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CAUSE NO. ___________ 

 

MELLISIA WEBB, 

 

 Plaintiff; 

 

v. 

 

ADEAN KINGSTON, M.D., ADEAN 

KINGSTON, M.D., PLLC, TIFFANY 

HUDZIK, R.N., INVASIX INC. AND 

CHRISTIAN FRETHEIM, 

 

 Defendants. 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ 

IN THE DISTRICT COURT 

 

 

 

 

 

OF DALLAS COUNTY, TEXAS 

 

 

 

 

____ JUDICIAL DISTRICT 

 

PLAINTIFF’S ORIGINAL PETITION  

 

TO THE HONORABLE JUDGE OF SAID COURT: 

 

COMES NOW, PLAINTIFF Mellisia Webb (“Plaintiff” or “Mellisia”) and files this, 

her Original Petition, and in support thereof respectfully shows the Court as follows: 

I. 

DISCOVERY PLAN 

1. Discovery is to be conducted under Texas Rule of Procedure 190.3, treating this 

cause as a Level II case. 

PARTIES 

2. Plaintiff is a citizen of the State of Texas, residing in Dallas County, Texas. 

3. Defendant Adean Kingston, M.D. is a citizen of the State of Texas, residing in 

Dallas County, Texas.  Defendant Adean Kingston, M.D. may be served at 4514 Cole Avenue, 

Suite 910, Dallas, Texas 75205-4176 or 3306 Blackburn St., Dallas, TX 75204. 

4. Defendant Adean Kingston, M.D., PLLC is a corporation formed under the laws 

of the State of Texas, with its sole and principal office in Dallas County, Texas.  Defendant 
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Adean Kingston, M.D., PLLC may be served through its registered agent, Adean Kingston, 

M.D., at 4514 Cole Avenue, Suite 910, Dallas, Texas 75205-4176. 

5. Defendant Tiffany Hudzik, R.N., is a citizen of the State of Texas, residing in 

Dallas County, Texas.  Defendant Tiffany Hudzik, R.N. may be served at 4514 Cole Avenue, 

Suite 910, Dallas, Texas 75205-4176 or 1908 Bedrock Ln., Arlington, TX 76006. 

6. Defendant Invasix, Inc. is a corporation formed under the laws of California, with 

its principal United States office in Irvine, California.  Defendant Invasix, Inc. may be served 

through its registered agent, C.T. Corporation System, 818 West Seventh St. 2
nd

 Floor, Los 

Angeles, CA 90017. 

7. Defendant Christian Fretheim is a citizen of the State of Texas, residing in Dallas 

County, Texas.  Defendant Christian Fretheim may be served at 2728 McKinnon Street Apt. 

1104, Dallas, TX 75201. 

JURISDICTION AND VENUE 

8. The Court has jurisdiction because the amount at issue is within the jurisdictional 

limits of this Court and the parties are subject to both personal and subject matter jurisdiction 

before the Court.  Plaintiff is seeking damages in excess of $1 million. 

9. Venue is proper in this Court pursuant to Texas Civil Practice & Remedies Code 

§15.002(a)(1) and (2) as all or substantially all events giving rise to the suit occurred in Dallas 

County and all but one defendant reside in Dallas County or maintain a principal place of 

business in Dallas, County.   

10. Plaintiff suffered severe injuries and permanent scarring to her neck as a result of 

a Fractora procedure performed by Dr. Adean Kingston (“Dr. Kingston”) and Tiffany Hudzik 

(“Hudzik”), both of Adean Kingston, M.D., PLLC, and Christian Fretheim (“Fretheim”) of 
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Invasix, Inc. (“Invasix”) on January 28, 2014 (the “Treatment”).  Kingston, Hudzik and Fretheim 

used an Invasix, Inc. radiofrequency device to perform the Fractora procedure.   

