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IN THE UNITED STATES DISTRICT COURT 

FOR THE DISTRICT OF MASSACHUSETTS 

 

SYNERON MEDICAL LTD., CANDELA 

CORPORATION, AND MASSACHUSETTS 

GENERAL HOSPITAL 

 

Plaintiffs, 

 

v. 

 

ILOODA CO., LTD., CUTERA, INC., EMVERA 

TECHNOLOGIES, LLC, AND ROHRER 

AESTHETICS, LLC. 

 

Defendants. 

) 

) 

) 

) 

) 

) 

) 

) 

) 

) 

 

 

CIVIL ACTION NO.                            

 

JURY TRIAL DEMANDED 

   

COMPLAINT FOR PATENT INFRINGEMENT 

 Plaintiffs Syneron Medical Ltd., Candela Corporation, and Massachusetts General 

Hospital (collectively, “Plaintiffs”) bring this complaint for patent infringement against 

Defendants Ilooda Co., Ltd., Cutera, Inc., Emvera Technologies, LLC, Rohrer Aesthetics, LLC 

(collectively, “Defendants”) and allege as follows: 

NATURE OF THE ACTION  

1. This is an action for patent infringement under 35 U.S.C. § 271, et. seq., by 

Plaintiffs against Defendants for infringement of United States Patent Nos. 9,510,899 (“the ’899 

patent) and 9,095,357 (“the ’357 patent”) (collectively, “Patents-in-Suit”) by making, using, 

offering to sell, selling and importing radio frequency micro-needle products, such as 

Defendants’ Fraxis Duo and Secret RF devices.  
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THE PARTIES 

2. Plaintiff Syneron Medical Ltd. is an Israeli company with a number of directly 

and indirectly owned U.S. subsidiaries, including co-plaintiff Candela Corp, acquired by 

Syneron in 2011.  Syneron’s principal place of business is Tavor Building, Industrial Zone, 

Yokneam Illit, 20692, Israel. 

3. Syneron is a leading global aesthetic device company with a comprehensive 

product portfolio and a global distribution footprint.  Its technology enables physicians to 

provide advanced solutions for a broad range of medical-aesthetic applications including body 

contouring, hair removal, wrinkle reduction, improving the skin’s appearance through the 

treatment of superficial benign vascular and pigmented lesions, and the treatment of acne, leg 

veins and cellulite. 

4. Syneron is the exclusive licensee of the two asserted patents for clinical 

applications. 

5. Following its acquisition of Candela, a separate aesthetic device company, 

Syneron is sometimes referred to by the brand name “Syneron Candela.”  Syneron’s United 

States operations are headquartered in Wayland, Massachusetts.  Syneron also has operations in 

other facilities in the United States, including Irvine, California and San Jose, California, and has 

invested significant resources into domestic research, design, quality control, testing, and 

technical support for the products that embody the asserted patents. 

6. Plaintiff Candela Corporation is a Delaware corporation.  Candela’s principal 

place of business is 530 Boston Post Road, Wayland, MA 01778.  Candela is a wholly owned 

subsidiary of Syneron Medical Ltd. through several intervening corporate entities. 
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7. Plaintiff MGH is a not-for-profit corporation incorporated in the State of 

Massachusetts.  Its principal place of business is located at 55 Fruit Street, Boston, 

Massachusetts 02114. 

8. The inventions of the patents-in-suit were developed at MGH, who received the 

patent rights from its employee, inventor Dr. Deiter Manstein.  MGH subsequently licensed the 

patented technology first to Candela, and after Candela’s acquisition by Syneron, to Syneron. 

MGH, as the assignee of the two asserted patents, granted Syneron an exclusive license to the 

asserted patents in the clinical space, and receives ongoing royalties from Syneron for sales of 

the patented technology. 

9. On information and belief, Ilooda is headquartered in Korea at 20, Jangan-ro 458 

Beon-gil, Jangan-Gu, Suwon-Si Gyeonggido, KOREA, 16200.  On information and belief, 

Ilooda designs and manufactures aesthetic dermatological devices, including RF micro-needle 

devices known as Fraxis and Secret. On information and belief, Cutera is located at 3240 

Bayshore Boulevard, Brisbane, CA 94005.  On information and belief, Emvera is located at 641 

10th Street, Cedartown, GA  30125.  On information and belief, Rohrer is located at 105 Citation 

Court, Homewood, AL 35209.  Emvera, Rohrer, and Cutera distribute and sell Ilooda’s RF 

micro-needle devices in the United States under several product names. 

10. On information and belief, Emvera and Rohrer are the U.S. distributors of 

Ilooda’s Fraxis Duo devices.  Emvera identifies itself as Ilooda’s “partner” and advertises the use 

and sale of the Fraxis Duo devices in the U.S.  Rohrer also offers the Fraxis Duo for sale in the 

United States.  Collectively, Ilooda, Emvera, and Rohrer design, develop, import, and sell after 

importation the Fraxis RF micro-needle devices, as pictured below: 
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11. On information and belief, Cutera is the U.S. distributor of Ilooda’s Secret RF 

devices.  On information and belief, Cutera is located at 3240 Bayshore Boulevard, Brisbane, CA 

94005.  Ilooda and Cutera design, develop, import, and sell after importation the Secret micro-

needle RF devices, as pictured below: 

 

JURISDICTION AND VENUE 

12. Plaintiffs bring this action for patent infringement under the patent laws of the 

United States, 35 U.S.C. § 271 et seq.  This Court has subject matter jurisdiction pursuant to 28 

U.S.C. §§ 1331 and 1338(a).  

13. Defendants are subject to this Court’s personal jurisdiction pursuant to due 

process and/or the Massachusetts Long Arm Statute due at least to their substantial presence and 

business in this State and judicial district, including: (A) at least part of their infringing activities, 

(B) regularly doing and/or soliciting business in Massachusetts, and (C) engaging in persistent 

conduct and/or deriving substantial revenue from goods and services provided to customers in 

https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwj-1NiwmojaAhVmleAKHXRoBrIQjRx6BAgAEAU&url=https://www.dotmed.com/listing/laser-radio-frequency-(rf)/ilooda/secret/1691311&psig=AOvVaw0ZosIm42RfxsAHRbexUHyA&ust=1522092445941637
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Massachusetts.  On information and belief, Defendants intentionally offer to sell, sell, and import 

radio frequency micro-needle products, such as Fraxis Duo and Secret RF products in 

Massachusetts.  On information and belief, defendants intentionally solicit customers throughout 

the U.S., including Massachusetts, using their interactive websites.  For example, Emvera’s 

website provides information on leasing equipment and a link to another website where Fraxis 

Duo devices can be purchased.  Rohrer Aesthetics maintains a similar website advertising the 

Fraxis Duo’s price and features and inviting customers to contact Rohrer Aesthetics for a 

potential purchase of the device.  Cutera’s website provides a detailed description of the device, 

invites customers to schedule an in-office demonstration of the Secret RF system throughout the 

U.S., including Massachusetts.  The website also has a feature that customers can use to request 

more information about the Secret RF system for a potential purchase.  

14. Venue is proper in this judicial district pursuant to 28 U.S.C. §§ 1391(b) and 

1391(c). 

THE ASSERTED PATENTS1 

The ’899 Patent 

15. United States Patent No. 9,510,899, titled “Method and Apparatus for 

Dermatological Treatment and Tissue Reshaping” issued on December 6, 2016, to inventor 

Dieter Manstein.  The ’899 patent issued from U.S. Application No. 14/458,644, filed on August 

13, 2014.  The ’899 patent is a continuation of U.S. Patent Application No. 12,914,201, filed on 

October 28, 2010, now U.S. Patent No. 9,095,357, which is a division of U.S. Patent Application 

No. 11/098,030, filed on April 1, 2005, now U.S. Patent No. 7,824,394.  The ’899 patent claims 

                                                 
1 No part of this complaint, including any sections herein or exhibit hereto, construes, or 

is intended to construe, the specification, file history, or claims of any of the asserted patents. 
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priority to U.S. Provisional Application No. 60/558,476, filed on April 1, 2004.  A true and 

correct copy of the ’899 patent is attached hereto as Exhibit 1. 

16. MGH owns by assignment the entire right, title, and interest in and to the ’899 

patent.  Syneron is an exclusive licensee of the ’899 patent within a specific field of use. 

