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Department of Health
Health Professions Quality Assurance Division.
MS: 47873

2" REQUEST FOR ATTORNEY GENERAL SERVICES

TO: Assigned AAG
FROM: Erika Quinn-Ellenbecker, Legal Secretary
RE: Marilyn Gelnette

Our File #: 2002-09-0004
Docket #: 04-07-B-1063MD
Staff Att: Teresa Landreau

DATE: March 17, 2005

Brief Statement of Legal Problem and Type of Assistance Requested .

Attached for your review and approval are the draft Statement of Charges concerning the above-
mentioned respondent.

CASE PRIORITY: 1 2 v 3

1. If action is not taken immediately there is a substantial risk of significant injury to the
public.

2. The requested response/legal action is needed no later than April 17, 2005.

3. The requested response/legal action is needed within a reasonable time, suspense date

Enclosures: C&D
. File
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
- SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice of
Medicine of: Docket No. 04-07-B-1063UR
NOTICE OF INTENT TO ISSUE
CEASE AND DESIST ORDER

)
)
MARILYN GELNETTE, )
)
)

Respondent.

David Magby, Manager of the Unlicensed Practice Program (Program), on
designation by the Secretary of Health, makes the allegations below, which are

supported by evidence contained in program case file no. 2002-09-0004.

Section 1: FACTUAL ALLEGATIONS
1.1 Marilyn Gelnette (Respondent) has never held a credential to practice as a
health care professional in the state of Washington.
1.2 During the time frame including the pericd between November 5, 2002 through
January 9, 2003, Respondent worked at a hair removal and skin rejuvenation clinic
known as Laser Works of Seattle (Laser Worksj, located in Tukwila, WA, where the
. activities described herein occurred. |
1.3  Respondent offered laser treatment to human patients as a cure for and to
ameliorate excessive hair, wrinkles and unsightly veins.
1.4 Respondent advised prospective patients that the laser energy she applied was
“medical treatment” with anticipated “clinical results” and potentially harmful side

effects.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER Page 1 of 5
Docket No. 04-07-B-1063UR
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1.5 Respondent applied penetrating laser energy to human patients at for hair
removal, wrinkle reduction, and improvement in the appearance of leg veins. Such
applications caused color changes, blisters and welts in the patients’ tissue.
1.6 Respondent provided antibiotic ointment to one or more patients who suffered
tissue damage from the laser applications and advised patients as to methods of
treatment for such damage.
Section 2: ALLEGED VIOLATIONS

2.1 The conduct described in Sections 1.1 through 1.6 constitutes the unlicensed
practice of medicine in violation of RCW 18.71.011(1), (2), and {3) and RCW 18.71.021.

RCW 18.71.011 Definition of practice of medicine --

Engaging in practice of chiropractic prohibited, when.

A person is practicing medicine if he does one or more of

the following:

(1) Offers or undertakes to diagnose, cure, advise or

prescribe for any human disease, ailment, injury, infirmity,

deformity, pain or other condition, physical or mental, real or

imaginary, by any means or instrumentality;

(2) Administers or prescribes drugs or medicinal
preparations to be used by any other person;

(3) Severs or penetrates the tissues of human beings;

RCW 18.71.021 License required. No person may practice
or represent himself or herself as practicing medicine without
first having a valid license to do so.
2.2  The violation described in'paragrabh 2.1 constitutes grounds for issuance of a

cease and desist order pursuant to RCW 18.130.190.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER Page 2 of 5
Docket No. 04-07-B-1063UR
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RCW 18.130.190 Practice without license -- Investigation
of complaints -- Cease and desist orders -- Injunctions --
Penalties.

(1) The secretary shall investigate complaints concerning
practice by unlicensed persons of a profession or business
for which a license is required by the chapters specified in
RCW 18.130.040. In the investigation of the complaints, the
secretary shall have the same authority as provided the
secretary under RCW 18.130.050.

(2) The secretary may issue a notice of intention to issue a
cease and desist order to any person whom the secretary
has reason to believe is engaged in the unlicensed practice
of a profession or business for which a license is required by
the chapters specified in RCW 18.130.040. The person to
whom such notice is issued may request an adjudicative
proceeding to contest the charges. The request for hearing
must be filed within twenty days after service of the notice of
intention to issue a cease and desist order. The failure to
request a hearing constitutes a default, whereupon the
secretary may enter a permanent cease and desist order,
which may include a civil fine. All proceedings shall be
conducted in accordance with chapter 34.05 RCW.

(3) If the secretary makes a final determination that a person
has engaged or is engaging in unlicensed practice, the
secretary may issue a cease and desist order. In addition,
the secretary may impose a civil fine in an amount not
exceeding one thousand dollars for each day upon which
the person engaged in unlicensed practice of a business or
profession for which a license is required by one or more of
the chapters specified in RCW 18.130.040. The proceeds of
such fines shall be deposited to the health professions -
account. :

(4) If the secretary makes a written finding of fact that the
public interest will be irreparably harmed by delay in issuing
an order, the secretary may issue a temporary cease and
desist order. The person receiving a temporary cease and
desist order shall be provided an opportunity for a prompt
hearing. The temporary cease and desist order shall remain
in effect until further order of the secretary. The failure to
request a prompt or regularly scheduled hearing constitutes
a default, whereupon the secretary may enter a permanent
cease and desist order, which may include a civil fine.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER Page 3 of 5
Docket No. 04-07-B-1063UR
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(5) Neither the issuance of a cease and desist order nor
payment of a civil fine shall relieve the person so practicing
or operating a business without a license from criminal
prosecution therefore, but the remedy of a cease and desist
order or civil fine shall be in addition to any criminal liability.
The cease and desist order is conclusive proof of unlicensed
practice and may be enforced under RCW 7.21.060. This
method of enforcement of the cease and desist order or civil
fine may be used in addition to, or as an alternative to, any
provisions for enforcement of agency orders set out in
chapter 34.05 RCW. '

(6) The attorney general, a county prosecuting attorney, the
secretary, a board, or any person may in accordance with
the laws of this state governing injunctions, maintain an
action in the name of this state to enjoin any person
practicing a profession or business for which a license is
required by the chapters specified in RCW 18.130.040
without a license from engaging in such practice or operating
such business uniil the required license is secured.
However, the injunction shall not relieve the person so
practicing or operating a business without a license from
criminal prosecution therefore, but the remedy by injunction -
shall be in addition to any criminal liability.

(7) Uniicensed practice of a profession or operating a
business for which a license is required by the chapters
specified in RCW 18.130.040, unless otherwise exempted
by law, constitutes a gross misdemeancor for a single
violation. Each subsequent violation, whether alleged in the
same ofr in subsequent prosecutions, is a class C felony. All
fees, fines, forfeitures, and penalties collected or assessed
by a court because of a violation of this section shall be
remitted to the health professions account.

2.3 Pursuant to RCW 18.130.190 the Secretary of Health is authorized to issue a
cease and desist order against a person upon a determination that such person has
engaged in or is engaging in unlicensed practice of medicine and may impose a fine of up

to one thousand dollars ($1,000.00) for each day of unlicensed practice.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER Page 4 of 5
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Section 3: NOTICE TO RESPONDENT

David Magby, Manager of the Unlicensed Practice Program, alleges that the
conduct referenced herein affects the public health, safety, and welfare; that a notice
should be issued and served as provided by Iav.v to the Respondent giving the
Respondent the opportunity to respond to the charges that she practiced as a physician
withoﬁt the proper license, and that if the Respondent fails to defend against these
matters a permanent Cease and Desist Order may be issuéd and a civil fine imposed
without further notice or opportunity for a hearing.

