laser dental device and LANAP® Protocol are

FDA cleared for periodontal tissue regeneration, namely the generation of new cementum, new

periodontal ligament, and new alveolar bone. EX. 3, Millennium FDA 510(k) Approval, l\_Io.

K151763. Respondents falsely claim equivalence to Complainant’s Peri0Lase and LANAP®

Protocol. Ex. I4, Fotona LightWalker ATS Dual PerioLaser vs. Millennium PerioLase. On

information and belief, Respondents’ claims are not based on any results of clinical histological

studies. Fotona’s LightWalker laser dental device and TwinLight and Wavelength Optimized

Periodontal Therapies are not FDA cleared for the indication of tissue regeneration. Ex. 18,

Fotona 510(k) No. Kl0187.

23. One example of false advertising as evidence at the June 2017 Southern Academy of

Periodontology conference at the Ritz Carlton Sarasota in Sarasota, FL. Fotona falsely

advertised the indication of tissue regeneration for its Lightwalker laser dental device as shown

here:

. Ex. 15, Rodriguez Decl.
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24. On information and belief, Respondents’ sales representatives have explicitly claimed on

many occasions to Complainant’s customers and potential customers that the LightWalker laser

can perform Complainant’s LANAP® Protocol. Ex. 15, Rodriguez Decl.; Ex. 16, Cannon Decl.

-25. Respondents” marketing materials advertise “biostimulation,” such as in an email to

prospective clients with.the subject line “Local Courses: How Laser Biostimulation is Changing

Perio and Implantitis,” in which they solicit customers for training sessions. Ex. 23, “Local

Courses: How Laser Biostimulation is Changing Perio and Implantitis” Email. Respondents’

laser and procedures have not been cleared by the FDA for biostimulation. Ex. 18, Fotona 

510(k), No. K10187.

26. Another example, Respondents falsely advertise and claim that the TwinLight procedure

is “extremely effective” in achieving “gum-tooth reattachment” and “growth of new dental

tissue.” Ex. 20, “Advantages of TwinLight Periodontal Treatment” Advertisement. Respondents

false advertisements and claims are for the purpose of claiming that the LightWalker is able to

achieve periodontal tissue regeneration equivalent to that of Complainant’s LANAP® Protocol

using the Millennium PerioLase laser dental device. Id.

27. On information and belief, Respondents have not engaged in histological clinical trials

and do not have FDA clearance to support the claims of periodontal tissue regeneration or

periodontal reattachment. Ex.18, Fotona 510(k), No. K10187; Ex. 20, “Advantages of

TwinLight Periodontal Treatment” Advertisement.

28. Respondents’ advertisements include a comparative chart of Fotona’s LightWalker and

Millennium’s Peri0Lase. Ex 14, Fotona LightWalker ATS Dual Perio Laser vs. Millennium

PerioLase. The comparative chart advertisement falsely equates the LightWalker laser device to
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the PerioLase laser device, as the LightWalker may not be marketed and sold as capable of

performing the same functions as Millennium’s Peri0Lase dental laser device. Id.

2. Respondents Lead Customers to BelieveErroneously That Their Un
cleared DWLAOS, TwinLight, and WPT Procedures, Usedwith the
LightWalker Laser Device,Are FDA Cleared for Periodontal Tissue
Regeneration

29. Respondents advertise, market, and distribute the LightWalker dental laser device that

does not have FDA regulatory clearance for their repeated and various claimed indications of use

For example, Respondents advertised the LightWalker at the June 2017 SAP conference as

capable “creat[ing] a stable fibrin clot to promote regeneration” of periodontal tissue as shown

here: V

. Ex. 15, Rodriguez Decl.

30. Respondents advertise specific unsubstantiated periodontitis clinical healing outcomes.

These un-cleared and deceptive clinical claims from Respondents’ advertising, marketing, and

website include the establishment of a “healthy, stable fibrin clot,” “optimal conditions for

healing periodontal tissues,” “the prevention of infections, the avoidance of denaturing,” “innate

healing and regenerative growth factors,” and the achievement of “tissue regeneration.” Ex. 21,

“LightWa1ker: The Endo, Perio, Hard & Soft Tissue, Sleep & Snore Laser” —CDA —Anaheim
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May 4, 2017 (with annotations). A dental professional would understand these claims to imply

regeneration of the periodontal structures. Ex. 22, Gregg Decl.