The ’357 Patent 

17. United States Patent No. 9,095,357, titled “Method and Apparatus for 

Dermatological Treatment and Tissue Reshaping” issued on August 4, 2015, to inventor Dieter 

Manstein.  The ’357 patent issued from U.S. Application No. 12/914,201, filed on October 28, 

2010.  The ’357 patent is a division of U.S. Patent Application No. 11/098,030, filed on April 1, 

2005, now U.S. Patent No. 7,824,394.  The ’357 patent claims priority to U.S. Provisional 

Application No. 60/558,476, filed on April 1, 2004.  A true and correct copy of the ’357 patent is 

attached hereto as Exhibit 2. 

18. MGH owns by assignment the entire right, title, and interest in and to the ’357 

patent.  Syneron is an exclusive licensee of the ’357 patent within a specified field of use. 

FACTUAL BACKGROUND 

19. The technology at issue was invented, designed, prototyped, and developed in the 

United States, through the combined efforts of MGH (in Massachusetts), Candela and Primaeva 

Medical, Inc. (both in California).   

20. The technology was first invented by Dr. Dieter Manstein, an Assistant Professor 

of Dermatology at MGH and Harvard University.  Dr. Manstein, who received an M.D. and a 

Ph.D. in biomedical physics, is responsible for several ground-breaking developments in 

dermatology.  
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21. Dr. Manstein filed the first patent for the technology in 2004, and assigned the 

patent rights to his employer, MGH.  In 2007, MGH originally licensed the exclusive rights to 

those patents in the clinical setting to Candela, who worked with Primaeva to develop the first 

working prototype.  That same year, the prototype, known as Renasis, was used in clinical trials, 

demonstrating the effectiveness of the patented technology in treating wrinkles. 

22. Starting in 2008, Primaeva worked on implementing the patented technology on a 

commercial level.  The original commercialized product was referred to as Miratone.  In 2009, 

Syneron acquired Primaeva and changed the product name from Miratone to ePrime.  In early 

2010, Syneron acquired Candela.  Upon the latter acquisition, Syneron in 2011 entered into an 

amendment and restatement of the original MGH-Candela license, to effectively change the 

licensee from Candela to Syneron.   

23. In 2011, ePrime received 510(k) clearance for wrinkle treatment from the U.S. 

Food and Drug Administration. 

24. Ultimately, Syneron changed the name of the commercial patented product from 

ePrime to Profound, shown below: 

 

25. Syneron’s U.S. subsidiary, Candela, in addition to handling marketing and sales 

for Profound, employs dozens of people in the U.S. to install the patented product, train medical 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwiF8_OPmojaAhXoYt8KHc0HC5AQjRx6BAgAEAU&url=http://www.medicalexpo.com/prod/syneron-candela/product-79238-558833.html&psig=AOvVaw2B3nLuVU7dKvaIOwDoCmHN&ust=1522092317625050
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professionals on use of the patented system, service and repair the patented equipment, and 

perform research and development to improve the existing product.  

26. The patented Profound product (and all the accused infringing products) are 

aesthetic medical devices that deliver radio frequency (“RF”) energy through micro-needles to 

small, localized regions of the dermis, beneath the surface of the skin.  This, in turn, causes a 

pattern of thermal damage in isolated regions within the dermis (fractional wounding).  When the 

dermis is fractionally damaged by the energy emitted from the needles, the subsequent healing 

process results in the formation of new collagen, a volumizing agent that pushes out wrinkles and 

smooths the skin.  

27. The patented Profound system—and Defendants’ accused products—use a 

handheld applicator with a needle array located on a disposable tip.  The handheld applicator is 

connected to a console containing an RF energy source and a controller, for supplying RF energy 

to the dermis through the needle tips.  

28. The Profound system, the claimed inventions, and Defendants’ accused products 

control application of RF energy through needles to the dermis to cause fractional wounding and 

thereby promote improvement in skin aesthetics.  Defendants’ patent infringement has and will 

continue to adversely affect the success of the Profound product line, and has and will continue 

to adversely affect Syneron, Candela, and MGH. 

29. Defendants import and sell their Fraxis Duo and Secret RF products to 

dermatologists and clinics throughout the U.S.  

30. Ilooda’s radio frequency micro-needle devices are sold in the United States by 

Emvera, Rohrer Aesthetics, and Cutera.  On information and belief, Emvera and Rohrer 

Aesthetics are the U.S. distributors of Ilooda’s Fraxis Duo devices, while Cutera is the distributor 
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of Ilooda’s Secret devices.  Emvera identifies itself as Ilooda’s “partner” and advertises the use 

and sale of the Fraxis Duo devices in the U.S. 

COUNT I: PATENT INFRINGEMENT OF U.S. PATENT NO. 9,510,899 

31. On information and belief, the accused products that are made, used, sold, offered 

for sale, or imported within the United States after importation by Defendants infringe one or 

more claims of the ’899 patent, either literally or under the doctrine of equivalents. 

32. Claim charts that apply independent claims 1, 15, and 20 of the ’899 patent to 

representative accused products are attached to this Complaint as Exhibits 3 and 4. 

33. On information and belief, Defendants directly infringe one or more claims of the 

’899 patent through their manufacture, use, sale, offer for sale, and importation of one or more 

accused products, in the United States.   

34. On information and belief, Defendants knowingly and intentionally induce users 

of one or more of the accused products to directly infringe one or more claims of the ’899 patent 

by encouraging, instructing, and aiding one or more persons in the United States, including but 

not limited to end users who test and operate accused products at the direction of Defendants, to 

make, use (including testing those devices and methods), sell, offer to sell, or import one or more 

of the accused products in the United States, in a manner that infringes the ’899 patent.  

Defendants have had knowledge and notice of the ’899 patent at least as early as the filing of this 

Complaint, and Defendants have performed and continued to perform these acts with knowledge 

of the ’899 patent and with the intent, or willful blindness, that the induced acts directly infringe 

the ’899 patent. 

35. On information and belief, Defendants also contribute to the infringement of one 

or more claims of the ’899 patent by making, using, selling, offering for sale, and/or importing a 
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patented component or material and/or apparatus used to practice a patented process, constituting 

a material part of the invention, knowing the same to be especially made or especially adapted 

for use in an infringement and not a staple article or commodity of commerce suitable for 

substantial non-infringing use.  Defendants have had knowledge and notice of the ’899 patent at 

least as early as the filing of this Complaint, and Defendants have performed and continued to 

perform these acts with knowledge of the ’899 patent and with the intent, or willful blindness, 

that they contribute to the direct infringement of the ’899 patent. 

COUNT II: PATENT INFRINGEMENT OF U.S. PATENT NO. 9,095,357 

36. On information and belief, the accused products that are made, used, sold, offered 

for sale, or imported within the United States after importation by Defendants infringe one or 

more claims of the ’357 patent, either literally or under the doctrine of equivalents. 

37. Claim charts that apply independent claims 1, 12, and 17 of the ’357 patent to 

representative accused products are attached to this Complaint as Exhibits 5 and 6. 

38. On information and belief, Defendants directly infringe one or more claims of the 

’357 patent through their manufacture, use, sale, offer for sale, and importation of one or more 

accused products, in the United States.   

39. On information and belief, Defendants knowingly and intentionally induce users 

of one or more of the accused products to directly infringe one or more claims of the ’357 patent 

by encouraging, instructing, and aiding one or more persons in the United States, including but 

not limited to end users who test and operate accused products at the direction of Defendants, to 

make, use (including testing those devices and methods), sell, offer to sell, or import one or more 

of the accused products in the United States, in a manner that infringes the ’357 patent.  

Defendants have had knowledge and notice of the ’357 patent at least as early as the filing of this 
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Complaint, and Defendants have performed and continued to perform these acts with knowledge 

of the ’357 patent and with the intent, or willful blindness, that the induced acts directly infringe 

the ’357 patent. 

40. On information and belief, Defendants also contribute to the infringement of one 

or more claims of the ’357 patent by making, using, selling, offering for sale, and/or importing a 

patented component or material and/or apparatus used to practice a patented process, constituting 

a material part of the invention, knowing the same to be especially made or especially adapted 

for use in an infringement and not a staple article or commodity of commerce suitable for 

substantial non-infringing use.  Defendants have had knowledge and notice of the ’357 patent at 

least as early as the filing of this Complaint, and Defendants have performed and continued to 

perform these acts with knowledge of the ’357 patent and with the intent, or willful blindness, 

that they contribute to the direct infringement of the ’357 patent. 

JURY DEMAND 

41. Pursuant to Federal Rules of Civil Procedure 38(b), Plaintiffs hereby demand a 

trial by jury of all issues so triable.  