The Patient 

11. Mellisia is a sixty-three year-old woman who resides in Dallas, Texas. She is a 

very social person—or at least she was before the Treatment.  When not hard at work, Mellisia 

used to spend her time with friends, practicing Bikram yoga or riding horses.   

12. Mellisia works as a representative for Allergan Facial in the skin enhancement 

industry.  She calls on doctors like Dr. Kingston nearly every day as part of her job.  As you 

might expect, she also uses some of the products and services offered by her clients.  Her 

interactions with doctors and their nurses and staff, both professionally and as a patient, have 

engendered a deep respect and trust for the skill and judgment required to do their job well.  

Mellisia believed Dr. Kingston would perform a procedure only if she had the training and 

knowledge to do so.  That is why she agreed to undergo the Treatment in response to an 

invitation directly from Dr. Kingston during a sales call shortly before January 28, 2014.  

13. Dr. Kingston assured Mellisia the procedure would be noninvasive, relatively 

painless, and would not require any downtime.  She also promised Mellisia awesome results; she 

touted that the Treatment would tighten Mellisia’s skin, leaving it smooth and wrinkle free.  

Failure to Obtain Informed Consent  

14. On the day of the procedure, Dr. Kingston said nothing more in terms of what 

Mellisia could expect with regard to the Treatment.  Certainly she did not identify the risks 

associated with the Treatment nor did she require Mellisia to sign a consent form although she 

was required to do so by Texas statute.
1
 (Mellisia did not complete any paperwork the morning 

                                                           
1
 See Tex. Prac. & Rem. Code § 74.104; Tex. Admin. Code § 601.2(i)(2) (Integumentary system Treatment and 

procedures—reconstruction or plastic surgical operations of the face and neck). 
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of the Treatment.)
2
  Dr. Kingston also failed to disclose to Mellisia that, mid-procedure, she 

would be handing the Fractora device over to her nurse, Hudzik, and that both would be taking 

direction from and delegating medical judgments to Fretheim, who is not authorized to practice 

medicine.   

Although Unauthorized to Practice Medicine, Fretheim Directed the Procedure   

15. Worse still, for all practical purposes, Dr. Kingston turned the Treatment 

procedure over to Defendant Fretheim, the representative for Invasix, the maker of the laser used 

by Dr. Kingston that morning, who was present in the procedure room.  Fretheim selected the 

most aggressive parameters for the device—the largest tip available, uncoated with the 

maximum energy setting—even though Mellisia’s skin type and limited amount of wrinkling 

called for the least aggressive parameters.  In addition, Fretheim directed Dr. Kingston and 

Hudzik to press the device hard on Mellisia’s sensitive neck throughout the procedure.  Fretheim 

even told Dr. Kingston repeatedly to press harder.  Dr. Kingston questioned Fretheim about the 

settings and pressure but, despite her apparent misgivings about the use of a dangerous device, 

continued performing the Treatment under Fretheim’s direction. 

16. Mellisia’s sister, Renee Saulnier, accompanied her to Dr. Kingston’s office and 

sat in the procedure room during the Treatment that morning.  Renee also recalls Fretheim’s 

instructions to Dr. Kingston—and Dr. Kingston’s compliance with them.  In addition, Sue 

MarDock, another patient of Dr. Kingston who suffered the same deep wounds and permanent 

                                                                                                                                                                                           
   
2
 Dr. Kingston's notes fail to accurately reflect the Treatment in this and, as described later in more detail, several 

other respects.  More particularly, Dr. Kingston's notes claim she properly disclosed the risks and obtained a signed 

consent form from Mellisia.  However, consistent with Mellisia's recollection, the chart does not include a consent 

form for either procedure although it does include signed consents for subsequent procedures.  Dr. Kingston has also 

since admitted that she failed to make the required disclosures and obtain written consents for the Treatment.  

Failure to obtain a signed consent form for the Treatment creates the presumption of negligence, of which the jury 

must be informed in the jury charge under Texas Practice & Remedies Code § 74.106(2).   
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scarring as a result of the a Fractora procedure performed immediately after Mellisia’s Treatment 

on January 28, 2014, overheard the same interaction between Dr. Kingston and Fretheim. 