31. Respondents falsely claim clinical outcomes that their DWLAOS, TwinLight, and WPT

procedures are able to achieve “tissue regeneration,” using the Fotona LightWalker laser dental

device. Ex.2l, “LightWalker: The Endo, Perio, Hard & Soft Tissue, Sleep & Snore Laser”.

32. Regenerative procedures of the periodontal structures constitute a specific human

histologic healing event. Ex. 22, Declaration of Robert H. Gregg, DDS. By definition,

periodontal regeneration requires the formation of new cementum, new collagen fibers

perpendicularly oriented to the root surface (periodontal ligament), and new alveolar bone into a

previously diseased root surface. See Ex. 3, Millennium FDA 510(k) Approval, No. KIS1763;

Ex. 13, Millennium FDA 510(k) Application, No. Kl 51763.

33. Scientific evidence of periodontal regeneration is required to be demonstrated by

histologic evaluation of the periodontal tissues restoration or regeneration. 

34. On information and belief, Respondents make no claim to any publication of scientific

human histological findings of tissue regeneration using the LightWalker laser dental device with

the DWLAOS, TwinLight, and WPT procedures, or any other procedure.

35. Respondents’ false advertising and false claims of the clinical outcome of periodontal

tissue regeneration constitutes an important patient and public safety issue by advertising and

claiming unsubstantiated and un-cleared outcomes. Respondents repeatedly make clinical

outcome claims regarding periodontal treatments and protocols to market their LightWalker

dental laser device and DWLAOS, TwinLight, and WPT procedures.

36. The Fotona LightWalker laser dental device has FDA clearance to market the following:
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a. Nd:YAG laser (1064 nm wavelength) in dentistry: “Sulcular debridement

or soft tissue curettage (removal of diseased or inflamed soft tissue in the

periodontal pocket to improve clinical indices including gingival index,

gingival bleeding index, probe depth, attachment loss, and tooth

mobility)”, and relatedly,

b. Er:YAG laser (2940 run wavelength) in dentistry: “Removal of

subgingival calculi in periodontal pockets with periodontitis by closed or

open curettage.”

Ex. 18, Fotona 510(k) No. K101 87.

37. Sulcular debridement is not periodontal tissue regeneration, but is a cleaning technique to

remove diseased or inflamed soft tissue in the periodontal pocket to improve clinical indices,

such as the gingival index, the gingival bleeding index, the probe depth, the attachment level,

and tooth mobility. Ex. 22, Gregg Decl. Removal of subgingival calculi is not periodontal tissue

regeneration, but is also a cleaning technique to remove calculi. Id.

38. Respondents’ blatant misstatements regarding regeneration of periodontal tissue renders _

it impossible for dentists, periodontal specialists, and the public at large to know which

periodontal procedures, protocols, and clinical outcome claims are being legally marketed and

performed at any given time, and which procedures are regulated as safe and effective.

B. False Advertising and Unfair Competition Under 15 U.S.C. §l125 (a)

1. Respondents Falsely Advertise and Unfairly Compete by Promoting
Their Un-cleared DWLAOS, TwinLight, and WPT Procedures as
Being Equivalent to Millennium’s FDA Cleared LANAP® Protocol

39. Respondents have intentionally misled and continue to mislead the public and

Millennimn’s current and potential customers with false claims that the Fotona TwinLight and

Wavelength Optimized Periodontal Therapies (WPT) used with the LightWalker laser dental
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device are able to accomplish proven clinical outcomes such as periodontal tissue regeneration

claiming it is equivalent to Complainant’s LANAP® Protocol used with the PerioLase laser

dental device.

40. Respondents unfairly compete with Complainant. To lure Complainant’s customers and

potential customers from purchasing the PerioLase laser dental device and using the LANAP®

Protocol, Respondents’ sales representatives explicitly claim that the Fotona LightWalker laser

dental device can perform the Complainant’s FDA cleared LANAP® Protocol. Ex. 15,

Rodriguez Decl.; Ex. 16, Cannon Decl. On information and belief, Fotona sales representatives

are instructed from Fotona management to make these false claims to lure Millennium’s

customers or potential customers away from purchasing the P'erioLase laser dental device and

LANAP Pr0tocol® to purchasing the Fotona LightWalker laser dental device and the DWLAOS,

TwinLight, and WPT procedures.