PRAYER FOR RELIEF 

Wherefore, Plaintiffs respectfully request that the Court enter judgment in Plaintiffs’ 

favor against Defendants, and provide Plaintiffs the following relief: 

A. a finding that Defendants have infringed one or more claims of the Patents in-Suit 

under 35 U.S.C. § 271(a), (b), and/or (c) and a final judgment incorporating the same;  

B. a finding that Defendants’ continued infringement of the Patents-in-Suit has been 

and is willful and/or an order increasing damages under 35 U.S.C. § 284;  

C. equitable relief under 35 U.S.C. § 283, including, but not limited to, an injunction 

that enjoins Defendants and any of their officers, agents, employees, assigns, representatives, 
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privies, successors, and those acting in concert or participation with them from infringing, 

contributing to, and/or inducing infringement of the Patents-in-Suit;  

D. an award of damages sufficient to compensate Plaintiffs for infringement of the 

Patents-in-Suit by Defendants through the date of judgment, including Plaintiffs’ lost profits, 

together with prejudgment interest under 35 U.S.C. § 284;  

E. entry of an order compelling Defendants to compensate Plaintiffs for any ongoing 

and/or future infringement of the Patents-in-Suit, in an amount and under terms appropriate 

under the circumstances, and payment of any supplemental damages as appropriate and post-

judgment interest after the date of judgment under 35 U.S.C. § 284;  

F. a judgment holding that this is an exceptional case under 35 U.S.C. § 285 and 

awarding Plaintiffs reasonable attorney fees, costs, and expenses;  

G. an accounting of Defendants’ infringing activities through trial and judgment; and  

H. such other relief that the Court deems just and proper.  
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Dated: April 9, 2018 

 

 

 

 

Of Counsel: 

 

Gerson S. Panitch 

Smith R. Brittingham IV 

Susan Y. Tull 

Hala S. Mourad 

David C. Seastrunk 

Christina Ji-Hye Yang 

FINNEGAN, HENDERSON, 

FARABOW, 

GARRETT & DUNNER, LLP 

901 New York Avenue, N.W. 

Washington, D.C.  20001-4413 

(202) 408-4000 

 Respectfully submitted, 

 

 

 

/s/ Christopher S. Schultz     

Christopher S. Schultz (BBO No. 630814) 

FINNEGAN, HENDERSON, FARABOW, 

GARRETT & DUNNER, LLP 

Two Seaport Lane 

6th Floor 

Boston, MA  02210-2001 

(617) 646-1600 

 

 

Attorneys for Plaintiffs Syneron Medical Ltd., 

Candela Corporation, and Massachusetts General 

Hospital 
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Exhibit 3 

Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Fraxis Duo  

 

Page 1 of 18 

 

Claim 1 Representative Accused Product: Fraxis Duo 

1. [1a] A skin treatment device comprising: 

 

 

The ilooda Fraxis Duo product is imported into the U.S. under the ilooda brand name and, 

on information and belief, is distributed in the U.S. primarily by Emvera and Rohrer.1 The 

Fraxis Duo is a skin treatment device See, e.g., Emvera Fraxis Duo Webpage, 

https://emvera.com/fraxis/: 

“Fraxis DUO is an ideal combination of a CO2 laser and microneedle RF 

technology designed to use in the treatment of scarring, photo aging, skin 

pigmentation issues, poor skin tone, facial resurfacing and stretch marks. These 

can all be treated with just one device, no need to purchase additional equipment.” 2 

 

                                            
1 ilooda offers two infringing products—Fraxis Duo and Secret RF—through multiple different U.S. distributors.  Each are charted 

separately. Fraxis Duo is offered in the U.S. through Emvera and Rohrer. For purposes of this claim chart, references to the Fraxis 

Duo product generally apply equally to ilooda, Emvera, and Rohrer. 
2 All emphasis in quotes is added, unless otherwise noted. 
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Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Fraxis Duo  
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Claim 1 Representative Accused Product: Fraxis Duo 

See also, e.g., ilooda Fraxis Duo Webpage, http://ilooda.cafe24.com/product/fraxisduo: 

“The Fraxis Duo is a combining CO2 laser and micro-needle fractional RF 

technology for optimal result of scars, photo-aging and Striae distensae.  

The dual modalities permit the treatment of all skin types and maximum treatment 

flexibility to treat a larger range of applications increasing the effectiveness of the 

treatment and reducing side effects.” 

 

ilooda's 510(k) Summary filed with the U.S. FDA explains that the Fraxis Duo system is 

“intended for use in dermatologic and general surgical procedures for electro-coagulation 

and hemostasis.” 

[1b] a housing configured to support a 

plurality of needles arranged for insertion 

into a dermal layer of skin, the plurality of 

needles being attached to a base, 

 

The Fraxis Duo includes a housing configured to support a plurality of needles.  For 

example, ilooda’s product literature for the Fraxis Duo discloses a handpiece (i.e., housing) 

supporting various micro-needle tips (10 or 25 pins).  Emvera Fraxis Duo Infographic: 
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Claim 1 Representative Accused Product: Fraxis Duo 

See, e.g., Fraxis Duo Catalogue: 

 
 

 

The needles are arranged in an array for insertion into a dermal layer of skin. See, e.g., 

ilooda Fraxis Duo Webpage, http://ilooda.cafe24.com/product/fraxisduo: 

“The combining therapy could be an effective and better choice for striae distensae 
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Claim 1 Representative Accused Product: Fraxis Duo 

by both effective dermal remodeling and skin resurfacing at the same time.” 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Fraxis Duo product “create[s] 

tissue coagulation in the dermis and show[s] similar coagulated pattern.” 

 

The Fraxis Duo housing is configured to support a plurality of needles attached to a base. 

See, e.g., Emvera Fraxis Duo Infographic: 

 

[1c] the plurality of needles being further 

configured for application of radio 

frequency (RF) energy from a RF energy 

source; and 

The Fraxis Duo applies radio frequency (RF) energy from a RF energy source through a 

plurality of needles.  For example, the Fraxis Duo is described as using RF energy with 

micro-needles. See, e.g., Emvera Fraxis Duo Webpage, Emvera Fraxis Duo Webpage, 

https://emvera.com/fraxis/: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 “The combination of microneedles and heat is what makes this such effective facial 

treatment tool. Microneedles are pushed into the skin to a certain depth, and then 

RF energy is released.” 

 

Fraxis Duo product literature describes delivering RF energy to the plurality of needles. See, 

e.g., Fraxis Duo Catalogue: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

Product literature illustrates a casing for the RF energy source: 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that with the Fraxis Duo product, “[t]he 
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Claim 1 Representative Accused Product: Fraxis Duo 

[RF] energy is delivered using disposable micro-needle electrodes.” 

[1d] a control module for controlling 

delivery of the RF energy from the RF 

energy source to the plurality of needles 

 

The Fraxis Duo contains a control module (i.e., hardware and software accessed through a 

control panel interface) for controlling delivery of the RF energy and a RF energy source.  

For example, a Fraxis Duo promotional video describes a control module, allowing for 

precise control of RF energy delivery. The video further describes the RF energy as being 

delivered to the plurality of needles. See, e.g., Fraxis DUO YouTube video, 

https://youtu.be/htGkN9ZKrVc?t=43s at 0:43: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

The Fraxis Duo’s touchscreen graphical user interface for the control module provides a 

physician with controls for the delivery of RF energy from the RF energy source, including 

the Tip Type, Intensity, RF duration, Depth, Mode, and Delay Time.  See, e.g., FRAXIS 

DUO YouTube video, https://youtu.be/hVXa1JeWGM8?t=1m48s at 1:48: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

[1e] to induce a pattern of fractional 

damage by the RF energy in the dermal 

layer when the needles are inserted therein, 

The Fraxis Duo induces a pattern of fractional damage by the RF energy in the dermal 

layer. For example, ilooda describes the Fraxis Duo as a fractional RF system that causes 

damage in the dermal layer, with figures illustrating a pattern of fractional damage. See, 

e.g., ilooda Fraxis Duo Webpage, http://ilooda.cafe24.com/product/fraxisduo: 

“FRAXIS Duo, High Power CO2 Laser plus Micro-needle Fractional RF” 

 “The Fraxis Duo is a combining CO2 laser and micro-needle fractional RF 
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Claim 1 Representative Accused Product: Fraxis Duo 

technology for optimal result of scars, photo-aging and Striae distensae.” 

