
IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MASSACHUSETTS 

 

SYNERON MEDICAL LTD., CANDELA 
CORPORATION, AND MASSACHUSETTS 
GENERAL HOSPITAL 
 

Plaintiffs, 
 

v. 
 
SUNG HWAN E&B CO., LTD, AESTHETICS 
BIOMEDICAL, INC. AND CARTESSA 
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 Sung Hwan E&B Co., Ltd., d/b/a SHENB Co. Ltd., d/b/a SHENB, Aesthetics 

Biomedical, Inc., and Cartessa 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’ Vivace RF products.  
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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 Massachusetts 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, Sung Hwan E&B Co., Ltd. d/b/a SHENB CO. Ltd. 

d/b/a SHENB (“Sung Hwan”) is headquartered at Suite #502, SK Techno Building, 16-4 Sung 

Su-Dong 1 Ga, Sung Dong Ku, Seoul, Korea.  On information and belief, Sung Hwan designs 

and manufactures aesthetic dermatological devices, including an RF micro-needle device known 

as Vivace.  On information and belief, Aesthetics Biomedical (“AB”) is headquartered at 4602 

N. 16th Street Suite 300, Phoenix, AZ 85016.  On information and belief, Cartessa Aesthetics 

(“Cartessa”) is located at 210 Peoples Way, Hockessin, DE 19707-1904.  On information and 

belief, AB and Cartessa sell Sung Hwan’s Vivace devices in the United States.  Collectively, 

Sung Hwan, AB, Cartessa, and their affiliates design, develop, import, and sell after importation 

the Vivace RF micro-needle devices, pictured below: 
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JURISDICTION AND VENUE 

10. 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).  

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

process and/or the Massachusetts Long Arm Statute.   Defendants are subject to this Court’s 

personal jurisdiction 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 Massachusetts.  

On information and belief, defendants intentionally solicit customers throughout the U.S., 

including Massachusetts, using their interactive websites.  For example, Cartessa’s website 

provides detailed information about the Vivace microneedle RF devices and solicit customers to 

submit “Contact Us” forms to discuss about a potential purchase of the devices.  Similarly, AB 

has a website dedicated to advertising the Vivace devices and includes a search function for 

finding physicians who provide skin treatments using the Vivace devices throughout the U.S.  
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According to the website, at least two physicians in Massachusetts offer skin treatments using 

the Vivace devices.  

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

1391(c). 

THE ASSERTED PATENTS1 

The ’899 Patent 

13. 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 

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. 

14. 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 

15. 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 

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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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. 

16. 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 

17. 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).   

18. 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.  

19. 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. 

20. 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.   
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21. In 2011, ePrime received 510(k) clearance for wrinkle treatment from the U.S. 

Food and Drug Administration. 

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

ePrime to Profound, shown below: 

 

23. 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 

professionals on use of the patented system, service and repair the patented equipment, and 

perform research and development to improve the existing product.  

24. 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.  

25. The patented Profound system—and Defendants’ accused product—use a 

handheld applicator with a needle array located on a disposable tip.  The handheld applicator is 
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connected to a console containing an RF energy source and a controller, for supplying RF energy 

to the dermis through the needle tips.  

26. The Profound system, the claimed inventions, and Defendants’ accused product 

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. 

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

27. 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. 

28. A claim chart that applies independent claims 1, 15, and 20 of the ’899 patent to a 

representative accused product is attached to this Complaint as Exhibit 3. 

29. 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.   

30. 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 
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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. 

31. 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 

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 

32. 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. 

33. A claim chart that applies independent claims 1, 12, and 17 of the ’357 patent to a 

representative accused product is attached to this Complaint as Exhibit 4. 

34. 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.   

35. 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 
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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 

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. 