41. Respondents’ marketing materials advertise “biostimulation,” which is intended to imply

periodontal tissue regeneration. In an email to prospective clients Withthe subject line “Local

Courses: How Laser Biostimulation is Changing Perio and Implantitis,” Fotona solicits

customers for training sessions by falsely claiming that Respondents’ laser and procedures

provide proven clinical regeneration. Ex. 21, “LightWalker: The Endo, Perio, Hard & Soft

Tissue, Sleep & Snore Laser”; Ex. 23, “Local Courses: How Laser Biostimulation is Changing

Perio and Implantitis” Email.

42. Respondents’ advertisements include the false claim that TwinLight Periodontal

Treatment is “extremely effective” in achieving “gum-tooth reattachrnent” and “growth of new

dental tissue.” Ex. 20, “Advantages of TwinLight Periodontal Treatment” Advertisement. These

claims are tmlawful as Fotona does not have FDA clearance to make such claims. Ex. 18,
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Fotona 510(k), No. K10187. On information and belief, Respondents have not conducted FDA

clinical trials to prove the claimed clinical outcome. A

43. Respondents unfairly compete by using false advertisements and false claims to sell the

Fotona LightWalker and TwinLight and WPT procedures. E_x.14, Fotona LightWalker ATS

Dual Perio Laser vs. Millennium PerioLase. The Fotona LightWalker and TwinLight and

Wavelength Optimized Periodontal Therapies are not equivalent to Millermium’s PerioLase and

LANAP® Protocol, which have undergone histological clinical trials to establish proof of the

claimed clinical outcome of true regeneration. Confidential Ex. 12, McCormick Decl.

2. Respondents Mislead Customers about Clinical Outcomes with the
Fotona Un-cleared DWLAOS, TwinLight, and WPT Procedures,
Used with the LightWalker Laser Device '

44. Respondents unfairly compete by advertising, marketing, and selling the LightWalker

dental laser that does not have FDA regulatory clearance stating that the device may be used for

indications not FDA cleared, such as periodontal tissue regeneration. For example, Respondents

falsely advertised the LightWalker at the June 2017 SAP conference as capable of “creat[ing] a

stable fibrin clot to promote regeneration” of periodontal tissue as shown here:

. Ex. 15, Rodriguez Dec].
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45. Respondents unfairly compete by advertising specific unsubstantiated periodontitis

clinical healing outcomes. These un-cleared and deceptive clinical claims from Respondents’

advertising, marketing, and website include the establishment of a “healthy, stable fibrin clot,”

“optimal conditions for healing periodontal tissues,” “the prevention of infections, the avoidance

of denaturing,” “innate healing and regenerative growth factors,” and the achievement of “tissue

regeneration.” (Ex. 21, “LightWalker: The Endo, Perio, Hard & Soft Tissue, Sleep & Snore

Laser” —CDA AAnaheim May 4, 2017 (with annotations). Respondents’ acts are

anticompetitive. A dental professional would understand these claims to mean regeneration of

the periodontal structures. Ex. 22, Gregg Decl.

46. Respondents falsely claim clinical outcomes that their TwinLight Periodontal Treatment

or Wavelength Optimized Periodontal Therapies are able to achieve “tissue regeneration,” using

the Fotona LightWalker laser dental device. (Ex. 21, “LightWalker: The Endo, Perio, Hard &

Soft Tissue, Sleep & Snore Laser” —CDA —Anaheim May 4, 2017 (with annotations).

47. Regenerative procedures of the periodontal structures constitute a specific human

histologic healing event. Ex. 22, Gregg Decl. By definition, periodontal regeneration requires

the formation of new cementum, new collagen fibers perpendicularly oriented to the root surface

(new periodontal ligament), and new alveolar bone into a previously diseased root surface. Ex. 3

Millennium FDA 510(k) Approval, No. Kl51763; Ex. 13, Millennium FDA 51OKApplication,

No. K151763. _ _ "

48. Scientific evidence typically in the form of histological studies is required to establish

regeneration of periodontal tissue.
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49. On information and belief, Respondents make no claim to any publication of scientific

human histological findings of tissue regeneration using the LightWalker laser dental device with

the DWLAOS, TwinLight, and WPT procedures.