 

See also, e.g., Fraxis DUO YouTube video, https://youtu.be/htGkN9ZKrVc?t=43s at 0:43: 

 
 

See also, e.g., Emvera Fraxis Duo Infographic: 



Exhibit 3 

Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Fraxis Duo  

 

Page 11 of 18 

 

Claim 1 Representative Accused Product: Fraxis Duo 

 

 

See also, e.g., 510(k) Summary for the ilooda Fraxis Duo: 

“Histologically, both FRAXIS DUO and predicate device created tissue 

coagulation in the dermis and show similar coagulated pattern.” 

[1f] wherein the controlled delivery of the 

RF energy is configured to stimulate 

formation of new collagen in the skin. 

The Fraxis Duo uses controlled delivery of RF energy (see element [1d] above) to stimulate 

formation of new collagen in the skin as a result of treatment. See, e.g., Emvera Fraxis Duo 

Webpage, https://emvera.com/fraxis/: 

“Microneedles are pushed into the skin to a certain depth, and then RF energy is 

released. The warming needles go directly into the skin tissue to stimulate collagen 

so that new collagen fibers are produced.” 
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Claim 1 Representative Accused Product: Fraxis Duo 

See also, e.g., Emvera Fraxis Duo Blog Webpage, https://emvera.com/fraxis-blog/: 

“Those treated with a combination CO2 laser and fractional RF microneedling 

showed a large visual reduction in the size of their stretch marks, a much healthier 

looking epidermis and increased levels of collagen growth.” 

 

 

Claim 15 Representative Accused Product: Fraxis Duo 

15. [15a] A skin treatment device 

comprising: 

See element [1a] above. 

[15b] a housing configured to support a 

plurality of needles arranged for insertion 

into a dermal layer of skin, the plurality of 

needles being attached to a base, 

See element [1b] above. 

[15c] the plurality of needles being further 

configured for application of radio 

frequency (RF) energy from a RF energy 

source; and 

See element [1c] above. 

[15d] a control module for controlling 

delivery of the RF energy from the RF 

energy source to the plurality of needles 

See element [1d] above. 

[15e] to cause a pattern of fractional 

damage to be produced in the dermal layer 

in a vicinity of the tips of the needles, 

See element [1e] above. 

The Fraxis Duo causes a pattern of fractional damage in the dermal layer in a vicinity of the 

tips of the needles, represented by the following video and illustration. See, e.g., Emvera 

Fraxis Duo Infographic: 
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Claim 15 Representative Accused Product: Fraxis Duo 

 

Ilooda describes the Fraxis Duo needles as causing a damage pattern in the dermis. See, 

e.g., 510(k) Summary for the ilooda Fraxis Duo: 

“In vivo animal testing using micropig models was also conducted to obtain 

histological data of values for depth and zone of ablation and thermal damage 

immediately post treatment; 7 days post treatment; and 14 days post treatment.” 

“Histologically, both FRAXIS DUO and predicate device created tissue 

coagulation in the dermis and show similar coagulated pattern.” 

[15f] wherein delivery of the RF energy is 

controlled to cause a pattern of regions of 

See elements [1d] and [1e] above. 
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Claim 15 Representative Accused Product: Fraxis Duo 

thermal damage within the dermal layer, 

and 

See, e.g., Fraxis DUO YouTube video, https://youtu.be/htGkN9ZKrVc?t=43s at 0:43: 

 

 

 

See also, e.g., 510(k) Summary for the ilooda Fraxis Duo: 

“In vivo animal testing using micropig models was also conducted to obtain 

histological data of values for depth and zone of ablation and thermal damage 

immediately post treatment; 7 days post treatment; and 14 days post treatment.” 

“Histologically, both FRAXIS DUO and predicate device created tissue 

coagulation in the dermis and show similar coagulated pattern.” 
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Claim 15 Representative Accused Product: Fraxis Duo 

As an additional example, see the illustration of thermal damage pattern in element [1e] 

above. 

[15g] wherein at least two adjacent regions 

of thermal damage have an undamaged 

region therebetween. 

The Fraxis Duo product literature illustrates at least two adjacent regions of thermal damage 

which do not overlap.  See, e.g., Emvera Fraxis Duo Infographic at 1: 

 

 

Claim 20 Representative Accused Product: Fraxis Duo 

20. [20a] A skin treatment device 

comprising: 

See element [1a] above. 

[20b] a housing configured to support a 

plurality of needles arranged for insertion 

See element [1b] above. 
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Claim 20 Representative Accused Product: Fraxis Duo 

into a dermal layer of skin, the plurality of 

needles being attached to a base and 

[20c] arranged in a group of bipolar pairs, 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Fraxis Duo includes “a Bipolar 

handpiece equipped with disposable micro-needle electrodes.” Further, the “Delivery 

system” of the Fraxis Duo product is listed as “Bipolar Handpiece,” and the “Connected 

handpiece” as “Bipolar handpiece.”  

See also, e.g., Emvera Fraxis Duo Infographic: 

 

[20d] the plurality of needles being further 

configured for application of radio 

frequency (RF) energy from a RF energy 

source; and 

See element [1c] above. 

[20e] a control module for controlling 

delivery of the RF energy from the RF 

See element [1d] above. 
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Claim 20 Representative Accused Product: Fraxis Duo 

energy source to the plurality of needles 

[20f] to induce a pattern of fractional 

damage by the RF energy in the dermal 

layer when the needles are inserted therein, 

See element [1e] above. 

[20g] wherein the pattern of fractional 

damage includes damaged regions between 

tips of needles of the bipolar pairs, 

The Fraxis Duo’s product literature illustrates a pattern of fractional damage (see element 

[1e]), and illustrates damage regions between tips of the bipolar pairs. For example, as 

Emvera illustrates, the damage regions occur on either side of each needle, between the 

needle tips. See, e.g., Emvera Fraxis Duo Infographic: 

 

[20h] and undamaged regions between The Fraxis Duo creates undamaged regions between the bipolar pairs of needles in the 
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Claim 20 Representative Accused Product: Fraxis Duo 

bipolar pairs of needles in the group. group. See, e.g., Emvera Fraxis Duo Infographic: 
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Claim 1 Representative Accused Product: Secret RF 

1. [1a] A skin treatment device comprising: 

 

 

The ilooda Secret RF product has been imported into the U.S. under the ilooda brand name 

and under Cutera’s trade name.  They are substantially the same skin treatment product.1  

See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 

                                            
1 For purposes of this claim chart, references to the Secret RF product generally apply equally to ilooda and Cutera. 
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Claim 1 Representative Accused Product: Secret RF 

 

See also, e.g., Cutera Secret RF Webpage, http://cutera.com/product-landing-pages/secret-

rf.aspx: 

“Secret RF is a radio frequency (RF) fractional microneedling system that helps you 

deliver tailored energy to improve fine lines, wrinkles, and scars from the inside 

out.”2 

 

ilooda's 510(k) Summary filed with the U.S. FDA explains that the Secret RF system is 

“intended for use in dermatologic and general surgical procedures for electro-coagulation 

and hemostasis.”  

[1b] a housing configured to support a 

plurality of needles arranged for insertion 

into a dermal layer of skin, the plurality of 

needles being attached to a base, 

 

The Secret RF includes a housing configured to support a plurality of needles.  For 

example, ilooda’s product literature for the Secret RF discloses a handpiece (i.e., housing) 

for supporting various micro-needle tips (10 or 25 needles).  See, e.g., ilooda Secret RF 

Webpage, http://ilooda.cafe24.com/product/secret: 

                                            
2 All emphasis in quotes is added, unless otherwise noted. 
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Claim 1 Representative Accused Product: Secret RF 

 

 
            

The needles are arranged in an array for insertion into a dermal layer of skin. Id.: 
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Claim 1 Representative Accused Product: Secret RF 

“Insulated single row 6 needles cartridges for hyperhidrosis (that require to 

coagulate in the dermis / subcutaneous tissues with minimum of down time.)” 

 

 

“Tissue necrosis in the deep dermis.” 

 

The Secret RF housing is configured to support a plurality of needles attached to a base. Id.: 
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Claim 1 Representative Accused Product: Secret RF 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Secret RF product “creates heat 

within the target dermal tissue via micro-needles inserted from the tip.”  

[1c] the plurality of needles being further 

configured for application of radio 

frequency (RF) energy from a RF energy 

source; and 

 

The Secret RF applies radio frequency (RF) energy from a RF energy source through a 

plurality of needles.  For example, the Secret RF is described as using RF energy with 

micro-needles. See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

“Secret, Micro-needle Fractional RF system is an ideal technology for skin lifting, 

tightening and rejuvenation by applying precisely controlled RF energy directly 

into various depths of skin with minimally invasive micro-needles.” 