36. 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 

37. 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: 
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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, 

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 2 
 







































Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

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

 

 
The Vivace, offered by Sung Hwan E&B (SHENB), Aesthetics Biomedical, and Cartessa 
Biomedical, is a skin treatment device. See, e.g., Vivace Fractional Micro Needle RF 
Webpage, http://vivaceexperience.com/: 

“This non-surgical treatment for contouring and tightening the face, neck, hands 
and body stimulates the natural production of collagen, and reduces fine lines and 
wrinkles beginning with just one office visit.”1 

 

Sung Hwan’s 510(k) Summary filed with the U.S. FDA explains that the Vivace system is 
“intended for use in dermatologic and general surgical procedures for electrocoagulation 
and hemostasis, and the percutaneous treatment of facial wrinkles. This Vivace 
Electrosurgical System is intended for use with Skin Type I to Skin Type V.”  

[1b] a housing configured to support a The Vivace includes a housing configured to support a plurality of needles. See, e.g., 

1 All emphasis in quotes is added, unless otherwise noted. 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 
plurality of needles arranged for insertion 
into a dermal layer of skin, the plurality of 
needles being attached to a base, 

 

Vivace Product Brochure: 

 
The needles are arranged for insertion into a dermal layer of skin. See, e.g., Vivace Product 
Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 
Aesthetics Biomedical’s product literature describes non-surgical treatment using Vivace 
for tightening skin using microneedling in the dermis. See, e.g., Vivace Fractional Micro 
Needle RF Webpage, http://vivaceexperience.com/: 

“It’s the newest generation of microneedling with radio frequency, and The [sic] 
Vivace is FDA-cleared for your safety. This non-surgical treatment for contouring 
and tightening the face, neck, hands and body stimulates the natural production 
of collagen, and reduces fine lines and wrinkles beginning with just one office visit.” 

 
The Vivace is configured to support a plurality of needles attached to a base. See, e.g., 
Vivace Fractional Micro Needle RF Webpage, http://vivaceexperience.com/: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

 

[1c] the plurality of needles being further 
configured for application of radio 
frequency (RF) energy from a RF energy 
source; and 

 

The Vivace applies radio frequency (RF) energy from a RF energy source through a 
plurality of needles. For example, the Vivace is described as using microneedling with radio 
frequency for skin treatment. See, e.g., Vivace Fractional Micro Needle RF Webpage, 
http://vivaceexperience.com/: 

“It’s the newest generation of microneedling with radio frequency, and The [sic] 
Vivace is FDA-cleared for your safety. This non-surgical treatment for contouring 
and tightening the face, neck, hands and body stimulates the natural production 
of collagen, and reduces fine lines and wrinkles beginning with just one office visit.” 

 

Vivace product literature discloses that microneedle electrodes deliver RF energy. See, e.g., 
Vivace Product Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

See also, e.g., Vivace FAQ Webpage, http://vivaceexperience.com/faq/: 

“What is RF? 

Radio frequency provides heat that stimulates collagen production which has been 
found to lead to tighter, younger-looking skin. Combined with state-of-the-art 
microneedling, patients have experienced optimal results.” 

 

See also, e.g., Vivace Product Brochure, illustrating a casing for the RF energy source: 

Page 5 of 18 
 



Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

[1d] a control module for controlling 
delivery of the RF energy from the RF 
energy source to the plurality of needles 

 

The Vivace includes a control module (i.e., hardware and software accessed through a 
control panel interface) for controlling delivery of RF energy through a handpiece having a 
microneedle array. For example, the Vivace contains a control panel providing a graphical 
user interface for a control module. See, e.g., Vivace Webpage, 
https://www.aestheticsbiomedical.com/aesthetics-treatments-phoenix-az/vivace/: 

“10-inch Color Touch Screen Control Panel 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

Fully loaded with all treatment parameters and instructions.” 