17. The Treatment results were far from “awesome” as represented by Dr. Kingston.  

Instead, it left Mellisia covered in deep wounds, swollen, bruised, painful and overwhelmed with 

fear her neck would be permanently disfigured.  She required numerous follow-up visits and 

countless prescriptions.   

18. The following picture shows Mellisia as she looked just after the Treatment: 

 

19. Her swelling and pain worsened for days.  Her neck is now covered in permanent, 

claw-like scars: 

 

20. Dr. Kingston later admitted that the laser setting she used on Mellisia’s neck was 

inappropriate.  Nevertheless, she attempted to sidestep her responsibility by blaming Fretheim.  
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She, directly and through her staff, encouraged Mellisia to file a complaint against Invasix, the 

manufacturer of the laser.  Dr. Kingston and her staff went so far as to give Mellisia the contact 

information for president of Invasix for that purpose. The email Mellisia sent to Invasix at their 

urging is attached as Exhibit A.  

Mellisia’s Pain and Suffering and Disfigurement  

21. Photos document the severity of Mellisia’s physical injuries and pain.  See Exhibit 

B.   

22. Mellisia has suffered emotionally as well.  Friends and family members notice 

with surprise and pity the deep, claw-like scars covering her neck, particularly the right side of 

her neck.  But even more upsetting to Mellisia is the reaction of colleagues and clients.  As 

members of the skin enhancement industry, they are appalled at her disfigurement and the 

negligence that caused it.  The doctors on whom Mellisia calls ask about the injury and scars and 

offer advice and assistance, to the extent anything can help. 
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Expensive, Painful and Risky Road Ahead 

23. Mellisia will require multiple expensive and painful follow up procedures.  For 

starters, Mellisia will need to undergo multiple laser procedures.  She will also need procedures 

to address the indented scarring.  In the best case, those indentations will respond to injections of 

fillers.   However, fillers are temporary and Mellisia will have to undergo the painful injections 

all over her neck on a yearly or nearly yearly basis for the indefinite future.  But because the 

scarring is all over her neck, an area of thin and sensitive skin, it is likely that some or all of the 

scars will fail to respond to fillers, in which case, the best that can be done is revision surgery 

whereby the indentations will literally be cut from the skin.   

24. None of these procedures are guaranteed to repair the damage Mellisia has 

suffered at the hands of Dr. Kingston, Hudzik and Fretheim.  She will be at risk for, among other 

things, looking worse, not better.  All of the procedures are painful and frightening, especially 

given all that Mellisia has already suffered.  And, of course, all of the procedures are costly.   

CAUSES OF ACTION 

Count One—Negligence And Negligence Per Se  

Against Kingston, Hudzik And Adean Kingston, M.D., PLLC 

 

25. The foregoing paragraphs are incorporated by reference.   

26. Dr. Kingston and Hudzik’s treatment of Mellisia fell below the standard of care in 

their performance of the Fractora procedure.  Their negligence caused Mellisia serious and 

permanent injuries.   

Dr. Kingston and Hudzik Used Inappropriate Settings and Applied Too Much Pressure 

27. Indeed, an email Dr. Kingston wrote to Fretheim when Mellisia’s wounds had not 

healed more than a month after the Treatment is no less than an admission of liability and 

causation.  See Exhibit C.  By the email, Dr. Kingston clearly admits she did not bother to read 
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and understand the Fractora device procedures and protocols before performing surgery on 

Mellisia.  Neither had Hudzik.  Instead, as reflected in the email, Dr. Kingston and Hudzik 

deferred these medical judgments to Fretheim, who, as the email indicates, chose highly 

inappropriate parameters for the Treatment.   