 

Secret RF product literature describes delivering RF energy to the plurality of needles. Id.: 
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Claim 1 Representative Accused Product: Secret RF 

“Delivered RF energy is tightly focused at the edge/tip of the Micro-Needles.”  

 

Id.. 

 

“SECRET flashes a red light once RF energy starts to emit.” Id. 

Product literature illustrates a casing for the RF energy source: 
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Claim 1 Representative Accused Product: Secret RF 

 

[1d] a control module for controlling 

delivery of the RF energy from the RF 

energy source to the plurality of needles 

 

The Secret RF contains a control module (i.e., hardware and software accessed through a 

control panel interface) for controlling delivery of the RF energy and a RF energy source.  

For example, the Secret RF product literature describes a control module, allowing for 

precise control of RF energy delivery. The literature further describes the RF energy as 

being delivered to the plurality of needles. See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

“Secret, Micro-needle Fractional RF system is an ideal technology for skin lifting, 

tightening and rejuvenation by applying precisely controlled RF energy directly 

into various depths of skin with minimally invasive micro-needles.” 
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Claim 1 Representative Accused Product: Secret RF 

 

ilooda's website further includes an image of the touchscreen graphical user interface for the 

control module, providing a physician with controls for the delivery of RF energy from the 

RF energy source, including the intensity of the RF energy. Id.: 
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Claim 1 Representative Accused Product: Secret RF 

 

 

The RF energy is delivered to the plurality of needles. Id.: 

“Delivered RF energy is tightly focused at the edge/tip of the Micro-Needles.”  

 

See also, e.g., What is the Secret of Advanced Anti-Ageing?, Prime Journal (Sept. 2012): 

“Furthermore, the adjustable intensity of RF energy enables treatment to different 

areas of the body.” 

[1e] to induce a pattern of fractional 

damage by the RF energy in the dermal 

layer when the needles are inserted therein, 

The Secret RF induces a pattern of fractional damage by the RF energy in the dermal layer. 

For example, ilooda describes the Secret RF as a fractional RF system that causes damage 

in the dermal layer, with figures illustrating a pattern of fractional damage. See, e.g., ilooda 

Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 
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Claim 1 Representative Accused Product: Secret RF 

“Secret, Micro-needle Fractional RF System” 

“The precisely arranged micro-needles (25/10 per head) emit RF energy in finite 

areas without overlap, so that the coagulated thermal zones are uniform within 

the treatment area.” 
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Claim 1 Representative Accused Product: Secret RF 

 
 

See also, e.g., Wimpole Aesthetics Webpage, http://www.wimpoleaesthetics.co.uk/let-me-

tell-you-a-secret/: 

“[Secret RF] works by making micro ‘injuries’ in the papillary dermal level of 

the skin where collagen and elastin fibres are situated. The body’s response to any 

injury is to stimulate collagen and elastin production to repair the damage. The skin, 

therefore, becomes thicker, fuller and plumper, erasing mild to moderate wrinkling 

or skin damage from the inside out.” 

 

See also, e.g., Secret RF by Ilooda YouTube Video, 

https://www.youtube.com/watch?v=AAOdK_wlCd4 at 0:50-1:25: 

“RF heat energy denaturalizes [i.e., damages] the tissue surrounding the 

microneedles.  According to the wound healing process, fibroblast activity is 

increased.  Fibers are rearranged and significant collagenesis occurs.  Collagen and 

elastin cells are gathered and remodeled around the needle insertion areas” 
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Claim 1 Representative Accused Product: Secret RF 

 

ilooda’s 510(k) Summary to the U.S. FDA lists  the “Common or Usual Name” of the 

Secret RF product is “Micro-needle Fractional RF.” Further, the Summary explains that 

“[u]sing the micro needle tip, the Secret RF system creates heat within the target dermal 

tissue via micro-needles inserted from the tip.”  

[1f] wherein the controlled delivery of the 

RF energy is configured to stimulate 

formation of new collagen in the skin. 

The Secret RF uses controlled delivery of RF energy (see element [1d] above) to stimulate 

formation of new collagen in the skin as a result of treatment. See, e.g., ilooda Secret RF 

Webpage, http://ilooda.cafe24.com/product/secret: 

 

 

“New collagen formation breaks down enzymes within 2 weeks of SECRET” 

Id.: 
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Claim 1 Representative Accused Product: Secret RF 

 

 

See also, e.g., What is the Secret of Advanced Anti-Ageing?, Prime Journal (Sept. 2012): 

“Histological evidence shows the production of new collagen through the wound-

healing process just 2 weeks after the initial treatment.” 

“Now, we are able to trigger the production of new collagen from the dermis 

using the SECRET RF . . .” 
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Claim 15 Representative Accused Product: Secret RF 

15. [15a] A skin treatment device 

comprising: 

See element [1a] above. 

[15b] a housing configured to support a 

plurality of needles arranged for insertion 

into a dermal layer of skin, the plurality of 

needles being attached to a base, 

See element [1b] above. 

[15c] the plurality of needles being further 

configured for application of radio 

frequency (RF) energy from a RF energy 

source; and 

See element [1c] above. 

[15d] a control module for controlling 

delivery of the RF energy from the RF 

energy source to the plurality of needles 

See element [1d] above. 

[15e] to cause a pattern of fractional 

damage to be produced in the dermal layer 

in a vicinity of the tips of the needles, 

See element [1e] above. 

The Secret RF causes a pattern of fractional damage in the dermal layer in a vicinity of the 

tips of the needles, represented by the following video and illustration. See, e.g., Secret RF 

by Ilooda YouTube Video, https://www.youtube.com/watch?v=AAOdK_wlCd4 at 0:50-

1:25: 
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Claim 15 Representative Accused Product: Secret RF 

 

“RF heat energy denaturalizes [i.e., damages] the tissue surrounding the 

microneedles.”   

[15f] wherein delivery of the RF energy is 

controlled to cause a pattern of regions of 

thermal damage within the dermal layer, 

and 

See elements [1d] and [1e] above. 

See, e.g., Enrich Dermatology Cosmetic Clinic, Secret RF Webpage, 

https://www.enrichclinic.com.au/secret-rf-advanced-anti-ageing-radio-frequency-rf-

technology/: 
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Claim 15 Representative Accused Product: Secret RF 

“The Secret Micro-Needling Fractional RF system is a unique technology that is 

ideal for facial rejuvenation, improving scars and plumping and tightening loose 

skin by applying precisely controlled radio frequency energy directly into various 

depths of skin with minimally invasive microneedles.”  

 

See also, e.g., Secret RF by Ilooda YouTube Video, 

https://www.youtube.com/watch?v=AAOdK_wlCd4 at 0:50-1:25: 

“RF heat energy denaturalizes [i.e., damages] the tissue surrounding the 

microneedles. 

 

See also, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 

“The precisely arranged micro-needles (25/10 per head) emit RF energy in finite 

areas without overlap, so that the coagulated thermal zones are uniform within the 

treatment area.” 

 

See also, e.g., What is the Secret of Advanced Anti-Ageing?, Prime Journal (Sept. 2012): 

“The coagulation in the dermis caused by heat stimulates the secretion of new 

collagenases, which will, in turn, activate collagen and fibroblasts for a long period 

of time.” 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that with the Secret RF product “[a]s 

the [RF] energy passes through the skin, it generates an electro thermal reaction, which is 

capable of coagulating the tissue. Using the micro needle tip, the Secret RF system creates 

heat within the target dermal tissue via micro-needles inserted from the tip.”  

 

As an additional example, see the illustration of thermal damage pattern in element [1e] 

above. 
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Claim 15 Representative Accused Product: Secret RF 

[15g] wherein at least two adjacent regions 

of thermal damage have an undamaged 

region therebetween. 

The Secret RF product literature describes and illustrates at least two adjacent regions of 

thermal damage which do not overlap.  See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

“The precisely arranged micro-needles (25/10 per head) emit RF energy in finite 

areas without overlap, so that the coagulated thermal zones are uniform within 

the treatment area.” 

 

 

 

Claim 20 Representative Accused Product: Secret RF 

20. [20a] A skin treatment device 

comprising: 

See element [1a] above. 