The graphical user interface of the control module for the Vivace shows various controls 
that can be adjusted, including “Level,” “Depth,” and “RF-Time.” See, e.g., Vivace RF 
Microneedling with Sheila Nazarian, MD. MMM YouTube Video, available at 
https://youtu.be/UZJjqyVsmUg?t=1m9s at 1:09: 

 
The Vivace also contains a RF energy source. See, e.g., Vivace Product Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

The Vivace is described as having the ability to precisely deliver RF energy through a 
plurality of microneedles. See, e.g., Science of Vivace Webpage, 
http://vivaceexperience.com/vivace-science/: 

“CIT (Collagen Induction Therapy) by Microneedling Multilevel RF 

When applied to the skin, under topical anesthesia, sterile microneedles are used to 
create many microscopic channels deep into the dermis of the skin that can stay 
open up to four to six hours. This stimulates the body to produce new collagen. The 
precise delivery of RF energy to 31 varying depths of penetration gives The [sic] 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

Vivace exceptional outcomes.” 

[1e] to induce a pattern of fractional 
damage by the RF energy in the dermal 
layer when the needles are inserted therein, 

The Vivace induces a pattern of fractional damage by the RF energy in the dermal layer. 
For example, the Vivace illustrates and describes patterns of fractional electrocoagulation in 
the dermal layer through the insertion of needles. See, e.g., Science of Vivace Webpage, 
http://vivaceexperience.com/vivace-science/: 

“Minimally invasive RF thermal energy creates fractional electrocoagulation in 
the dermis which facilitates a natural wound healing process. WHM promotes the 
remodeling of collagen, elastin and wound contraction, which enhances skin laxity.” 

 
See also, e.g., Vivace Product Brochure illustrating a pattern of damage when the needles 
are inserted in the dermal layer: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 
See also, e.g., Vivace Webpage at Facial Aesthetics, 
https://www.facialaestheticsinc.com/vivace.html: 

“These microscopic openings, also called ‘fractionated injuries’ can stay open for 
4 to 6 hours, which is the key to a successful outcome. The fractionated injuries 
stimulate your body to activate your natural wound healing process, which promotes 
the production of new collagen, elastin and wound contraction.” 

 

See also, e.g., Vivace Webpage, https://www.aestheticsbiomedical.com/aesthetics-
treatments-phoenix-az/vivace/: 

“RF pattern flow controlled for even deliberate heating.” 

 
Sung Hwan’s 510(k) Summary filed with the U.S. FDA explains that with the Vivace 
system “[a]s RF energy passes through the skin, it generates an electro thermal reaction, 
which is capable of coagulating (causing minor dermal damage) the tissue.”  
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

[1f] wherein the controlled delivery of the 
RF energy is configured to stimulate 
formation of new collagen in the skin. 

The Vivace product literature describes using controlled delivery of RF energy (see element 
[1d] above) to stimulate new collagen and collagen remodeling. See, e.g., Vivace Fractional 
Micro Needle RF Webpage, http://vivaceexperience.com/: 

“It’s the newest generation of microneedling with radio frequency, and The Vivace 
is FDA-cleared for your safety. This non-surgical treatment for contouring and 
tightening the face, neck, hands and body stimulates the natural production of 
collagen, and reduces fine lines and wrinkles beginning with just one office visit.” 

 

See also, e.g., Vivace Product Brochure: 

 
 

See also, e.g., Science of Vivace Webpage, http://vivaceexperience.com/vivace-science/: 

“Minimally invasive RF thermal energy creates fractional electrocoagulation in the 
dermis which facilitates a natural wound healing process. WHM promotes the 
remodeling of collagen, elastin and wound contraction, which enhances skin 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

laxity.” 

 

Claim 15 Representative Accused Product: Vivace 

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 pattern of fractional damage caused by the Vivace is produced in the dermal layer in a 
vicinity of the tips of the needles. See, e.g., Vivace Product Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 15 Representative Accused Product: Vivace 

 

[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. 

The Vivace is described as causing thermal damage within the dermal layer. See, e.g., 
Vivace Product Brochure: 

 

 
The RF energy delivery is controlled so that the thermal damage occurs in a pattern. See, 
e.g., Vivace Webpage, https://www.aestheticsbiomedical.com/aesthetics-treatments-
phoenix-az/vivace/: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 15 Representative Accused Product: Vivace 

“RF pattern flow controlled for even deliberate heating.” 