Texas Statute Required Dr. Kingston to Treat Sue   

28. Dr. Kingston failed to adhere to the applicable standard of care when she 

abdicated to Fretheim, a salesperson, her duty to exercise medical judgment and attend to 

Mellisia’s care as the licensed, trained and experienced medical professional. 

29. Dr. Kingston cannot pass the buck for these errors under Texas law.  See Tex. 

Occ. Code § 151.002(a)(13); see also Diversicare Gen. Partner, Inc. v. Rubio, 185 S.W.3d 842, 

850 (Tex. 2005) (“The nature and intensity of care and treatment  . . . and other medical 

treatment are judgments [to be] made by professionals trained and experienced . . . .”).  Courts 

have determined that doctors, not sales persons, should control the device settings in procedures 

such as those performed on Mellisia.  See also Chamian v. Sharplan Lasers, Inc., No. 2000171, 

2007 WL 2341569, *7-7 (Mass. Super. Sept. 24, 2004) (holding that a doctor has a non-

delegable duty to determine appropriate setting of devices such as the Fractora in cosmetic 

procedure on the face because such a determination depends upon an evaluation of the patient’s 

overall condition and the particular area of skin to be treated, among other things).   

30. The medical profession has time and time again made clear that a manufacturer’s 

representative, such as Fretheim, may be present to advise, facilitate and educate about the 

device or technology, but a doctor may never allow the representative to participate in—much 

less direct—the actual medical treatment.  See American Medical Association, Industry 

Representative in Clinical Settings, CEJA Report 2-A-07; American College of Surgeons [ST-
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33] Statement of Health Care Industry Representative in the Operating Room (Revised 

September 2005); American Association of Perioperative Registered Nurses (AORN), Position 

Statement, Role of Health Care Industry Representative in the Perioperative/Invasive Proceeding 

Setting.   

31. By abdicating her legal duties to someone unauthorized to practice medicine, Dr. 

Kingston’s conduct violated Texas statute. This statutory scheme is designed to protect 

vulnerable patients like Mellisia and, therefore, sets the standard of care.  Her failure to adhere to 

this standard constitutes negligence per se.  See, e.g., Moughon v. Wolf, 576 S.W.2d 603, 604 

(Tex. 1978) (holding “the unexcused violation of a statute constitutes negligence as a matter of 

law if such statute was designed to prevent injury to the class of persons to which the injured 

party belongs”). 

Dr. Kingston Impermissibly Instructed Hudzik to Finish the Fractora Procedure  

32. Similarly, Dr. Kingston’s conduct fell below the applicable standard of care when, 

without Mellisia’s informed consent, she instructed Hudzik, who is neither a doctor nor trained 

to use the device, to finish the Fractora treatment, again under Fretheim’s direction.      

33. Adean Kingston, M.D., PLLC, for which both Dr. Kingston and Hudzik are 

agents, is responsible for the negligence and negligence per se of Dr. Kingston and Hudzik under 

the doctrine of respondeat superior. 

Count Two— Invasion of Privacy Against All Defendants 

34. The foregoing paragraphs are incorporated by reference.   

35. By failing to disclose the associated risks and obtain consent for the Fractora 

procedure, Dr. Kingston, Hudzik and Fretheim intentionally intruded upon Mellisia’s seclusion, 

solitude and private affairs in a manner that was unreasonable, unjustified and unwarranted and, 

therefore, offensive to Mellisia and the average person.   
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36. Adean Kingston, M.D., PLLC, for which both Dr. Kingston and Hudzik are 

agents, is responsible for Dr. Kingston and Hudzik’s invasion of Mellisia’s privacy under the 

doctrine of respondeat superior. 

37. Invasix, for which Fretheim is or was an agent, is responsible for Fretheim’s 

invasion of Mellisia’s privacy under the doctrine of respondeat superior. 