[20b] a housing configured to support a 

plurality of needles arranged for insertion 

into a dermal layer of skin, the plurality of 

needles being attached to a base and 

See element [1b] above. 
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Claim 20 Representative Accused Product: Secret RF 

[20c] arranged in a group of bipolar pairs, 

 

The Secret RF product literature describes the system as utilizing bipolar RF energy. See, 

e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 
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Claim 20 Representative Accused Product: Secret RF 

 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Secret RF includes “a bipolar 

handpiece (Two type) with disposable micro-needle type electrodes.” Further, the 

“Delivery system” of the Secret RF product is listed as “Bipolar Handpiece + Micro needle 

electrodes,” and the “Connected handpiece” as “Bipolar handpieces.” 

[20d] the plurality of needles being further 

configured for application of radio 

frequency (RF) energy from a RF energy 

source; and 

See element [1c] above. 

[20e] a control module for controlling 

delivery of the RF energy from the RF 

energy source to the plurality of needles 

See element [1d] above. 

[20f] to induce a pattern of fractional See element [1e] above. 
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Claim 20 Representative Accused Product: Secret RF 

damage by the RF energy in the dermal 

layer when the needles are inserted therein, 

[20g] wherein the pattern of fractional 

damage includes damaged regions between 

tips of needles of the bipolar pairs, 

The Secret RF’s product literature describes a pattern of fractional damage (see element 

[1e]), and illustrates damage regions between tips of the bipolar pairs. For example, as 

ilooda illustrates, the damage regions occur on either side of each needle, between the 

needle tips. See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 

 

[20h] and undamaged regions between 

bipolar pairs of needles in the group. 

The Secret RF creates undamaged regions between the bipolar pairs of needles in the group. 

See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 
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Claim 20 Representative Accused Product: Secret RF 
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Claim 1 Representative Accused Product: Fraxis Duo 

1. [1a] A skin treatment method comprising: 

 

 

The ilooda Fraxis Duo product is imported into the U.S. under the ilooda brand name and, 

on information and belief, is distributed in the U.S. primarily by Emvera and Rohrer.1  The 

Fraxis Duo performs a skin treatment method. See, e.g., Emvera Fraxis Duo Webpage, 

https://emvera.com/fraxis/: 

“Fraxis DUO is an ideal combination of a CO2 laser and microneedle RF 

technology designed to use in the treatment of scarring, photo aging, skin 

pigmentation issues, poor skin tone, facial resurfacing and stretch marks. 

These can all be treated with just one device, no need to purchase additional 

equipment.” 2 

                                            
1 ilooda offers two infringing products—Fraxis Duo and Secret RF—through multiple different U.S. distributors.  Each are charted 

separately. Fraxis Duo is offered in the U.S. through Emvera and Rohrer. For purposes of this claim chart, references to the Fraxis 

Duo product generally apply equally to ilooda, Emvera, and Rohrer. 
2 All emphasis in quotes is added, unless otherwise noted. 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

See also, e.g., ilooda Fraxis Duo Webpage, http://ilooda.cafe24.com/product/fraxisduo: 

“The Fraxis Duo is a combining CO2 laser and micro-needle fractional RF 

technology for optimal result of scars, photo-aging and Striae distensae.  

The dual modalities permit the treatment of all skin types and maximum 

treatment flexibility to treat a larger range of applications increasing the 

effectiveness of the treatment and reducing side effects.” 

 

ilooda's 510(k) Summary filed with the U.S. FDA explains that the Fraxis Duo system is 

“intended for use in dermatologic and general surgical procedures for electro-coagulation 

and hemostasis.” 

[1b] inserting a plurality of needles into a 

dermal layer of skin, the plurality of needles 

being attached to a base, 

The Fraxis Duo employs a plurality of needles. For example, ilooda’s product literature for 

the Fraxis Duo discloses a handpiece (i.e., housing) for supporting various micro-needle 

tips (10 or 25 needles).  See, e.g., Emvera Fraxis Duo Infographic: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

See, e.g., Fraxis Duo Catalogue: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

 

The plurality of needles are inserted into a dermal layer of skin. See, e.g., ilooda Fraxis 

Duo Webpage, http://ilooda.cafe24.com/product/fraxisduo: 

 “The combining therapy could be an effective and better choice for striae 

distensae by both effective dermal remodeling and skin resurfacing at the same 

time.” 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Fraxis Duo product “create[s] 

tissue coagulation in the dermis and show[s] similar coagulated pattern.” 

 

The Fraxis Duo housing is configured to support a plurality of needles attached to a base. 

See, e.g., Emvera Fraxis Duo Infographic: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

[1c] the plurality of needles being further 

configured to receive radio frequency (RF) 

energy from a RF energy source; and 

 

The Fraxis Duo is configured to apply radio frequency (RF) energy from a RF energy 

source through the plurality of needles. For example, the Fraxis Duo is described as using 

RF energy with micro-needles. See, e.g., Emvera Fraxis Duo Webpage, Emvera Fraxis 

Duo Webpage, https://emvera.com/fraxis/: 

“The combination of microneedles and heat is what makes this such effective 

facial treatment tool. Microneedles are pushed into the skin to a certain depth, 

and then RF energy is released.” 

 

Fraxis Duo product literature describes delivering RF energy to the plurality of needles. 

See, e.g., Fraxis Duo Catalogue: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 
 

Id. 

 

 

Product literature illustrates a casing for the RF energy source: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that with the Fraxis Duo product, 

“[t]he [RF] energy is delivered using disposable micro-needle electrodes.” 

[1d] regulating delivery of the RF energy 

from the RF energy source to the plurality 

of needles 

 

The Secret RF regulates the delivery of RF energy from a RF energy source to the plurality 

of needles. For example, a Fraxis Duo promotional video describes a control module, 

allowing for precise control of RF energy delivery. The video further describes the RF 

energy as being delivered to the plurality of needles. See, e.g., Fraxis DUO YouTube 

video, https://youtu.be/htGkN9ZKrVc?t=43s at 0:43: 
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Claim 1 Representative Accused Product: Fraxis Duo 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

The Fraxis Duo’s touchscreen graphical user interface provides a physician with controls 

for the delivery of RF energy from the RF energy source, including the Tip Type, 

Intensity, RF duration, Depth, Mode, and Delay Time.  See, e.g., FRAXIS DUO YouTube 

video, https://youtu.be/hVXa1JeWGM8?t=1m48s at 1:48: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

[1e] to induce a pattern of fractional damage 

by the RF energy in the dermal layer when 

the needles are inserted therein, 

The Fraxis Duo induces a pattern of fractional damage by the RF energy in the dermal 

layer. For example, ilooda describes the Fraxis Duo as a fractional RF system that causes 

damage in the dermal layer, with figures illustrating a pattern of fractional damage. See, 

e.g., ilooda Fraxis Duo Webpage, http://ilooda.cafe24.com/product/fraxisduo: 

 

“FRAXIS Duo, High Power CO2 Laser plus Micro-needle Fractional RF” 
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Claim 1 Representative Accused Product: Fraxis Duo 

 “The Fraxis Duo is a combining CO2 laser and micro-needle fractional RF 

technology for optimal result of scars, photo-aging and Striae distensae.” 

 

See also, e.g., Fraxis DUO YouTube video, https://youtu.be/htGkN9ZKrVc?t=43s at 0:43: 

 
 

See also, e.g., Emvera Fraxis Duo Infographic: 
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Claim 1 Representative Accused Product: Fraxis Duo 

 

 

See also, e.g., 510(k) Summary for the ilooda Fraxis Duo: 

“Histologically, both FRAXIS DUO and predicate device created tissue 

coagulation in the dermis and show similar coagulated pattern.” 

 

[1f] wherein the regulation of the delivery 

of the RF energy is configured to stimulate 

formation of new collagen in the skin. 

The Fraxis Duo uses regulated delivery of RF energy (see element [1d] above) to stimulate 

formation of new collagen. See, e.g., Emvera Fraxis Duo Webpage, 

https://emvera.com/fraxis/: 

“Microneedles are pushed into the skin to a certain depth, and then RF energy is 

released. The warming needles go directly into the skin tissue to stimulate 
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Claim 1 Representative Accused Product: Fraxis Duo 

collagen so that new collagen fibers are produced.” 

See also, e.g., Emvera Fraxis Duo Blog Webpage, https://emvera.com/fraxis-blog/: 

“Those treated with a combination CO2 laser and fractional RF microneedling 

showed a large visual reduction in the size of their stretch marks, a much healthier 

looking epidermis and increased levels of collagen growth.” 

 

Claim 12 Representative Accused Product: Fraxis Duo 

12. [12a] A skin treatment method 

comprising: 

See element [1a] above. 

[12b] inserting a plurality of needles into a 

dermal layer of skin, the plurality of needles 

being attached to a base, 

See element [1b] above. 