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

Aesthetics Biomedical’s 510(k) Summary submitted to the U.S. FDA explains that with the 
Vivace product, RF energy causes thermal damage within the dermal layer.: 

“As RF energy passes through the skin, it generates an electro thermal reaction, 
which is capable of coagulating (causing minor dermal damage) the tissue.” 

[15g] wherein at least two adjacent regions 
of thermal damage have an undamaged 
region therebetween. 

The Vivace product literature describes and illustrates at least two adjacent regions of 
thermal damage that have an undamaged region therebetween. See, e.g., Vivace Product 
Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
 

Claim 20 Representative Accused Product: Vivace 

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. 

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

 

Aesthetics Biomedical’s 510(k) Summary submitted to the U.S. FDA explains that with the 
Vivace product, “bi-polar RF energy is delivered between independent adjacent electrode 
pairs (total 36 needle electrode, 6 x 6 array insertion).” 

 

See also, e.g., Vivace Fractional Micro Needle RF Webpage, http://vivaceexperience.com/: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 20 Representative Accused Product: Vivace 

[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 
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 Vivace product literature describes a pattern of fractional damage (see element [1e]), 
and depicts damage regions between tips of needles of the bipolar pairs. For example, as 
Aesthetics Biomedical illustrates, the damage regions occur on either side of each needle, 
between the needle tips. See, e.g., Vivace Product Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 20 Representative Accused Product: Vivace 

 

[20h] and undamaged regions between 
bipolar pairs of needles in the group. 

The Vivace creates undamaged regions between the bipolar pairs of needles in the group. 
See, e.g., Vivace Product Brochure: 
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Exhibit 3 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,510,899 – Vivace  

 
Claim 20 Representative Accused Product: Vivace 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

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

 

 
The Vivace, offered by Sung Hwan E&B (SHENB), Aesthetics Biomedical, and Cartessa 
Biomedical, performs a skin treatment method. See, e.g., Vivace Fractional Micro Needle 
RF Webpage, http://vivaceexperience.com/: 

“This non-surgical treatment for contouring and tightening the face, neck, hands 
and body stimulates the natural production of collagen, and reduces fine lines and 
wrinkles beginning with just one office visit.”1 

 

Sung Hwan’s 510(k) Summary filed with the U.S. FDA explains that the Vivace system is 
“intended for use in dermatologic and general surgical procedures for electrocoagulation 
and hemostasis, and the percutaneous treatment of facial wrinkles. This Vivace 
Electrosurgical System is intended for use with Skin Type I to Skin Type V.” 

[1b] inserting a plurality of needles into a The Vivace employs a plurality of needles. See, e.g., Vivace Product Brochure: 

1 All emphasis in quotes is added, unless otherwise noted. 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 
dermal layer of skin, the plurality of needles 
being attached to a base, 

 

 
 

The plurality of needles are inserted into a dermal layer of skin. See, e.g., Vivace Product 
Brochure: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 
 

Aesthetics Biomedical’s product literature describes non-surgical treatment using Vivace 
for tightening skin using microneedling in the dermis. See, e.g., Vivace Fractional Micro 
Needle RF Webpage, http://vivaceexperience.com/: 

“It’s the newest generation of microneedling with radio frequency, and The [sic] 
Vivace is FDA-cleared for your safety. This non-surgical treatment for contouring 
and tightening the face, neck, hands and body stimulates the natural production 
of collagen, and reduces fine lines and wrinkles beginning with just one office 
visit.” 

 
The Vivace is configured to support a plurality of needles attached to a base.  See, e.g., 
Vivace Fractional Micro Needle RF Webpage, http://vivaceexperience.com/: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

 

[1c] the plurality of needles being further 
configured to receive radio frequency (RF) 
energy from a RF energy source; and 

 

The Vivace is configured to apply radio frequency (RF) energy from a RF energy source 
through the plurality of needles. For example, the Vivace is described as using 
microneedling with radio frequency for skin treatment. See, e.g., Vivace Fractional Micro 
Needle RF Webpage, http://vivaceexperience.com/: 

“It’s the newest generation of microneedling with radio frequency, and The [sic] 
Vivace is FDA-cleared for your safety. This non-surgical treatment for contouring 
and tightening the face, neck, hands and body stimulates the natural production 
of collagen, and reduces fine lines and wrinkles beginning with just one office 
visit.” 