DATED this day of : 2005.

STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

DAVID MAGBY
Unlicensed Practice Program Manager

, WSBA #
Assistant Attorney General Prosecutor

[ INTERNAL TRACKING NUMBER: PROGRAM NO. 2002-09-0004 |

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER Page 5 of 5
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Health Profession Quality Assurance
Washington State Department of

Individual Case Summary Report
’ H e d Z Z h As of 02/23/2005 11:50:55 AM

Page 1 of 1

Printed By GOTHOM\GLB0303 02/23/2005 11: 50 57 AM

EEEES e Y B R L I et T i B e P I B 23 S o R o 2 T e AT B T DY s Sl S S S
Profession: Unhcensed License #: MDQOOOOQ18 Name : Gelnette, Manlyn
Case #: 2002-09-0004 Description: Unlicensed Practice Docket #: 04-07-B-1063 UR
Date Opened: 09/06/2002 Date Closed Total Days As of 02/23/2005: 901

T e T R A T T Y e e s T R B R T e o B T T T o T e R e e e

Current Step = Case Disposition

Auth Extend Days Days

Step Name Step Start StepEnd StepDue Days Days Used Remain Next Step
Intake/Assess 09/06/2002 09/06/2002 09/27/2002 21 0 0 21 Investigation
investigation 09/06/2002 02/27/2003 02/23/2003 170 0 174 -4 Case Disposition

Case Disposition 02/27/2003 06/01/2005 140 685 727 98
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Banning, Gail

From: Latsch, Patricia

Sent:  Wednesday, February 23, 2005 11:31 AM
To: Banning, Gail

Cc: Hoehn, Karl

Subject: RE: Staff Atty_Teresa L_16 cases_Timelineselectronic 022205 .xis

“approved. PbL

From: Banning, Gail

Sent: Wednesday, February 23, 2005 10:37 AM

To: Latsch, Patricia -

Subject: Staff Atty_Teresa L_16 cases_Timelineselectronic 022205.xls

HTTS Extensions (16)

Case Name

Case Number

What is the cause of the delay?

What is the work plan to con

2003-02-0003DN
2003-09-0002DN
2004-01-0003DN
2004-06-0001DN
2004-08-0002DN
2004-10-0001DN

complex legal review of 7 cases;
task request made 1/28/05; legal
review to RBM 2/2/05; exhibits
requested by RBM and forwarded
2/22/05.

(Last, First) {02-03-0004DE) {Keep explanation to 5 to 15 this Step {include dates |
words) deliverables)?
Hernandez, Ernie 2003-04-0002DN  |Re-assigned to SA on 11/22/04 for |RAGS to AAG after receipt of |

recommendations.

White, Stanley

2004-11-0002DN

No whistleblower, task request on
1/14/05 and again on 2/3/05.

if whistleblower forthcoming, fc
RAGS:; if not, close as insufficit
evidence.

Gelnette, Marilyn

2002-09-0004UR

AAG delay in addressing RAGS sent
on 7/27/04.

Meeting with AAG set for 2/23/
independent expert js under
contract,

Tasker, Joyce

2003-06-0016UR

AAG delay in addressing RAGS sent
on 6/28/04.

Ongoing reminders to AAG.

Great Wall Medical &
Dental

2003-02-0019UR

AAG delay in addressing RAGS sent
on 7/27/04.

Ongoing reminders to AAG.

Bennett, Richard

2003-08-0009UR

AAG delay in addressing 2nd RAGS
sent 7/27/04. ’

Ongoing reminders to AAG.

Lucich, William

2003-12-0010UR

AAG delay in addressing our
injunction request of 4/16/04.

Fited as of 2/15/05; service per

Dahl, Carole

2003-11-0010UR

AAG delay in addressing our
injunction request.

Filed as of 2/15/05; service per

Castleberry, Lynne

2003-10-0013UR

AAG delay in addressing RAGS of
8/16/04; novel laser issue,

Meeting with AAG set for 2/23/
independent expert is under
contract.

Winterstein, Sherry

2002-08-0019UR

AAG delay in addressing RAGS of
8/4/04; novel laser issue.

Meeting with AAG set for 2/23/
independent expert is under
contract.

Shoengarth, Shaney

02/23/2005

2002-12-0013UR

BIANCHI, ELIZABETH 2005100073MD PAGE 12
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Page 2 of 2

contract. :
Aiello, Shelly 2004-04-0014UR  |AAG delay in addressing RAGS of  |Meeting with AAG set for 2/23/
8/4/04; novel laser issue. independent expert is under
contract.
Hernandez, Esteban 2003-01-0009UR [RAGS out 6/9/04; signed C&D rcvd  (2nd RAGS out 2/3/05 with e-m

1/3/05; revision needed for typo.

reminder.

Dubey, Eleanor

2003-01-0011UR

Re-assigned to SA on 1/3/05;
drafting delayed by other priority
cases.

Drafting will be completed with
days.

Rivas, Marcy

2004-05-0005UR

Re-assigned to SA on 1/3/05; RAGS
out on 2/16/05.

AAG suggested deadline of 3/

Marino Salon & Spa

2004-05-0016UR

Re-assigned to SA for legal review in
light of task results 2/17/05; laster
issues.

Draft within 2 weeks of assignr
independent expert identified fi
other laser cases already.

02/23/2005

BIANCHI, ELIZABETH 2005100073MD PAGE 13




MEMORANDUM

TO: BRANDITH IRWIN, MD

FROM: TERESA LANDREAU, WA STATE DEPT OF HEALTH
SUBJECT: UNLICENSED LASER PRACTITIONER CASES

. DATE: 03/01/2005

CC: AIELLQ CASTLEBERRY, GELNETIE, SHOENGARTH,
WINTERSTEIN FILES

Transmitted to you along with this cover are investigative materials regarding the five

matters named above, for your use in connection with your service as an expert consultant for
the Department of Health.

These documents may comamn private health information and attorney work product which

should not be disclosed to third parties. Please contact me before responding to any requests for
information contained within these materials.

Thank you.
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Department of Health
Health Professions Quality Assurance Division
MS: 47873

REQUEST FOR ATTORNEY GENERAL SERVICES

TO: Assigned AAG
FROM: Sonja Craddock, Legal Secretary
RE: Marilyn Geinette

Qur File #: 2002-09-0004
Docket #: 04-07-B-1063 L4
Staff Att: Teresa Jordan

DATE: July 27, 2004

Brief Statement of Legal Problem and Type of Assistance Requested

Attached for your review and approval are the draft Statement of Charges concerning the above-
mentioned respondent.

CASE PRIORITY: 1 2 v 3__

1. If action is not taken immediately there is a substantial risk of significant injury to
the public.

The requested response/legal action is needed no later than _August 27, 2004.
The requested response/legal action is needed within a reasonable time, suspense

date

wmn

Enclosures: C&D
File
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STATE OF WASHINGTON

DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice of )
Medicine of: ) Docket No. 04-07-B-1063UR

)

MARILYN GELNETTE, ) NOTICE OF INTENT TO ISSUE

) CEASE AND DESIST ORDER

Respondent. )

Dave Magby, Manager of the Unlicensed Practice Program (Program), on
designation by the Secretary of Health, makes the allegations below, which are

supported by evidence contained in program case file no. 2002-09-0004.