 

[12c] the plurality of needles being further 

configured to receive radio frequency (RF) 

energy from a RF energy source; and 

See element [1c] above. 

 

[12d] regulating delivery of the RF energy 

from the RF energy source to the plurality 

of needles 

See element [1d] above. 

[12e] to cause a pattern of fractional 

damage to be produced in the dermal layer 

in a vicinity of the tips of the needles, 

See element [1e] above. 

The Fraxis Duo causes a pattern of fractional damage in the dermal layer in a vicinity of 

the tips of the needles, represented by the following video and illustration. See, e.g., 

Emvera Fraxis Duo Infographic: 
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Claim 12 Representative Accused Product: Fraxis Duo 

 

Ilooda describes the Fraxis Duo needles as causing a damage pattern in the dermis. See, 

e.g., 510(k) Summary for the ilooda Fraxis Duo: 

“In vivo animal testing using micropig models was also conducted to obtain 

histological data of values for depth and zone of ablation and thermal damage 

immediately post treatment; 7 days post treatment; and 14 days post treatment.” 

“Histologically, both FRAXIS DUO and predicate device created tissue 

coagulation in the dermis and show similar coagulated pattern.” 

[12f] wherein regulating the delivery of the 

RF energy is controlled to cause a pattern of 

See elements [1d] and [1e] above. 



Exhibit 5 

Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Fraxis Duo  

 

Page 15 of 19 

 

Claim 12 Representative Accused Product: Fraxis Duo 

regions of thermal damage within the 

dermal layer, 

See, e.g., Fraxis DUO YouTube video, https://youtu.be/htGkN9ZKrVc?t=43s at 0:43: 

 

 

 

See also, e.g., 510(k) Summary for the ilooda Fraxis Duo: 

“In vivo animal testing using micropig models was also conducted to obtain 

histological data of values for depth and zone of ablation and thermal damage 

immediately post treatment; 7 days post treatment; and 14 days post treatment.” 

“Histologically, both FRAXIS DUO and predicate device created tissue 

coagulation in the dermis and show similar coagulated pattern.” 

 

As an additional example, see the illustration of thermal damage pattern in element [1e] 



Exhibit 5 

Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Fraxis Duo  

 

Page 16 of 19 

 

Claim 12 Representative Accused Product: Fraxis Duo 

above. 

[12g] and wherein at least two adjacent 

regions of thermal damage have an 

undamaged region therebetween. 

The Fraxis Duo product literature illustrates at least two adjacent regions of thermal 

damage which do not overlap.  See, e.g., Emvera Fraxis Duo Infographic: 

 

 

 

Claim 17 Representative Accused Product: Fraxis Duo 

17. [17a] A skin treatment method 

comprising: 

See element [1a] above. 

[17b] inserting a plurality of needles into a See element [1b] above. 
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Claim 17 Representative Accused Product: Fraxis Duo 

dermal layer of skin, the plurality of needles 

being attached to a base and arranged in a 

group of bipolar pairs, 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Fraxis Duo includes “a 

Bipolar handpiece equipped with disposable micro-needle electrodes.” Further, the 

“Delivery system” of the Fraxis Duo product is listed as “Bipolar Handpiece,” and the 

“Connected handpiece” as “Bipolar handpiece.”  

See also, e.g., Emvera Fraxis Duo Infographic: 

 

[17c] the plurality of needles being further 

configured to receive radio frequency (RF) 

energy from a RF energy source; and 

See element [1c] above. 

 

[17d] regulating delivery of the RF energy 

from the RF energy source to the plurality 

of needles 

See element [1d] above. 

[17e] to induce a pattern of fractional 

damage by the RF energy in the dermal 

See element [1e] above. 



Exhibit 5 

Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Fraxis Duo  

 

Page 18 of 19 

 

Claim 17 Representative Accused Product: Fraxis Duo 

layer when the needles are inserted therein, 

[17f] wherein the pattern of fractional 

damage includes damaged regions between 

tips of needles of the bipolar pairs, and 

The Fraxis Duo’s product literature illustrates a pattern of fractional damage (see element 

[1e]), and illulstrate damage regions between tips of the bipolar pairs. For example, as 

Emvera illustrates, the damage regions occur on either side of each needle, between the 

needle tips. See, e.g., Emvera Fraxis Duo Infographic: 

 

 

[17g] substantially undamaged regions 

between bipolar pairs of needles in the 

group. 

The Fraxis Duo creates undamaged regions between the bipolar pairs of needles in the 

group. See, e.g., Emvera Fraxis Duo Infographic: 
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Claim 17 Representative Accused Product: Fraxis Duo 
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Claim 1 Representative Accused Product: Secret RF 

1. [1a] A skin treatment method comprising: 

 

 

 

The ilooda Secret RF product has been imported into the U.S. under the ilooda brand name 

and under Cutera’s trade name.  They perform substantially the same skin treatment 

method.1 See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret. 

                                            
1 For purposes of this claim chart, references to the Secret RF product generally apply equally to ilooda and Cutera. 
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Claim 1 Representative Accused Product: Secret RF 

 

See also, e.g., Cutera Secret RF Webpage, http://cutera.com/product-landing-pages/secret-

rf.aspx: 

“Secret RF is a radio frequency (RF) fractional microneedling system that helps 

you deliver tailored energy to improve fine lines, wrinkles, and scars from the 

inside out.”2 

 

ilooda's 510(k) Summary filed with the U.S. FDA explains that the Secret RF system is 

“intended for use in dermatologic and general surgical procedures for electro-coagulation 

and hemostasis.” 

[1b] inserting a plurality of needles into a 

dermal layer of skin, the plurality of needles 

being attached to a base, 

The Secret RF employs a plurality of needles. For example, ilooda’s product literature for 

the Secret RF discloses a handpiece (i.e., housing) for supporting various micro-needle tips 

(10 or 25 needles).  See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

                                            
2 All emphasis in quotes is added, unless otherwise noted. 
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Claim 1 Representative Accused Product: Secret RF 
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Claim 1 Representative Accused Product: Secret RF 

The plurality of needles are inserted into a dermal layer of skin. Id. at 2-3: 

“Insulated single row 6 needles cartridges for hyperhidrosis (that require to 

coagulate in the dermis / subcutaneous tissues with minimum of down time.)” 

 

 

“Tissue necrosis in the deep dermis.” 

 

The Secret RF housing is configured to support a plurality of needles attached to a base. 

Id.: 
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Claim 1 Representative Accused Product: Secret RF 

  

ilooda’s 510(k) Summary to the U.S. FDA explains that the Secret RF product “creates 

heat within the target dermal tissue via micro-needles inserted from the tip.” 

[1c] the plurality of needles being further 

configured to receive radio frequency (RF) 

energy from a RF energy source; and 

 

The Secret RF is configured to apply radio frequency (RF) energy from a RF energy 

source through the plurality of needles. For example, the Secret RF is described as using 

RF energy with micro-needles. See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

“Secret, Micro-needle Fractional RF system is an ideal technology for skin lifting, 

tightening and rejuvenation by applying precisely controlled RF energy directly 

into various depths of skin with minimally invasive micro-needles.” 

Secret RF product literature describes delivering RF energy to the plurality of needles. Id.: 

“Delivered RF energy is tightly focused at the edge/tip of the Micro-Needles.”  
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Claim 1 Representative Accused Product: Secret RF 

 

Id. 

 

“SECRET flashes a red light once RF energy starts to emit.” Id. 

Product literature illustrates a casing for the RF energy source: 
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Claim 1 Representative Accused Product: Secret RF 

 

[1d] regulating delivery of the RF energy 

from the RF energy source to the plurality 

of needles 

 

The Secret RF regulates the delivery of RF energy from a RF energy source to the plurality 

of needles. For example, Secret RF product literature describes controlled delivery of RF 

energy to the plurality of needles. See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

“Secret, Micro-needle Fractional RF system is an ideal technology for skin lifting, 

tightening and rejuvenation by applying precisely controlled RF energy directly 

into various depths of skin with minimally invasive micro-needles.” 
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Claim 1 Representative Accused Product: Secret RF 

 

ilooda's website further includes an image of the touchscreen graphical user interface, 

providing a physician with controls for regulating the delivery of RF energy from the RF 

energy source, including the intensity of the RF energy. Id.: 
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Claim 1 Representative Accused Product: Secret RF 

 

 

The RF energy is delivered to the plurality of needles. Id.: 

“Delivered RF energy is tightly focused at the edge/tip of the Micro-Needles.”  