 

Vivace product literature discloses that microneedle electrodes deliver RF energy. See, 
e.g., Vivace Product Brochure: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

See also, e.g., Vivace FAQ Webpage, http://vivaceexperience.com/faq/: 

“What is RF? 

Radio frequency provides heat that stimulates collagen production which has been 
found to lead to tighter, younger-looking skin. Combined with state-of-the-art 
microneedling, patients have experienced optimal results.” 

 

See also, e.g., Vivace Product Brochure, illustrating a casing for the RF energy source: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 

[1d] regulating delivery of the RF energy 
from the RF energy source to the plurality 
of needles 

 

The Vivace regulates the delivery of RF energy from a RF energy source to the plurality of 
needles. For example, the Vivace contains a control panel providing a graphical user 
interface, allowing for the physician to change treatment parameters. See, e.g., Vivace 
Webpage, https://www.aestheticsbiomedical.com/ 
aesthetics-treatments- phoenix-az/vivace/: 

“10-inch Color Touch Screen Control Panel 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

Fully loaded with all treatment parameters and instructions.” 

The graphical user interface for the Vivace shows various controls that can be adjusted, 
including “Level,” “Depth,” and “RF-Time.” See, e.g., Vivace RF Microneedling with 
Sheila Nazarian, MD. MMM YouTube Video, available at 
https://youtu.be/UZJjqyVsmUg?t=1m9s at 1:09: 

 

 

Page 7 of 18 
 



Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 
The Vivace is described as having the ability to precisely deliver RF energy through a 
plurality of microneedles. See, e.g., Science of Vivace Webpage, 
http://vivaceexperience.com/vivace-science/: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

“CIT (Collagen Induction Therapy) by Microneedling Multilevel RF 

When applied to the skin, under topical anesthesia, sterile microneedles are used 
to create many microscopic channels deep into the dermis of the skin that can stay 
open up to four to six hours. This stimulates the body to produce new collagen. The 
precise delivery of RF energy to 31 varying depths of penetration gives The [sic] 
Vivace exceptional outcomes.” 

[1e] to induce a pattern of fractional damage 
by the RF energy in the dermal layer when 
the needles are inserted therein, 

The Vivace induces a pattern of fractional damage by the RF energy in the dermal layer. 
For example, Vivace literature illustrates and describes patterns of fractional 
electrocoagulation in the dermal layer through the insertion of needles. See, e.g., Science of 
Vivace Webpage, http://vivaceexperience.com/vivace-science/: 

“Minimally invasive RF thermal energy creates fractional electrocoagulation in 
the dermis which facilitates a natural wound healing process. WHM promotes the 
remodeling of collagen, elastin and wound contraction, which enhances skin 
laxity.” 

 
See also, e.g., Vivace Product Brochure illustrating a pattern of damage when the 
needles are inserted in the dermal layer: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 
 

 
See also, e.g., Vivace Webpage at Facial Aesthetics, 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

https://www.facialaestheticsinc.com/vivace.html: 

“These microscopic openings, also called ‘fractionated injuries’ can stay open for 
4 to 6 hours, which is the key to a successful outcome. The fractionated injuries 
stimulate your body to activate your natural wound healing process, which 
promotes the production of new collagen, elastin and wound contraction.” 

 

See also, e.g., Vivace Webpage, https://www.aestheticsbiomedical.com/aesthetics-
treatments-phoenix-az/vivace/: 

“RF pattern flow controlled for even deliberate heating.” 

 

Sung Hwan’s 510(k) Summary filed with the U.S. FDA explains that with the Vivace 
system “[a]s RF energy passes through the skin, it generates an electro thermal reaction, 
which is capable of coagulating (causing minor dermal damage) the tissue.” 