50, Respondents’ false advertising and false claims of the clinical outcome"of periodontal

tissue regeneration constitute an important patient and public safety issue. Respondents

repeatedly make clinical outcome claims regarding periodontal treatments and protocols to

market their LightWalker laser dental device and DWLAOS, TwinLight, and WPT procedures.

51. The Fotona LightWalker laser dental device has FDA clearance to market only the

following:

a. Nd:YAG laser (1064 nm wavelength) in dentistry: “Sulcular debridement

or soft tissue curettage (removal of diseased or inflamed soft tissue in the

periodontal pocket to improve clinical indices including gingival index,

gingival bleeding index, probe depth, attachment loss, and tooth

mobility)”, and relatedly,

b. Er:YAG laser (2940 nm wavelength) in dentistry: “Removal of

subgingival calculi in periodontal pockets with periodontitis by closed or

open curettage.” Ex. 18, Fotona 510(k), No. K101 817.

52. Sulcular debridement is not regeneration, but is a cleaning technique to remove diseased

or inflamed soft tissue in the periodontalipocket to improve clinical indices, such as the gingival

index, the gingival bleeding index, the probe depth, the attachment level, and tooth mobility. Ex.

22, Gregg Decl. -Removal of subgingival calculi is not regeneration, but is also a cleaning

technique to remove calculi. Id.
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53. Respondents’ blatant misstatements regarding regeneration renders it impossible for

dentists, the periodontal specialists, and the public at large to know which periodontal procedures,

protocols, and clinical outcome claims are being legally marketed and performed at any given

time, and which procedures are regulated as safe and effective.

VI. HARMONIZED TARIFF SCHEDULE

54. On information and believe, Respondents’ import the LightWalker laser dental device

under the Harmonized Tariff Schedule code numbers: 9013.10.45, 9018.39.00, and 9018.49.80.

These HTS codes are exemplary and are not intended to restrict the scope of this Investigation or

the scope of any exclusion order or other such remedial order as the Commission may issue.

VII. RELATED LITIGATION

55. On October ll, 2016, a Complaint was filed in the Superior Court of the State of

California, County of Orange, Case No. 30-2016-00880518-CU-BC-CJC. The Complaint

alleges breach of contract, violation of the Califomia Uniform Trade Secrets Act, and false

advertising by Fotona. On April 24, 2017, Fotona filed an Answer to the Amended Complaint.

The case is scheduled for jury trial on October 30, 2017.

VIII. ACTUAL SUBSTANTIAL INJURY TO MILLENNIUM’S DOMESTIC
INDUSTRY

56. Millemiiurn has made significant investments into establishing its business of designing,

manufacturing, and selling the PerioLase free-running pulsed Nd:YAG laser dental device.

Confidential Ex. 12, McCormick Decl. Millennium has also made significant investments in the

development of the LANAP® Protocol. Id.

57. Millennium has incurred significant costs for designing and conducting clinical trials

necessary to obtain FDA certification for the use of the PerioLase laser dental device and the
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LANAP® procedure in the treatment of periodontitis and for claiming tissue regeneration

indications. Confidential Ex. 12, McCormick Decl.

58. Millennium manufactures the PerioLase laser dental device in Cerritos, California.

Millennium employs many individuals in the United States for the design, manufacture, and

maintaining ISO standards and FDA Good Manufacturing Practice (GMP) requirements for the

PerioLase laser dental device. Confidential Ex. 12, McCormick Decl. Millemiium also employs

many individuals in the United States as instructors for its immersive continuing education

program for providing instruction to dental practitioners on the LANAP Protocol with actual

human patients. Id. Millennium also employs many individuals in the United States for

marketing and selling the PerioLase laser dental device and LANAP Protocol. Id.

59. The domestic industry that Complainant created has been substantially injured and

continues to be injured by the Respondents’ unlawful and unfair importation of the LightWalker

laser dental device and subsequent false marketing, false advertising, and false claims regarding

indications which are not FDA cleared. Confidential Ex. 12, McCormick Decl.