Section 1: FACTUAL ALLEGATIONS
1.1 Marilyn Gelnette, Réspondent, has never held a credential to practice as a health
care professional in the state of Washington.
1.2  During the time frame that the tréétmeni described herein occur;'ed, Respondent
was employed at Laser Works of Seattle to apply tigsue penetrating laser energy to
patients. On Novembe'r 5, 2002, November 5, 2002, November 7, 2002,
November 25, 2002, December 2, 2002, December 20, 2002, December 26, 2002,
December 27, 2002, December 28, 2002, Decerﬁber 31, 2002, January 4, 2003,

January 4, 2003, January 8, 2003, and January 9, 200y Respondent used a printed

“Informed Consent Form” to advise patients 3, 4, 6, '_-,_.8, 9, 10, 11, 12, 13, 14, 15,
and 16, respectively, the laser energy application was “medical treatment” with

anticipated “clinical results” and known harmful side effects.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER — Page 1 of 7
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1.3 On July 18, 2002 Respondent applied penetrating laser enefgy to the torso of
patient 1, causing redness and welts.

1.4  On September 4, 2002 Respondent applied penetrating laser energy to the face
of patient 2, causing redness and blisters. Respondent then gave patient 2 a white
antibiotic cream to treat his facial injury.

1.5 On November 4, 2002 Respondent applied penetrating laser energy to the lip
and chin of patient 3, causing incréased pink coloration.

1.6  On November 6, 2002 Respondent applied penetrating laser energy to the torso
and lip of patient 4, causing redness and welting.

1.7  On December 11, 2002 and on January 2, 2003 Respondent applied penetrating
laser energy to the facg and legs of patient 5 for purposes of treating facial wrinkles and
leg veins, causing blanching and coloration changes in Patient 5.

1.8  On December 27, 2002 Respondent applied penetrating iaser energy to the
torso and lip of patient 6, causing an increased pink coloration.

1.9  On January 4, 2003 Respondent applied penetrating laser energy to the neck of
patient 7, causing a vefy pink skin reaction.

i
"

i

I

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER . Page 2of 7
Docket No. 04-07-B-1063UR
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Section 2: ALLEGED VIOLATIONS
2.1 The conduct described in Sections 1.1 through 1.5 constitutes the unlicensed
practice of medicine in violation of RCW 18.71.011(1), (2), and (3) and RCW 18.71.021.

RCW 18.71.011 Definition of practice of medicine --
Engaging in practice of chiropractic prohibited, when.
A person is practicing medicine if he does one or more of
the following:

(1) Offers or undertakes to diagnose, cure, advise or
prescribe for any human disease, ailment, injury, infirmity,
deformity, pain or other condition, physical or mental, real or
imaginary, by any means or instrumentality;

(2) Administers or prescribes drugs or medicinal
preparations to be used by any other person;

(3) Severs or penetrates the tissues of human beings;

RCW 18.71.021 License required. No person may practice
or represent himself or herself as practicing medicine without
first having a valid license to do so.

2.2  The violation described in paragraph 2.1 constitutes grounds for issuance of a

cease and desist order pursuant to RCW 18.130.190.

RCW 18.130.190 Practice without license -- Investigation
of complaints -- Cease and desist orders -- Injunctions --
Penalties.

(1) The secretary shall investigate complaints concerning
practice by unlicensed persons of a profession or business
for which a license is required by the chapters specified in
RCW 18.130.040. In the investigation of the complaints, the
secretary shall have the same authority as provided the
secretary under RCW 18.130.050.

(2) The secretary may issue a notice of intention to issue a
cease and desist order to any person whom the secretary
has reason to believe is engaged in the unlicensed practice

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER - Page 3of 7
Docket No. 04-07-B-1063UR :
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of a profession or business for which a license is required by
the chapters specified in RCW 18.130.040. The person to
whom such notice is issued may request an adjudicative
proceeding to contest the charges. The request for hearing
must be filed within twenty days after service of the notice of
intention to issue a cease and desist order. The failure to
request a hearing constitutes a default, whereupon the
secretary may enter a permanent cease and desist order,
which may include a civil fine. All proceedings shall be
conducted in accordance with chapter 34.05 RCW.

(3) If the secretary makes a final determination that a person
has engaged or is engaging in unlicensed practice, the
secretary may issue a cease and desist order. In addition,
the secretary may impose a civil fine in an amount not
exceeding one thousand dollars for each day upon which
the person engaged in unlicensed practice of a business or
profession for which a license is required by one or more of
the chapters specified in RCW 18.130.040. The proceeds of
such fines shall be deposited to the heaith professions
account. |

{(4) If the secretary makes a written finding of fact that the
pubfic interest will be irreparably harmed by delay in issuing
an order, the secretary may issue a temporary cease and
desist order. The person receiving a temporary cease and
desist order shall be provided an opportunity for a prompt
hearing. The temporary cease and desist order shall remain
in effect until further order of the secretary. The failure to
request a prompt or regularly scheduled hearing constitutes
a default, whereupon the secretary may enter a permanent
cease and desist order, which may include a civil fine.

(5) Neither the issuance of a cease and desist order nor
payment of a civil fine shall relieve the person so practicing
or operating a business without a license from criminal
prosecution therefore, but the remedy of a cease and desist
order or civil fine shall be in addition to any criminal liability.
The cease and desist order is conclusive proof of unlicensed
practice and may be enforced under RCW 7.21.060. This
method of enforcement of the cease and desist order or civil
fine may be used in addition to, or as an alternative to, any
provisions for enforcement of agency orders set out in
chapter 34.05 RCW.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER Page 4 of 7
Docket No. 04-07-B-1063UR
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(6) The attorney general, a county prosecuting attorney, the
secretary, a board, or any person may in accordance with
the laws of this state governing injunctions, maintain an
action in the name of this state to enjoin any person
practicing a profession er business for which a license is
required by the chapters specified in RCW 18.130.040
without a license from engaging in such practice or operating
such business until the required license is secured.
However, the injunction shall not relieve the person so
practicing or operating a business without a license from
criminal prosecution therefore, but the remedy by injunction
shall be in addition to any criminal liability.

(7) Unlicensed practice of a profession or operating a
business for which a license is required by the chapters
specified in RCW 18.130.040, unless otherwise exempted
by law, constitutes a gross misdemeanor for a single
violation. Each subsequent violation, whether alleged in the
same or in subsequent prosecutions, is a class C felony. All
fees, fines, forfeitures, and penalties collected or assessed
by a court because of a violation of this section shall be
remitted to the health professions account.

2.3  Pursuant to RCW 18.130.190 the Secretary of Health is authorized to issue a
cease and desist order against a person upon a determination that such person has
engaged in or is engaging in unlicensed practice of medicine and may impose a fine of up

to one thousand dollars ($1,000:00) for each day of unlicensed practice.

Section 3: NOTICE TO RESPONDENT
Dave Magby, Mlanager of the Unlicensed Practice Program, alleges that the
conduct referenced herein affects the public health, safety, and welfare; that a notice
should be issued and served as provided by law to the Respondent giving the
Respondent the opportunity to respond to the charges that she practiced as a physician

without the proper license, and that if the Respondent fails to defend against these

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER "_' Page5of 7
Docket No. 04-07-B-1063UR
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Il

matters a permanent Cease and Desist Order may be issued and a civil fine imposed

without further notice or opportunity for a hearing.

DATED this __~ day of 2004,

STATE OF WASHINGTON

" DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

DAVE MAGBY
Unlicensed Practice Program Manager

, WSBA #
Assistant Attorney General Prosecutor

[ INTERNAL TRACKING NUMBER: ' PROGRAM NO. 2002080004 |

NOTICE OF INTENT TO {SSUE CEASE AND DESIST ORDER T Page 6 of 7
Dockel No. 04-07-B-1063UR .
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CONFIDENTIAL SCHEDULE

This information is confidential and is NOT to be released without the
consent of the individual or individuals named herein. RCW 2.17.310(1)(d).