 

See also, e.g., What is the Secret of Advanced Anti-Ageing?, Prime Journal (Sept. 2012): 

“Furthermore, the adjustable intensity of RF energy enables treatment to different 

areas of the body.” 

[1e] to induce a pattern of fractional damage 

by the RF energy in the dermal layer when 

the needles are inserted therein, 

The Secret RF induces a pattern of fractional damage by the RF energy in the dermal layer. 

For example, ilooda describes the Secret RF as a fractional RF system that causes damage 

in the dermal layer, with figures illustrating a pattern of fractional damage. See, e.g., ilooda 

Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 
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Claim 1 Representative Accused Product: Secret RF 

“Secret, Micro-needle Fractional RF System” 

“The precisely arranged micro-needles (25/10 per head) emit RF energy in finite 

areas without overlap, so that the coagulated thermal zones are uniform within 

the treatment area.” 
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Claim 1 Representative Accused Product: Secret RF 

 
 

See also, e.g., Wimpole Aesthetics Webpage, http://www.wimpoleaesthetics.co.uk/let-me-

tell-you-a-secret/: 

“[Secret RF] works by making micro ‘injuries’ in the papillary dermal level of 

the skin where collagen and elastin fibres are situated. The body’s response to any 

injury is to stimulate collagen and elastin production to repair the damage. The 

skin, therefore, becomes thicker, fuller and plumper, erasing mild to moderate 

wrinkling or skin damage from the inside out.” 

 

See also, e.g., Secret RF by Ilooda YouTube Video, 

https://www.youtube.com/watch?v=AAOdK_wlCd4 at 0:50-1:25: 

“RF heat energy denaturalizes [i.e., damages] the tissue surrounding the 

microneedles.  According to the wound healing process, fibroblast activity is 

increased.  Fibers are rearranged and significant collagenesis occurs.  Collagen and 

elastin cells are gathered and remodeled around the needle insertion areas” 
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Claim 1 Representative Accused Product: Secret RF 

 

ilooda’s 510(k) Summary to the U.S. FDA lists  the “Common or Usual Name” of the 

Secret RF product is “Micro-needle Fractional RF.” Further, the Summary explains that 

“[u]sing the micro needle tip, the Secret RF system creates heat within the target dermal 

tissue via micro-needles inserted from the tip.” 

[1f] wherein the regulation of the delivery 

of the RF energy is configured to stimulate 

formation of new collagen in the skin. 

The Secret RF uses regulated delivery of RF energy (see element [1d] above) to stimulate 

formation of new collagen. See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

 

 

“New collagen formation breaks down enzymes within 2 weeks of SECRET” 

Id.: 
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Claim 1 Representative Accused Product: Secret RF 

 

 

See also, e.g., What is the Secret of Advanced Anti-Ageing?, Prime Journal (Sept. 2012): 

“Histological evidence shows the production of new collagen through the wound-

healing process just 2 weeks after the initial treatment.” 

“Now, we are able to trigger the production of new collagen from the dermis 

using the SECRET RF . . .” 

 

Claim 12 Representative Accused Product: Secret RF 

12. [12a] A skin treatment method See element [1a] above. 
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Claim 12 Representative Accused Product: Secret RF 

comprising: 

[12b] inserting a plurality of needles into a 

dermal layer of skin, the plurality of needles 

being attached to a base, 

See element [1b] above. 

 

[12c] the plurality of needles being further 

configured to receive radio frequency (RF) 

energy from a RF energy source; and 

See element [1c] above. 

 

[12d] regulating delivery of the RF energy 

from the RF energy source to the plurality 

of needles 

See element [1d] above. 

[12e] to cause a pattern of fractional 

damage to be produced in the dermal layer 

in a vicinity of the tips of the needles, 

See element [1e] above. 

The Secret RF causes a pattern of fractional damage in the dermal layer in a vicinity of the 

tips of the needles, represented by the following video and illustration. See, e.g., Secret RF 

by Ilooda YouTube Video, https://www.youtube.com/watch?v=AAOdK_wlCd4 at 0:50-

1:25: 
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Claim 12 Representative Accused Product: Secret RF 

 

“RF heat energy denaturalizes [i.e., damages] the tissue surrounding the 

microneedles.”   

[12f] wherein regulating the delivery of the 

RF energy is controlled to cause a pattern of 

regions of thermal damage within the 

dermal layer, 

See elements [1d] and [1e] above. 

See, e.g., Enrich Dermatology Cosmetic Clinic, Secret RF Webpage, 

https://www.enrichclinic.com.au/secret-rf-advanced-anti-ageing-radio-frequency-rf-

technology/: 

“The Secret Micro-Needling Fractional RF system is a unique technology that is 

ideal for facial rejuvenation, improving scars and plumping and tightening loose 
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Claim 12 Representative Accused Product: Secret RF 

skin by applying precisely controlled radio frequency energy directly into 

various depths of skin with minimally invasive microneedles.”  

 

See also, e.g., Secret RF by Ilooda YouTube Video, 

https://www.youtube.com/watch?v=AAOdK_wlCd4 at 0:50-1:25: 

“RF heat energy denaturalizes [i.e., damages] the tissue surrounding the 

microneedles. 

 

See also, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 

“The precisely arranged micro-needles (25/10 per head) emit RF energy in finite 

areas without overlap, so that the coagulated thermal zones are uniform within the 

treatment area.” 

 

See also, e.g., What is the Secret of Advanced Anti-Ageing?, Prime Journal (Sept. 2012): 

“The coagulation in the dermis caused by heat stimulates the secretion of new 

collagenases, which will, in turn, activate collagen and fibroblasts for a long period 

of time.” 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that with the Secret RF product “[a]s 

the [RF] energy passes through the skin, it generates an electro thermal reaction, which 

is capable of coagulating the tissue. Using the micro needle tip, the Secret RF system 

creates heat within the target dermal tissue via micro-needles inserted from the tip.”  

 

As an additional example, see the illustration of thermal damage pattern in element [1e] 

above. 

[12g] and wherein at least two adjacent The Secret RF product literature describes and illustrates at least two adjacent regions of 
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Claim 12 Representative Accused Product: Secret RF 

regions of thermal damage have an 

undamaged region therebetween. 

thermal damage which do not overlap.  See, e.g., ilooda Secret RF Webpage, 

http://ilooda.cafe24.com/product/secret: 

“The precisely arranged micro-needles (25/10 per head) emit RF energy in finite 

areas without overlap, so that the coagulated thermal zones are uniform within 

the treatment area.” 

 

 

 

Claim 17 Representative Accused Product: Secret RF 

17. [17a] A skin treatment method 

comprising: 

See element [1a] above. 

[17b] inserting a plurality of needles into a 

dermal layer of skin, the plurality of needles 

being attached to a base and arranged in a 

group of bipolar pairs, 

See element [1b] above. 

The ilooda Secret RF product literature describes the system as utilizing bipolar RF 

energy. See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 
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Claim 17 Representative Accused Product: Secret RF 
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Claim 17 Representative Accused Product: Secret RF 

 

 

ilooda’s 510(k) Summary to the U.S. FDA explains that the Secret RF includes “a bipolar 

handpiece (Two type) with disposable micro-needle type electrodes.” Further, the 

“Delivery system” of the Secret RF product is listed as “Bipolar Handpiece + Micro 

needle electrodes,” and the “Connected handpiece” as “Bipolar handpieces.” 

[17c] the plurality of needles being further 

configured to receive radio frequency (RF) 

energy from a RF energy source; and 

See element [1c] above. 

 

[17d] regulating delivery of the RF energy 

from the RF energy source to the plurality 

of needles 

See element [1d] above. 

[17e] to induce a pattern of fractional 

damage by the RF energy in the dermal 

See element [1e] above. 
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Claim 17 Representative Accused Product: Secret RF 

layer when the needles are inserted therein, 

[17f] wherein the pattern of fractional 

damage includes damaged regions between 

tips of needles of the bipolar pairs, and 

The Secret RF’s product literature describes a pattern of fractional damage (see element 

[1e]), and illulstrates damage regions between tips of the bipolar pairs. For example, as 

ilooda illustrates, the damage regions occur on either side of each needle, between the 

needle tips. See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 

 

[17g] substantially undamaged regions 

between bipolar pairs of needles in the 

group. 

The Secret RF creates undamaged regions between the bipolar pairs of needles in the 

group. See, e.g., ilooda Secret RF Webpage, http://ilooda.cafe24.com/product/secret: 
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Claim 17 Representative Accused Product: Secret RF 
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