Count Three— Assault and Battery Against All Defendants 

38. The foregoing paragraphs are incorporated by reference.   

39. By failing to disclose the associated risks and obtain consent for the Fractora 

procedure, Dr. Kingston, Hudzik and Fretheim intentionally threatened and, in fact, made 

unlawful and unpermitted, non-consensual contact with Mellisia, knowing she would find such 

contact to be offensive.  Mellisia suffered bodily injury as a result of the unlawful threats and 

physical contact. 

40. Adean Kingston, M.D., PLLC, for which both Dr. Kingston and Hudzik are 

agents, is responsible for Dr. Kingston and Hudzik’s assault and battery of Mellisia under the 

doctrine of respondeat superior. 

41. Invasix, for which Fretheim is or was an agent, is responsible for Fretheim’s 

assault and battery of Mellisia under the doctrine of respondeat superior. 

Count Four— Unauthorized Practice of Medicine Against Fretheim and Invasix 

42. The foregoing paragraphs are incorporated by reference.   

43. Fretheim's direction, supervision and control of the Fractora procedure amount to 

the unauthorized practice of medicine in violation of Texas statute. Tex. Occ. Code §§ 165.101 

et seq.  
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44. Invasix, for which Fretheim is or was an agent, is responsible for Fretheim’s 

unauthorized practice of medicine under the doctrine of respondeat superior. 

Count Five— Negligence and Negligence Per Se Against Fretheim and Invasix 

45. The foregoing paragraphs are incorporated by reference.  

Fretheim’s Negligence Per Se for Unauthorized Practice of Medicine  

46. The statute that prohibits Fretheim’s unauthorized practice of medicine is part of a 

statutory scheme designed to protect vulnerable patients like Mellisia and, therefore, sets the 

standard of care applicable to Fretheim.  His failure to adhere to this standard constitutes 

negligence per se.  See, e.g., Moughon, 576 S.W.2d at 604. 

Recommendation of Device Settings and Pressure Outside Invasix Guidelines 

47. Fretheim’s conduct fell below the applicable standard of care in other ways, too. 

The device settings and pressure selected by Fretheim were not only inappropriate but also 

inconsistent with Invasix's recommendations for the device. Fretheim acted negligently in 

instructing Dr. Kingston and Hudzik to deviate from those recommendations.  

48. Invasix, for which Fretheim is or was an agent, is responsible for Fretheim’s 

negligence and negligence per se under the doctrine of respondeat superior. 

Invasix’s Negligent Hiring, Training and Supervision 

49. In addition, Invasix is responsible for Fretheim’s conduct, and negligent in its 

own right, because it failed to train him per the standards of a reasonably prudent medical device 

maker. At a minimum, the company failed to train Fretheim as to the nature of the Factora 

procedure, its risks and results; the appropriate settings and pressure for the Factora device; and 

to refrain from the unauthorized practice of medicine.  Invasix also failed to supervise Fretheim 



Original Petition Page 12 
 

as would a reasonably prudent medical device maker to ensure he was following their guidelines 

and policies and otherwise conducting his duties safely. 

50. Invasix is also responsible for Fretheim’s conduct, and negligent in its own right, 

because it knew or should have known, Fretheim was poorly regarded and had been named in 

another lawsuit for improper use of surgical equipment in skin treatments prior to his 

employment with Invasix. More particularly, members of the Dallas aesthetics medical 

community understood Fretheim was using or had used lasers and similar devices to perform 

procedures like the Fractora out of his home. They also knew Fretheim embellished or outright 

lied about the results patients could expect from such treatments while downplaying or 

completely dismissing the risks. In 2009, a patient sued Fretheim for training employees at an 

aesthetics spa he owned to do the same. See Baum v. CJ Z Two, Inc., et al., brought in the 

County Court of Law No. 5, Dallas County, Texas.  At least one doctor had banned Fretheim 

from his offices for these practices.  Invasix failed to act as a reasonably prudent employer—that 

is, it acted negligently—in hiring Fretheim given his reputation and public record as a bad actor. 