Patient 1:
Patient 2:
Patient 3
Patient 4:
Patient 5:
Patient 6:
Patient 7:
Patient 8
Patient 9
Patient 10
Patient 11
Patient 12
Patient 13
Patient 14
Patient 15

Patient 16

3 - Healthcare Information Readll..

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER
Docket No. 04-07-B-1063UR
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LEGAL REVIEW WORKSHEET

July 8, 2004
To: Chyma Miller-Smith
Program Manager, Unlicensed Practice, via CMT
From: Teresa Jordan
Staff Attorney -1

Subject: MARILYN GELNETTE
Program File No. 2002-09-0004UlI
(related cases Shaney Shoengarth & Sherry (Cheri) Winterstein)
02-12-0013UI 02-08-0019UI

BASIC LICENSING DATA: Respondent is unlicensed in WA.

INVESTIGATION SUMMARY:

Laser Works of Seattle, LLC offered laser hair removal, skin rejuvenation, and
vein treatment to the public in Tukwila, WA. Respondent Gelnette is one of several
uniicensed employee technicians there who routinely administered laser hair removal
treatments. Selected patient files obtained by our health care investigator Gayle M.
Crowley identify the individual technician by name or initial, and include their notations
of varying patients’ skin reactions to the application of taser energy, including redness,
pain, swelling, welting and blisters. Laser Works staff, including Gelnette, routinely
administered remedies for the skin reactions, including ice, comfrey, aloe, “neova
cream’, “neeva’, “rejuvano”, “differin gel”, “emla” and “lasercaine”. Some files
document recommendations to patients to use certain medicines at home such as
ibuprofen and lidocaine. '

Gelnette used lasers on 12-11-02 and 1-22-03 to treat a patient's facial wrinkles
and leg veins. '

Before and during the investigation, Gelnette worked with no licensed medical
supervision, although Laser Works hired a figure-head medical director who took no
part in training or oversight of the day-to-day operations.

DOH received an e-mailed complaint 9-4-02 from a patient about facial hair
removal by Gelnette on 8-28-02 which left blisters and redness on his cheek lasting a
week. Treatment records reflect co-respondent Shaney Shoengarth as the patient’s
technician that day, but include notes in handwriting similar to Gelnette's.

LEGAL ANALYSIS:

' RCW 18.71.011 Definition of practice of medicine —~ Engaging in practice of chiropractic
prohibited, when,

Legal Review Worksheet - page 1 of 3
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1 - Attorney Work Product - RCW 42.56.290

1 - Attorney Work Product - RCW 42.56.290

RECOMMENDATION:

1 - Attorney Work Product - RCW 42.56.290

Correspondence from respondent's counsel after our investigation had
commenced indicates the company subsequently hired licensed medical staff, including
Dr. Bianci (located physically in Spokane}), nurse supervisor Bonnie Schmidt and
registered nurse Linn Drynildson.

1 - Attorney Work Product - RCW 42.56.290

OTHER CONSIDERATIONS:

A person is practicing medicine if he does one or more of the following:

(1) OFers or undertakes to diagnose, cure, advise or prescribe for any human disease, ailment, injury,
infirmity, deformity, pain or other condition, physical or mental, real or imaginary, by any means or
instrumentaiity;

{2) Administers or prescribes drugs or medicinal preparations to be used by any other person;

(3) Severs or penetrates the tissues of human beings;

{4) Uses on cards, books, papers, signs or other written or prinled means of giving information to the
public, in the conduct of any occupation or profession pertaining to the diagnosis or treatment of human
disease or conditions the designation "doctor of medicine”, "physician”, "surgeon”, "m.d." or any
combination thereof unless such designation additionally contains the description of another branch of the
healing arts for which a person has a license: PROVIDED HOWEVER, That a person licensed under this
chapter shall not engage in the practice of chiropractic as defined in RCW 18.25.005.

Legal Review Worksheet - page 2 of 3
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Licensed professional health care providers, such as Dr. Bianchi and Nurses
Schmidt and Dynildson, are mentioned in correspondence.

1 - Attorney Work Product - RCW 42.56.290

Legal Review Worksheet - page 3 of 3
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. Department Of Health
Health Professions Quality Assurance Division
Washington State
Medical Quality Assurance Commission
Policy Statement

BACKGROUND

The U.S. Food and Drug Administration regulate the sale of lasers'. Lasers are
prescription devices that can be sold only to licensed practitioners with prescriptive -
authority. Complications from the use of iasers for skin care and treatment include
visual impairment, blindness, inflammation, bums, scarring, hypopigmentation and
hyperpigmentation, :

POLICY

1. The use of a laser lo treat or alter the skin is the practice of mediciné under
RCW 18.71.011. :

2. A physician using a laser should be appropriately trained in the physics, -
safety and techniques of using lasers. Prior to initiating laser treatment, the
physician should take a history, perform an appropriate physical examination, make
an appropriate diagnosis, recommend appropriate treatment, obtain the patient’s
informed consent which includes informing the patient that a non-physician may
operate the laser, provide instructions for emergency and folow-up care, and
prepare an appropriate medical record.

3. A physician who meets the above requirements may delegate a laser
procedure to an allied health professional, provided such delegation falls within the
allied health professional’'s scope of practice. A physician making such delegation
must prepare a written protocol for the allied health professional to follow in

- administering the laser treatment.
4. The supervising physician should ensure that the allied health professional
has appropriate documented training in the area of basic dermatology and

C:\Documents and Settings\Administrator. GOTHOMLocal Settings\Temporary Intemet
Files\OLK44CYMD2003-03-Lasers for Skin.doc
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Washington State Department of

2Health

Profession: Unlicensed
Case #: 2002-09-0004

License #: MD90000918
Description: Unlicensed Practice

Health Profession Quality Assurance
Individual Case Summary Report
As of 07/27/2004 9:54:54 AM

Page 1 of 1

Printed By GOTHOM\SMC0303 07/27/2004 9:54:57 AM

Name : Gelnette, Marilyn
Docket #: 04-07-B-1063 MD

Date Opened: 09/06/2002 Date Closed: Total Days As of 07/27/2004: 690
Current Step = Case Disposition
Auth Extend Days Days
Step Name Step Start  Step End  Step Due Days Days Used Remain Next Step
Intake/Assess 09/06/2002 09/06/2002 09/27/2002 21 0 0 21 Investigation
Investigation 09/06/2002 02/27/2003 02/23/2003 170 0 174 m Case Disposition
Case Disposition 02/27/2003 06/16/2004 140 335 516 41
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Health Professions Section 2 — Legal Service Unit

- REQUEST FOR ADMINISTRATIVE SERVICES

Date Requested : '7/ i , 2004

7 10 DayDue Date s irdy
Staff Attorney: MJG EMW JLY PFH KLW LRP PJH @

Reviewed if necessary: Yes ML\ No

Respondent: Q@L M&m ]\/m/uﬂ,,\m)

_Program No(s): (j; N ~00OH U Docket No(s):

Respondent Attorney:' 3+c§9 hann (D, Fyel é_+gd Pr o

Attorney Address: | 4 3 < Fourtid ArUcE Somre ﬁ’(7q - Ceparree 78 lor-
2217

RCM/RBM: HTTS DUE DATE:

>QSTRAGS 02"’ RAGS o SERVE SOC 1 SIGNED A/O

' 5:(‘315\é ;i o SOA/STID o SERVE SOA o SIGNED STID

of Violations SA Hours

o MODIFICATION o REINSTATEMENT o BAP

o DEFAULT o NOC o LETTER and

SPECIAL INSTRUCTIONS:

I E R E R SR ESEEREREEEERSRERERREREEREEEEEEREEEREEERSREERERSEESENHNESN,

ADMINISTRATIVE TRACKING

File to Program for Signature: File returned from Program:

Admin completed request: - Formatted by: SMC JAK JLO
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aff Attorney Assignment Worksf i

Respondent Name: Gﬁ’/} nétfe, Zh i 740

L{

U U -
Case No.._ X0D 3 - O?-' [410) D‘!‘ Program: unde et nd 4,
Assigned Staff Attormey:[ ] EMW [ JLY E1kiw O LR [ PFH [(OMiG [IpuH KT 73T
INCOMING:

Received through CMT :__1-/S- 04 Delivered to SA:__7-/S-04
HTTS ASI g DCTRS '

ADDITIONAL INVESTIGATION

Return to ISU Through CMT:
Return to LSU through CMT:

{1 LEGAL REVIEW
Review due (14 days):

Review Completed: _'Retuniea;_to-CMT___'_% -

[l NOC '
Draft due (30 days):
Drafting completed, to admin
Admin complete Return fo CMT

7y

[0 SOA/STID
Draft due (30 days):
Drafting completed, to admin
Admin complete
Serve
Signed STID received
Signed STID presented to disc authority
Presented to CMT/Board/Commission for altemnate disposition

X soc Cé¢ D
Draft due (30 days) g’[@’ﬁ
Drafting completed, to admin ’
File to copy
Copies back
Admin complete RAGS sent
AAG return date
Assigned AAG:
Service date
Signed AO received
Signed AO presented to disc authority

Return completed file through CMT:

wRemove this form before returning to CMIT**
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Health Profession Quality Assurance
Washingtan State Department of

Individual Case Summary Report
’Health As of 07/15/2004 2:22:50 PM

Page 1 of 1

Prlnted By GOTHOM\CRL9303 OTI1 5/2004 2 22 53 PM

Professuon Unhcensed T ' Lie : M9000918

Name Gelnette Manlyn

Docket #: N/A
_Total Days As of 07/15/2004: 678

Case #: 2002-09-0004 Description: Unlicensed Practice
Date Opened: 09/06/2002 . DatCIsed:

T i
L ‘t R T |

Current Step = Case Disposition

Auth Extend Days Days
Step Name - Step Start Step End  Step Due Days Days Used Remain Next Step
Intake/Assess 09/06/2002 09/06/2002 09/27/2002 21 0 0 21 Investigation
Investigation 09/06/2002 02/27/2003 02/23/2003 170 0 174 -4 Case Disposition
Case Disposition 02/27/2003 06/16/2004 140 335 504 -29
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Health Profession Quality Assurance
Individual Case Summary Report
As of 04/02/2004 2:35:19 PM

Washington State Deparsment of

} Health

Page 1 of 1

Prmted By GOTHOM\SMCOBOS 044'02!2004 2:35:22 PM

Professmn Unllcensed
Case #: 2002-09-0004
Date Opne: 9/06/2002 )

Llcense# MD90000918
Description: Unlicensed Practice
~_Date Iodf

Current Step = Case Disposition

| Name GelneﬁeMarllyn
Docket #: N/A
Ttal DAs of O/2/200: 54

Auth  Extend Days Days

Step Name Step Start Step End  Step Due Days Days Used Remain Next Step
Intake/Assess 09/06/2002 09/06/2002 09/27/2002 21 0 0 21 Investigation
Investigation 09/06/2002 02/27/2003 02/23/2003 170 0 174 -4 Case Disposition
Case Disposition 02/27/2003 06/16/2004 140 335 400 75
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STAFF ATTORNEY ASSIGNMENT

Respondent Name:

/
SR -09-O0F L/

Case #(s):
Program: M{f
Received through CMT on: 22103

REQUESTED ACTION:

INITIAL ASSESSMENT Due Da-lte (7 days):

. 2003
e

X\ LEGAL REVIEW Due Date (14 days): 3-'/3 . 2003
BELOW THRESHOLD
Drafting: Due Date (7 days): , 2Q03
NOC
Drafting: Due Date (30 days): , 2003
DRAFT SOA/STID
Drafting: Due Date (30 days): , 2003
DRAFT SOC
Drafting: Due Date (30 days): , 2003
OTHER: , 2003

Other Assigned:

Date Assigned:

LLM
FER 28 2003

st Atomey Assigned: EW JY KW L@VR

, 2003

CASE LOG ‘i -

VAS e
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Hashington State Department of Health Profession Quality Assurance Page 1 of 1°
S ) Individual Case Summary Report .
’H e al t h As of 02/28/2003 2:28:13 PM

Prlntad By GOTHOM\DSJDSOS 02!28!2003 2 28 21PM °

Professmn Unllcensed S LlcenSe# MDQOOOOQ18 AR

Name - Gelnette Marliyn
Docket #: N/A
- 0121 D3YS As of 02/28/2003: 175

Case #: 2002-09-0004 Description: Unlicensed Practice
DateOpened 10612002 - o DateClosed

Current Step = Case Dlsposmon

Auth Extend Days Days

Step Name Step Start Step End  Step Due Days Days Used Remain Next Step
Intake/Assess 09/06/2002 09/06/2002 09/27/2002 21 0 0 21 Investigation
Investigation 09/06/2002 02/27/2003 02/23/2003 170 0 174 -4 Case Disposition
Case Disposition 02/27/2003 07/17/2003 140 0 1 139
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REQUEST FOR TIMELINE EXTENSION

Instructions:

1. Please Type or Print Clearly

Review HTTS Manual and applicable Policies to determine the appropriate Requesting level, Approval
level and time limits for your Extension Request.

Be sure 1o attach a copy of the Case Summary Report to the Request before forwarding for approval.
Ensure that there is adequate lime {0 process your Request prior to timelines running out.
Check only one block within the appropriate Step for “*Reason for Extension”.

Use commentary from Block Vl-a of this form in the “Comments” box when entering the approved
Extension on HTTS.

7. Keep the original form of the approved Extension Request with the case file; send a copy of the
completed approved form — with Case Summary Report — to the Operations and Support Services
Office.

n

ook

I. CASE INFORMATION

Health Unit/Program: Case # Docket #. (if Applicable)
Unlicensed 2002-09-0004 N/A
Respondent Name (Last, First, M1) Step Start Dale | Previous Extensions This Step No. Days Requested
Geinette, Marilyn 09/06/2002 N/A 7
I1. REASON FOR DELAY (Check the current Step, and the reason for the Delay)
] mitial Assessment X Investigation 1 - A;position [ Adjudication (SOA)
[l BMA - Board/Commission O MAI- - Outside Expert Review [0 DPC - Due Process
Member Availability Continuance
] OTR - Other Oicc- M, (“u Inter-related Concurrent [0 KPA - Key Persannel
Cases Availability
{J KPA - Key Persannel not O KPa - - Key Personnel not [ c¢C - Conflicting Concurrent
Available . . Available Cases
O RraAL-| - Board/Commissicn 1 OTR - Other
Member not Available
[ OER - - Other
XOTR -t .. |

1H. JUSTIFICATION FOR EXTENSION REQUEST: (All items must be addressed)

a. What is the cause of the delay?

Investigation consists of allegations with three different respondents. These are all companion cases. All
three cases involved reviewing a large number of patient treatment files.

b. What is the workplan to complete this Step (include dates for deliverables)?

Finish the Investlgatlve ort. Anhupate pletion) and submission to program no later than 2/21/2003.
721 Crwe (5 Conpd U7 M(P ZE ?/u o .;z/,a)/( in

c. Other factors the Approving Authonty should consider?