[1f] wherein the regulation of the delivery 
of the RF energy is configured to stimulate 
formation of new collagen in the skin. 

The Vivace uses regulated delivery of RF energy (see element [1d] above) to stimulate 
formation of new collagen. See, e.g., Vivace Fractional Micro Needle RF Webpage, 
http://vivaceexperience.com/: 

“It’s the newest generation of microneedling with radio frequency, and The Vivace 
is FDA-cleared for your safety. This non-surgical treatment for contouring and 
tightening the face, neck, hands and body stimulates the natural production of 
collagen, and reduces fine lines and wrinkles beginning with just one office visit.” 

 

See, e.g., Vivace Product Brochure: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 1 Representative Accused Product: Vivace 

 
 

See, e.g., Science of Vivace Webpage, http://vivaceexperience.com/vivace-science/: 

“Minimally invasive RF thermal energy creates fractional electrocoagulation in the 
dermis which facilitates a natural wound healing process. WHM promotes the 
remodeling of collagen, elastin and wound contraction, which enhances skin 
laxity.” 

 

Claim 12 Representative Accused Product: Vivace 

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. 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 12 Representative Accused Product: Vivace 

[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 pattern of fractional damage caused by the Vivace is produced in the dermal layer in a 
vicinity of the tips of the needles. See, e.g., Vivace Product Brochure: 

 

 

[12f] wherein regulating the delivery of the See elements [1d] and [1e] above. 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 12 Representative Accused Product: Vivace 
RF energy is controlled to cause a pattern of 
regions of thermal damage within the 
dermal layer, 

The Vivace is described as causing thermal damage within the dermal layer. See, e.g., 
Vivace Product Brochure: 

 

 
The RF energy delivery is controlled so that the thermal damage occurs in a pattern. See, 
e.g., Vivace Webpage, https://www.aestheticsbiomedical.com/aesthetics-treatments-
phoenix-az/vivace/: 

“RF pattern flow controlled for even deliberate heating.” 

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

Aesthetics Biomedical’s 510(k) Summary submitted to the U.S. FDA explains that with 
the Vivace product, RF energy causes thermal damage within the dermal layer.: 

“As RF energy passes through the skin, it generates an electro thermal reaction, 
which is capable of coagulating (causing minor dermal damage) the tissue.” 

[12g] and wherein at least two adjacent 
regions of thermal damage have an 
undamaged region therebetween. 

The Vivace product literature describes and illustrates at least two adjacent regions of 
thermal damage that have an undamaged region therebetween. See, e.g., Vivace Product 
Brochure: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 12 Representative Accused Product: Vivace 

  
 

Claim 17 Representative Accused Product: Vivace 

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. 

Aesthetics Biomedical’s 510(k) Summary submitted to the U.S. FDA explains that with 
the Vivace product, “bi-polar RF energy is delivered between independent adjacent 
electrode pairs (total 36 needle electrode, 6 x 6 array insertion).”  

See also, e.g., Vivace Fractional Micro Needle RF Webpage, 
http://vivaceexperience.com/): 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 17 Representative Accused Product: Vivace 

 
 

[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 
layer when the needles are inserted therein, 

See element [1e] above. 

[17f] wherein the pattern of fractional 
damage includes damaged regions between 
tips of needles of the bipolar pairs, and 

The Vivace product literature describes a pattern of fractional damage (see element [1e]), 
and depicts damage regions between tips of needles of the bipolar pairs. For example, as 
Aesthetics Biomedical illustrates, the damage regions occur on either side of each needle, 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 17 Representative Accused Product: Vivace 

between the needle tips. See, e.g., Vivace Product Brochure: 

 

 

[17g] substantially undamaged regions 
between bipolar pairs of needles in the 
group. 

The Vivace creates undamaged regions between the bipolar pairs of needles in the group. 
See, e.g., Vivace Product Brochure: 
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Exhibit 4 
Exemplary Infringement Claim Chart for U.S. Patent No. 9,095,357 – Vivace  

 
Claim 17 Representative Accused Product: Vivace 
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