Count Six-- Negligent Misrepresentation  

Against Dr. Kingston, Adean Kingston, M.D., PLLC, Fretheim and Invasix 

 

51. Kingston and Fretheim's representations that the Fractora treatment would be non-

invasive, pain-free and without risk or downtime—promises they knew or should have known 

were untrue at the time they were made—amount to negligent misrepresentation.  Mellisia relied 

on these representations and was severely and permanently injured as a result.  

52. Adean Kingston, M.D., PLLC, for which Dr. Kingston is an agent, is responsible 

for the negligent misrepresentation of Dr. Kingston under the doctrine of respondeat superior. 

53. Invasix, for which Fretheim is or was an agent, is responsible for Fretheim’s 

negligent misrepresentation under the doctrine of respondeat superior. 
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Count Seven— Breach of Implied and Express Warranties Against Invasix 

54. The foregoing paragraphs are incorporated by reference.   

55. Fretheim's promises of a non-invasive, risk and pain-free procedure with little 

downtime and awesome results constitute express warranties on the part of Invasix, for which 

Fretheim is or was an agent.  In addition, Texas law imposes the implied warranty of 

merchantability, among other things, which requires the laser to work for its intended purpose of 

removing wrinkles and redness from the skin.  

56. Instead of working as warranted, the so-called noninvasive device cut and tore 

Mellisia’s skin, leaving it painful, red, swollen and covered in wounds that took months to heal 

and that have left permanent scars. 

Count Eight— Violation of the Texas Deceptive Trade Practices Act Against Invasix 

57. The foregoing paragraphs are incorporated by reference.   

58. Invasix's breach of implied and express warranty constitutes a violation of the 

Texas Deceptive Trade Practices act (the "DTPA"). Tex. Bus. & Comm. Code 

17.50(a)(2). Invasix further violated the DTPA by two unconscionable acts: first, Fretheim's 

unauthorized practice of medicine, which was either sanctioned by Invasix or occurred due to the 

company’s failure to properly train and monitor Fretheim; and, second, the company's 

representation that the Food and Drug Administration (“FDA”) had "greenlighted" the Factora 

laser when, in fact, the FDA did not evaluate the product at all except to accept the company's 

representation that the laser used technology predating the Federal Food, Drug, and Cosmetic 

Act and was, therefore, exempt from the requirement it be FDA-approved before marketing.
3
  

                                                           
3
 See article from Invasix website, attached as Exhibit D, and correspondence between Invasix and the FDA 

regarding the device, attached as Exhibit E.  The FDA expressly stated, “[the] FDA has [not] made a determination 

that your device complies with other requirements of the Act or any Federal statutes and regulations administered by 

other Federal agencies”). 
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Tex. Bus. & Comm. Code 17.50(a)(3). Fretheim's misrepresentations of the quality, nature and 

other characteristics of the laser also amount to a violation of the DTPA. Tex. Bus. & Comm. 

Code 17.46(b)(5) and (7). 

PUNITIVE DAMAGES NECESSARY TO PROTECT OTHER PATIENTS 

59. The foregoing paragraphs are incorporated by reference. 

60. Each defendant’s conduct was so lacking and dangerous as to amount to gross 

negligence or worse.   

61. Dr. Kingston and Hudzik performed the Fractora procedure with little or no 

experience and education about it or the device they would be using.  They also inexcusably 

relied on a nonphysician for the exercise of medical judgment.  Worse still, they proceeded with 

the procedure despite Fretheim’s refusal to reduce the setting to that of Dr. Kingston’s choice 

and using a pressure she knew to be much harder than that used by other physicians.  

62. Dr. Kingston’s efforts to cover up her wrongdoing makes punitive damages all the 

more appropriate.  First, rather than accept her responsibility as the treating physician, Dr. 