This case is a companion case file to two other unlicensed cases.

IV. REQUESTOR AUTHENTICATION: | (Name and authorization of person requesting the extension)

Gayle M. Crowley Health Care Investigator ‘974/\/ 2/20/2003
NAME OF REQUESTOR TITLE/DUTY POSITION OF REQUESTOR ED's Initials DATE
(If Applicable)
H:\Open\Winterstein.ui\Timeline Extension Request Form.doc / 02/21/03 Page 1
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8
]

[ -

V. APPROVAL/DISAPPROVAL: (Check box indicating whether or not the request is granted. 1f granting,
indicate number of days allowed.)

Z/ Good Cause Demonstrated — Extension Granted No. Days Granted

[[] Good Cause Not Demonstrated — Extension Not Granted

Vi. RATIONALE: (Describe the basis for your decision, and means of ensuring compliance within time granted.)

a. Basis for Decision:

b. Management Oversight to be Imposed: {Mandatory when extension granted)

Vil. SIGNATURE:

Aﬂ//'f) WLy
FNAME OF APPROVNG AUTHORITY SIGNATURE OF ?Fj’b‘?ovme AUTHORITY DATE
H:\OpenWinterstein.uitTimeline Extension Request Form.doc / 02/21/03 Page 2
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STATE OF WASHINGTON .
DEPARTMENT OF HEALTH YAY 19 290
a3

ADJUDICATIVE SERVICE UNIT BePartngy o
4931 Seryjge ’:}eg:-.*rh

in the Matter of the Unlicensed Practice ) t
of Medicine by: ) Docket No. 04-07-B-1063UR

| .

MARILY GELNETTE, ) ORDER DENYING REQUEST
) FOR EXTENSION
Respondent. )
)

A Statement of Charges alleging unprofessional conduct under
RCW 18.130.180, a Notice of Opportunity to Defend, and an Answer to Statement of
Charges form were served by mail on the Respondent on April 20, 2005 and re-served
on April 27, 2005. The Respondent's Answer to Statement of Charges and request for
hearing were due within 20 days of service, by May 17, 2005. On May 13, 2005,
Stephen O. Fielstad, Attorney at Law, filed a letter requesting an extension of time to
file an answer. Mr. Fjelstad indicates that he met with the Respondent early in the
investigation state. There was no response from the Department.

Mr. Fielstad acknowledges that he is not filing a Notice of Appearance in this
matter. If he's not the Respondent’s attorney, he is not representing the Respondent
and cannot speak for her. Thus, his request for an extension is denied. The rule
indicates that the Respondent has ten days from service of the order denying the
extension or twenty days from service of the initiating documents, whichever is longer,
to file an application for adjudicative proceeding. WAC 246-10-203(3)(c).

The Presiding Officer concludes the Mr. Fjelstad does not have standing to make

an extension request.
™

Dated this_' | day of May, 2005.

/awu%

LAU S Senior Health Law Judge
reSIdln
ORDER DENYING REQUEST
FOR EXTENSION Page 1 of 2

Docket No. 04-07-B-1063UR
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DECLARATION OF SERVICE BY MAIL
| declare that today | served a copy of this document upon the following parties of record:
MARILYN GELNETTE AND RICHARD MCCARTAN, AAG by mailing a copy properly addressed with postage prepaid.

L
DATED AT OLYMPIA, WASHINGTON THIS q‘LD)W OF MAY, 2005.

%@}LQ((CI_ L(}L@(]d_@u-
Adjudicative Service Unit ¢c: CHYMA MILLER-SMITH

LEGAL UNIT
STEPHEN O. FJELSTAD, ATTORNEY AT AW

FOR INTERNAL USE ONLY: (Internal tracking numbers)
Program No. 2002-09-0004

ORDER DENYING REQUEST
FOR EXTENSION Page 2 of 2

Docket No. 04-07-B-1063UR
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5 |
RECEIVE STATE OF WASHINGTON

N 06 2009 DEPARTMENT OF HEALTH
JUI oF HEAT : ADJUDICATIVE SERVICE UNIT
DEP"‘R1CE'%§YLUN"
In the Matter of the Unlicensed Practice of ) Docket No. 04-07-B-1063UR
Medicine: ) '
)
MARILYN GELNETTE, ) NOTICE OF FAILURE TO RESPOND
)
)
Respondent. )

TO: Richard McCartan, Assistant Attorney General
Office of the Attorney General
P. O. Box 40109
Olympia, WA 98504-0109

THIS NOTICE is to advise you that as of this date the Respondent in the above-entitled
matter has not responded to the Notice of Intent to Issue Cease and Desist Order served April
27, 2005.

DATED THIS 3™ DAY OF JUNE, 2005
(N@Lkﬁl--tm_ Lb@i@&af_

Darlena Wallace, Hearings Scheduler
PO Box 47879

Oiympia, WA 98504-7879

(360) 236-4671

DECILARATION OF SERVICE BY MAIL

| declare that today, at Olympia, Washington, | served a copy of this document upon the
following parties of record: Richard McCartan, Assistant Attorney General, by mailing a copy
properly addressed with postage prepaid.

DATED THIS 3° DAY OF JUNE, 2005.
Q_‘___—h-
Q)[L‘LQL e Coeliaec

Adjudicative Service Unit

c. Marilyn Gelnetie, Respondent
1001 4" Ave Ste 3200
Seattle WA 98154-1003

Chyma Miller-Smith, Program Manager
Teresa Landreau, Legal Uniit
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“Aurora” by Syneron

“Cool Glide’” by Altus Medical
“Alexanderite” by ESC Sharp Plan
“IPL”L by Luminous

two may be pulsed light machines,. Used to cut or pierce human skin or tissues as
surgical lasers? -+ may be.

“Aurora” incorporates radio frequency and reduces optical light energy emitted by about
Y2, may not be either intense pulsed light or a laser.

RCW 18.16.010
Intent.

The legislature recognizes that the practices of cosmetology, barbering, manicuring, and
esthetics involve the use of tools and chemicals which may be dangerous when mixed or
applied improperly, and therefore finds it necessary in the interest of the public health,
safety, and welfare to regulate those practices in this state.

[2002 ¢ 111§ 1; 1984 ¢ 208 § 1.]
NOTES:

Effective date -- 2002 ¢ 111: "This act takes effect June 1, 2003." [2002 c 111 § 18.]

RCW 18.16.020
Definitions.

As used in this chapter, the following terms have the meanings indicated unless the
context clearly requires otherwise:

(6) "The practice of cosmetology" means arranging, dressing, cutting, trimming,
styling, shampooing, permanent waving, chemical relaxing, straightening, curling,
bleaching, lightening, coloring, waxing, tweezing, shaving, and mustache and beard
design of the hair of the face, neck, and scalp; temporary removal of superfluous hair by
use of depilatories, waxing, or tweezing; manicuring and pedicuring, limited to cleaning,
shaping, polishing, decorating, and caring for and treatment of the cuticles and nails of
the hands and feet, excluding the application and removal of sculptured or otherwise
artificial nails; esthetics limited to toning the skin of the scalp, stimulating the skin of the
body by the use of preparations, tonics, lotions, or creams; and tinting eyelashes and
eyebrows.

(12) "Practice of esthetics" means care of the skin by application and use of preparations,
antiseptics, tonics, essential oils, or exfoliants, or by any device or equipment, electrical
or otherwise, or by wraps, compresses, cleansing, conditioning, stimulation, pore
extraction, or product application and removal; the temporary removal of superfluous Hesiir
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by means of lotions, creams, mechanical or electrical apparatus, appliance, waxing,
tweezing, or depilatories; tinting of eyelashes and eyebrows; and lightening the hair,
except the scalp, on another person.