60. The Respondents’ false and misleading advertising has caused and threatens to cause

substantial injury to Millennium’s domestic industry. Confidential Ex. 12, McCormick Decl.

Respondents’ false advertising of their un-cleared DWLAOS, TwinLight, and WPT procedures

as being equivalent to the FDA cleared LANAP® Protocol aggressively targets Complainant’s

customers (current and potential) who have already expressed interest in purchasing, have

purchased, and have already signed a contract agreeing to purchase, the Complainant’s PerioLase

laser dental device. Ex. 14, Fotona LightWalker ATS Dual Perio Laser vs. Millermium

PerioLase; Ex. 15, Rodriguez Decl.; Ex. l6, Camion Decl.; Ex. l7, Lehrman Decl.
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61.1 The Respondents’ success misappropriating sales from the Millennium PerioLase laser

dental device in this regard is the direct result of unfair competition, falsely advertising, and

falsely claiming that the Fotona laser dental device and un-cleared LightWalker laser dental

device and DWLAOS, TwinLight, and WPT procedures are equivalent to the Complainant’_s

FDA cleared dental laser device and protocol. Confidential Ex. 12, McCormick Decl.; Ex. 15,

Rodriguez Decl.; Ex. 16, Cannon Decl.

62-. Respondents’ unfair acts of competition have resulted in, among other things, lost sales,

diminished profits, and harm to Complainant’s reputation in the marketplace. Confidential Ex.

12, McConnick Decl.; Ex. 15, Rodriguez Decl.; Ex. 16, Cannon Decl.

63. Respondents’ acts also threaten Complainant with further injury, as Respondents’ unfair

acts continue to displace the LANAP® Protocol and purchase of the PerioLase laser dental

device, in the U.S. market. Confidential Ex. 12, McConnick Decl.

64. Respondents’ unfair acts further injure Complainant because Respondents are

underselling the laser and associated procedural training. For example, the current published

price of Fotona’s LightWalker laser is much less than the current published price of

Millennium’s Peri0Lase MVP-7 Periodontal Package. Confidential Ex. 12, McCormick Decl.;

Ex. 14, Fotona LightWalker ATS Dual Perio Laser vs. Millennium PerioLase.

65. On information and belief, Respondents are able to offer a lower price for the Fotona

laser dental device because Respondents did not inquire the added expenses of obtaining FDA

certification for advertising the indication of regeneration of periodontal tissue. Whereas,

Complainant incurred significant expenses related to clinical trials necessary for obtaining FDA

certification for the indication of regeneration of periodontal tissue.
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IX. SPECIFIC INSTANCES OF UNFAIR IMPORTATION

66. MDT purchased the LightWalker laser dental device in the United States. Confidential

Ex. 12, McConnick Decl. ‘Respondents’un-cleared LightWalker laser dental device is marked

as from Slovenia. Ex. 19, Photograph of Fotona LightWalker. 

X. RELIEF REQUESTED

6'7. Complainant respectfully requests that the 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 Respondents’ violations of that section arising from

the importation into the United States and sale within the United States after importation of its

laser product and procedure that Respondents falsely advertise in violation of the Lanham Act ,

and common law; A '

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

receiving evidence and hearing argument concerning 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 the LightWalker laser dental

device imported and manufactured by Respondents pursuant to 19 U.S.C. §13 37(d), thereby

excluding from entry into the United States of the LightWalke1'laser dental device based on

Respondents’ unfair competition, false advertising, and false claims in violation of the Lanham

Act and common law;

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

prohibiting Respondents from engaging in the importation, marketing, advertising, distribution,

offering for sale, sale, use after importation, sale after importation, and other transfer within the
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United States of the LightWalker laser product and associated DWLAOS, TwinLight Periodontal

Therapy and Wavelength Optimized Periodontal Therapy procedures that Respondents unfairly,

falsely advertise and falsely claim in violation of the Lanham Act and common law

(e) Impose a bond upon importation of the LightWalker laser product during the 60

day Presidential review period pursuant to 19 U.S.C. §1337(j); and

(f) Issue 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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