Kingston told Mellisia that Fretheim caused their injuries.  Mellisia trusted Dr. Kingston and, 

had she not consulted a lawyer, would never have known that Dr. Kingston and Hudzik are 

ultimately responsible for the decisions that caused her injuries.  Second, Dr. Kingston’s notes 

fail to reflect Mellisia’s grave and growing concern about her wounds and scars.   

63. Fretheim and Invasix's conduct is so lacking and dangerous as to amount to gross 

negligence, the knowing misrepresentation of the Fractora device and worse. Among other 

egregious acts, Fretheim instructed Dr. Kingston and Hudzik to push harder on Mellisia’s skin 

despite their serious misgivings and even physical discomfort.  He likewise refused to lessen the 

device settings at Dr. Kingston’s request.  
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64. For its part, Invasix utterly failed to investigate Fretheim's qualifications and 

background before hiring him and wholly failed to properly train and supervise him after 

employing him.  

ATTORNEYS’ FEES, EXPENSES AND COSTS 

65. The foregoing paragraphs are incorporated by reference.  

66. Mellisia has been forced to secure the assistance of counsel to protect her legal 

rights and mitigate her damages as a result of the Defendants’ wrongful conduct. 

67. Having made proper presentment, Mellisia seeks recovery of her reasonable 

attorneys’ fees, expenses and costs pursuant to Chapters 38 and 74 of the Texas Civil Practice 

and Remedies Code and the DTPA.   

REQUEST FOR DISCLOSURE  

 

68. Pursuant to Texas Rule of Civil Procedure 194, Mellisia hereby requests that 

Defendants disclose within 50 days of service of this Petition, the information or material 

described in Texas Rule of Procedure 194. 2.  

DEMAND FOR JURY TRIAL 

69. Mellisia hereby demands trial by jury. 

PRAYER 

Plaintiff Mellisia Webb prays for judgment against Defendants and for an award of 

actual, consequential and punitive damages, plus reasonable attorneys’ fees and costs.  Plaintiff 

Webb prays for all other relief to which she may be justly entitled.   
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 Respectfully submitted, 

 

 CHRISTIANSEN DAVIS LLC 

 

 

By:     ________________________ 

Amy E. Davis 

State Bar No. 24007083 

 

4100 Spring Valley Rd., Suite 450 

Dallas, Texas 75244 

Telephone: (214) 838-3501 

Telecopy:   (972) 332-2306 

 



EXHIBIT A 



 
From: Mellisia Webb <mellisia@sbcglobal.net> 
To: "BrianL@invasix.com" <BrianL@invasix.com>  
Sent: Tuesday, March 11, 2014 11:14 PM 
Subject: CJ's training with Dr Kingston 
 

Brian I just wanted to take a few minutes 

to share with you CJ's misguided training 

for Dr Kingston. I was her neck patient on 

Jan 28th and I am still dealing with marks 

on my neck from a supposedly safe 

treatment. CJ repeatedly told Dr Kingston 

to press harder. I had significant bruising 

on the right side of my neck. Additionally 

he told her to up the settings once I 

tolerated the lower (appropriate) 

setting.My sister was also in the room and 

witnessed the above. 

I am surprised to say the least that your 

company has taken  an attitude of "not our 

problem" It is your problem! It was your 

representative CJ instructing the MD and 

her staff 

 

I am continuing to see Dr Kingston to 

resolve the marks on my neck from your 

supposedly safe treatment! 

 

  
Mellisia Webb 

Allergan Facial  

214-914-3530 
 

 

mailto:mellisia@sbcglobal.net
mailto:BrianL@invasix.com
mailto:BrianL@invasix.com


EXHIBIT B 

















EXHIBIT C 



INVASIX 000614



INVASIX 000615



EXHIBIT D 



 



EXHIBIT E 



510(k) SUMMARY OF SAFETY AND EFFECTIVENESS1 (~~6
Fractora JUN -2 2011

This summary of safety and effectiveness information is being submitted in
accordance with the requirements of the SMDA 1990 and 21 CFR 807.92.

Submitter's information

Name: Invasix Ltd.