Marilyn Gelnette, is described by the previous medical director as being licensed in CA
in electrolysis and cosmetology in CA, and as working w/ laser, pulsed light and
microdermabrasion for over 2 years as a licensed cosmetologist in CA (& electrolysis).

The definition of an esthetician is under the Practice of esthetics” in RCW 18.16.020:

Care of the ski by application and use of preparations, antiseptics, tonics, essential
oils, or exfoliates, or by any device o equipment, electrical or otherwise, or by wraps,
compresses, cleansing, conditioning, stimulation, pore extraction, or product application
and removal, by temporary removal of superfluous hair by means of lotions, creams,
mechanical or electrical apparatus, appliance, waxing, tweezing, or depilatories . . . on
another person.”

CONSIDER; Referral to DOL since this licensing occurs now under their bailiwick per
statute, and Gelnette may not be licensed by them currently

Referal to Medicine program for aid and abet charge for nominal medical
director Dr. John Fisher/ unprofessional conduct for lack of supervision while in nominal
title of medical director

Consider practice medicine w/o license on 8-28-02 on behalf of Jason Kagihara

from 8/28/03.

Referral on RN INSTRUCTOR forsume
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STEPHAN O, FIELSTAD PLLC

ATTORNEY AT LAW DATE: MAY 12, 2005
1001 FOURTH AVENUE, SUITE 3200
SEATTLE, WASHINGTON 98154 TIME: 3:58 PM
VOICE: (206) 340-6100 NUMBER OF PAGES WiTH COVER: 3

Fax: (206) 340-6105
EMaAIL: sfjelstad@northstartaw.com

FACSIMILE COVER SHEET
Staff Att’y; Dept. of Health TELE.NO:  (360) 236-4845

FROM: Stephan O. Fjelstad PLLC
RE: Winterstein/Shoengarth/Gelnette

CLIENT REF.:
If any of these pages are not legible or you do not receive all the pages, please call (206) 340-6100.

COMMENTS:

CONFIDENTIALITY NOTICE: This facsimile transmission may contain confidential and privileged information, The
infarmation is intended for the use of the addressee only. If you are not the intended recipient, you are hereby
notified that any disdlosure, copying, distribution or the taking of any action in reliance on the contents of this
telecopied information is strictly prohibited. !f you have received this telecopy in emor, please immediately notify us
by telephone to arange for a return of the original message 1o us.
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STATE OF WASHINGTON

DEPARTMENT OF HEALTH

Olympia, Washingiton 98504

April 27, 2005

Marilyn Gelnette
411 Strander Blvd Ste 108
Tukwila, WA 98188

Marilyn Gelnette

c/o Stephan Fjelstad
Attornex at Law

1001 4™ Ave Ste 3200
Seattle, WA 98154-1003

Dear Ms. Gelnette:
Enclosed please find a copy of the following documents issued to you:

Notice of intent to Issue Cease and Desist Order

« Notice of Opportunity for Settlement and Hearing
Answer to Notice of Intent to Issue Cease and Desist Order and Request for
Settlement and Hearing ,

+ Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to Cease
and Desist (proposed)

Please be advised that the Answer to the Notice of intent to Issue Cease and Desist
Order and Request for Settlement and Hearing form must be completed and received
by the Adjudicative Service Unit no fater than twenty (20) days from the date it was
mailed o you.

After reviewing the investigative files and conferring with the Program Manager for the
Unlicensed Practice Program, we think an appropriate way to resolve this matter is by a
Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to Cease and Desist
(Agreed Order). The disciplinary authority has authority to enter this Agreed Order.

This is a way of resolving this matter without a hearing.

If you agree that this is an amicable way to resolve this matter, please sign the Agreed
Order and return it to me by May 17, 2005, and | will present the Agreed Order to the
disciplinary authority for its acceptance. If | do not receive this document from you on or
before May 17, 2005, | will assume that you have rejected this manner of resolution.

sl
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Marilyn Gelnette
Apnil 27, 2005
Page Two

You do have the right, and are encouraged, to obtain private counsel to advise and
instruct you concerning this matter. If you have any questions regarding the enclosed
documents or the adjudication’s process, please contact me at (360) 236-4845.

Sincerely,

" TERESA LANDREAU
Staff Attorney

Tl/ege
Enclosures

cc: Chyma Miller-Smith, Program Manager
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Washingten Siate
DEPARTMENT OF HEALTI
PO Box 47873

Otympia, WA 98504-7873
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Attorney atTha,~" "+, ¥ ¢
1424 Fourth Ave Stg 9609+
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Washingion State
DEPARTMENT OF HEALTH
PO Box 47873

Olympia, WA 98504-7873
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STATE OF WASHINGTON J
DEPARTMENT OF HEALTH |

Olympia, Washington 98504

April 20, 2005

Marilyn Geinette
411 Strander Blvd Ste 108
Tukwita, WA 98188

Marilyn Gelnette

c/o Stephan Fjelstad
Attorney at Law

1424 Fourth Ave, Ste 909
Seattle, WA 98101-2217

Dear Ms. Geineite:
Enclosed please find a copy of the following documents issued to you:

e Notice of Intent to Issue Cease and Desist Order

o Notice of Opportunity for Settlement and Hearing

o Answer to Notice of Intent to Issue Cease and Desist Order and Request for
Settlement and Hearing

o Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to Cease
and Desist (proposed)

Please be advised that the Answer to the Notice of Intent to Issue Cease and Desist
Order and Request for Settlement and Hearing form must be completed and received
by the Adjudicative Service Unit no fater than twenty (20} days from the date it was
mailed to you. :

After reviewing the investigative files and conferring with the Program Manager for the
Unlicensed Practice Program, we think an appropriate way to resolve this matter is by a
Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to Cease and Desist
(Agreed Order). The disciplinary authority has authority to enter this Agreed Order.

This is a way of resolving this matter without a hearing.

If you agree that this is an amicable way to resolve this matter, please sign the Agreed
Order and return it to me by May 10, 2005, and | will present the Agreed Order to the
disciplinary authority for its acceptance. If | do not receive this document from you on or
before May 10, 2005, | will assume that you have rejected this manner of resolution.

e O
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STEPHAN O. FIELSTAD PLLC

ATTORNEY AT LAW
1424 FOURTH AVENUE, SUITE 909

SEATTLE, WASHINGTON 98101-2217
VoICE: (206) 903-0664 E @ E ” v E
FAX: (206) 903-6144
EMaIL: fjelstad@winstarmail.com MAY 1 4 2003

n Departiment of Health
May 13, 2003 Legal Service Unit

Margaret Gilbert

Legal Unit

Health Professsion Quality Assurance
Department of Health

P.O. Box 47873

Olympia, WA 98504-7873

Re:  Laser Works of Seattle Employees-—Investigation; Recent Hiring of Nurse

Dear Ms. Gilbert:

This is to provide you another update on matters related to the Department of Health’s
ongoing investigation of my clients, the employees of Laser Works of Seattle (Shaney
Shoengarth, Marilyn Gelnette and Cheri Winterstein). Laser Works has recently hired a new
nurse on its staff, Linn Drynildson. Ms. Drynildson is a regisiered nurse licensed to practice in
Washington State.

Bonnie Schmidt, also a nurse licensed in Washington, is supervising Ms. Drynildson and
the other Laser Works employees. [ described Ms. Schmidt’s many years of extensive
experience in matters of laser and intense pulsed light procedures and equipment in my letter of
February 26, 2003 addressed to Chafma Miller-Smith, which letter [ presume is part of your file.
As | mentioned in my February 26™ letter, Ms. Schmidt has been on-site at Laser Works in her
supervisory and consulting capacity on a regular weekly basis. Should you wish to speak with
Ms. Schmidt regarding the ongoing procedures at Laser Works, please feel free to call her at the
Laser Works telephone number: (206) 575-8300.