Address: Apolo building, POB3 533, Yokneam 20692, Israel

Contact: Dr. Amir Waldman VP Regulatory Affairs

Device information

Trade/Proprietary name: Fractora

Classification name: Device, Electrosurgical Cutting and Coagulation and
Accessories (21CFR §878.4400)

Product code: GEL

Predicate device

Matrix RF applicator (K073572).

Intended use:

The Fractora is intended for dermatological procedures requiring ablation and
resurfacing of the skin.

Device Description:

The Fractora is composed of a console, hand held applicator, and disposable tip,
designed to deliver bipolar radiofrequency electrical current to the skin surface, via an
array of multi-electrode pins.

Performance data:

In this submission bench testing performance data as well as histology data presented.



Substantial Equivalence:

Intended use equivalence

Fractora's intended use is identical to the intended use of the predicate device: Matrix
REF applicator.

Technological equivalence

The Fractora hand piece is designed to deliver radiofrequency energy to the skin in a
non-homogeneous fractional manner, via an array of multi-electrode pins. The array
delivers bipolar RF energy to the skin, resulting in heating of skin directly below the
electrodes, to temperatures leading to ablation and resurfacing of the skin. The
predicate device uses similar technological characteristics.

The main output parameter that determines the ablative and coagulative effects is
energy per pin, which is identical for Fractora and the predicate device. Minor
differences in the number of pins, and array dimensions, may slightly affect the
number of pulses required to cover the treatment area.

The Fractora is substantially equivalent to its predicate device. The data in this 5 10O(k)
submission demonstrate that the Fractora device has similar output and intended use
as other predicate device. Therefore is substantially equivalent to its predicate
devices.

Based upon an analysis of the overall performance characteristic for the device,
Invasix Ltd. believes that no significant differences exist between the Fractora and the
predicate device. Therefore the Fractora should raise no new issues of safety or
effectiveness.

March 25, 2011 k
Date b.AiWadman,

VP Regulatory Affairs
Invasix Ltd.



DEPARTMENT OF HEALTH & HUMAN SERVICES public Hecalth Service

Food and Dr ug Administration
10903 New I ampshire Avenue
Document Control Room -\V066-G609
Silver Spring, MD 20993-0002

Invasix Ltd.
c/o Dr. Amnir Waldman
Vice President Regulatory Affairs
Apolo lBuilding, P.O. Box 533
Yoknearn20692
Israel 22rl

Re: K102461JU 2?A
Trade/Device Name: Fractora
Regulation Number: 21 CER 878.4400
Regulation Name: Electrosurgical cutting and coagulation device and accessories
Regulatory Class: Class [1
Product Code: GET
Dated: May 26, 2011
Received: May 27, 2011

Dear Dr. Waldman:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predi~ate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to littp://www.fda.gov/AboutFDA/CentersOffices/CDRH-/CDR-lOffiCeS/Llcm 115 809.html for
the Center for Devices and Radiological Health's (CDRI-l's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events tinder the MDR regulation (21
CER Part 803), please go to
lhttp://www.fda.gov/MedicalDevices/Safety/ReportaProblemi/default.htin for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities tinder the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
litif)://Www.fda.pov/MedicalDevicl-s/ResourcesforYou/IiidLsti-y/def',ult.htli.

Sincerely yours,A

, 

,f

Mark N. Melkerson
Director
Division of Surgical, Orthopedic,
and Restorative Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number (if known) K102461

Device Name Fractora

Indications For Use:

Fractora is intended for dermatological procedures requiring ablation and resurfacing

of the skin.

(PLEASE DO NOT WRITE BELOW TIM LINE - CONTINUE ON ANOTHER PAGE IEF
NEEDED)

Concurence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR Over The Counter Use___
(Per 21 GFR 801.109)

(Optional Format 1-2-96)

Division of Surgical, Orth edic,

and Restorative Devices

51O0(k) Number c2~
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