Please contact me concerning the status of the investigation, as we remain committed to
cooperating with the DOH with respect to any information we can supply you or further
measures deemed advisable.
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May 13, 2003
Page 2

Thank you for your consideration.

Very truly yours,

SOF:sof
clients
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STEPHAN O. FIELSTAD PLLC

ATTORNEY AT LAW A
1424 FOURTH AVENUE, SUITE 909 é\c}
SEATTLE, WASHINGTON 98101-2217 /}!4 Qll/
VOICE: (206) 903-0664 w0 B &
FAX: (206) 903-6144 ”esga;,\;,, 1(., £
EMAIL: fjelstad@winstarmail.com G4,%‘¢? %
/V-'\OF
M)
@9’%’0,,
February 26, 2003 Dy

Chyma Miller-Smith

Health Care Investigator
Unlicensed Practice Program
Department of Health

PO Box 47874

Olymipia, WA 98504-7874

Re:  Investigation of Laser Works of Seattie Employees by Department of Health

Dear Ms. Miller-Smith:

As you know, | represent the three employees of the company Laser Works of Seattle,
namely Marilyn Gelnette, Shaney Shoengarth and Cheri Winterstein (collectively, the
“employees™) regarding the Department of Health (DOH) investigation as to whether these
individuals have practiced medicine. My understanding is that your program is now
coordinating the investigation for DOH.

I previously wrote a letter dated January 15, 2003, to Gayle M. Crowley, the initial
Health Care Investigator assigned to this case, explaining our preliminary position on the issue of
whether we believe the employees have practiced medicine. | presume that letter is part of the
file Ms. Crowley forwarded to your office and it gives a detailed background of the nature of
Laser Works and the work tts employees perform. (If for any reason my letter to Ms. Crowley
has not reached you or is not part of the file, please let me know and 1 will supply another copy
immediately.) Our position in the letter to Ms. Crowley is that we do not believe the employees
have practiced medicine. Regardless of how that question may ultimately bé resolved, however,
I wish to emphasize on behalf of my clients that our singular aim is to ensure that they and Laser
Works are in compliance with the provisions set forth in the recent Medical Quality Assurance
Commisston (MQAC) 10-25-02 policy statement entitled “Use of Lasers in Skin Care and
Treatment” (the Policy). 1 write to you now to explain additional actions that have been taken to
ensure compliance, to provide additional information not contained in my previous letter to Ms.
Crowley and to seek your guidance in achieving satisfactory compliance if additional measures
are needed.
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February 26, 2003
Page 2

As you know, the Policy allows the use of a laser for dermatologic purposes, such as hair
removal, to be delegated with appropriate oversight by a physician. The Policy discusses the
scope of “appropriate oversight” and lists three prerequisite skills the physician should possess:

1) The physician must be skilled in the diagnosis, selection and treatment of
patients with skin condittons being considered for treatment with a laser.

2) The physician must know the indications for and against the various
treatments available for the specific skin condition to be treated with a laser
and be familiar with the nisks, effects and side effects of the proposed laser
treatment.

3) The physician must be certifiably trained in the theory and use of medical
lasers and have sufficient practical hands on experience in the use of a laser to
make the oversight of another laser user real and meaningful.

Until very recently, Laser Works had retained Dr. John Fisher as its medical director to
provide physician oversight and be available (o consult with the employees or to assist Laser
Work’s customers should any physical problems arise. Dr. Fisher unfortunately resigned late
last December 2002 as medical director. His resignation was one of the primary concerns Ms.
Crowley emphasized to me in a meeting we held on January 15, 2003 to discuss the DOH
investigation.

Following Dr. Fisher’s resignation, Laser Works had immediately sought the assistance
of a new medical director, and on the same day as the meeting with Ms. Crowley, January 15,
2003, Dr. Elizabeth Bianchi agreed to act as Laser Work’s new medical director effective
immediately. Dr. Bianchi contacted Dr. George Heye of MQAC within a few days of her
appointment as Laser Works’ new medical director to discuss the Policy and his insights on the
requirements for compliance. Dr. Bianchi is committed to working with the DOH and MQAC as
closely as possible to satisfy any concems raised in the investigation.

Afier her appointment as medical director, Dr. Bianchi quickly got up to speed on the
procedures followed by the Laser Works employees and the equipment they use through
ielephone calis and spent extensive time visiting the office 1o meet personally with the
employees and review procedures and treatments followed. She concluded based on her
personal observations that the employees are well experienced and competent in performing the
services and treatments offered at Laser Works. At this time, it is anticipated that Dr. Bianchi
will make regular personal visits to Laser Works’ office at least twice monthly and has been and
will remain available by telephone (including cell phone) to the employees should any special
need arise at any time.

We believe Dr. Bianchi’s credentials and experience more than satisfy the various

physician skill and oversight guidelines prescribed in the Policy. She has been board certified in
family practice since 1998 and is generally qualified concerning the various skinaondiiion
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February 26, 2003
Page 3

analyses and skills set forth in points 1) and 2) quoted above from the Policy. More specifically,
Dr. Bianchi has served as the medical director for another cosmetic laser hair removal and skin
rejuvenation center, Skin Nuvo of Spokane, since October 2002. This center offers most of the
same services as those provided by the Laser Works employees. It also utilizes very similar laser
or pulsed light equipment to that used by the Laser Works employees. In short, this prior
experience and familiarity with procedures, equipment and typical customer skin concerns
(including potential risks and effects) of a cosmetic laser hair removal and skin care center give
Dr. Bianchi an ideal background to provide physician oversight for Laser Works.

Dr. Bianchi has also received and continues receive specialized training and certification
in cosmetic medicine, laser hair removal and other skin rejuvenation treatments. Last year she
successfully completed an advanced certification course in California for FotoFacial and multi-
application of pulsed optical light and radio frequency technology. This course was provided by
Stephan Mulholland, MD and Patrick Bitters, MD, who are widely known and published in as
specialists in the area of cosmetic laser, intense pulsed light and pulsed light/radio frequency
treatments (credit for the course applied toward the Physician’s Recognition Award of the
American Medical Association).! Dr. Bianchi’s training retated to cosmetic medicine includes
her certification for intensive hands-on Botox injection training through the Perfect Skin Laser
Center with Dr. Ivy! W. Wells in Boise, Idaho. She is also registered for an intensive two-day
Aesthetics Workshop in approximately two weeks (March 2003) that includes advanced training
in hatr removal, the role of lasers in aesthetics, skin resurfacing, micro-dermabrasion, Botox,
collagen injection and other procedures. (We would be happy to provide you copies of
certification and coursework documentation of Dr. Bianchi’s training, as well as her resume,
should you request it.)

We believe Dr. Bianchi’s cumulative experience, specialized training and credentials
make her exceptionally qualified to provide the employees of Laser Works with physician
oversight and to act as Laser Works® medical director. We are also confident that her location in
Spokane will not impede her ability to handle any issues that may arise. As mentioned above,
she will schedule regular visits to Laser Works’ office, will be always accessible for consultation
by telephone and, if special trips are ever necessary, has ready access by airline shuttles that
leave for Seattle every onc-and-one-half hours.

Laser Works has also always had available for consultation a registered nurse, Bonnie J.
Schmidt. Ms. Schmidt has been a registered nurse since 1978 and is currently licensed in
Washington, California, Oregon, Nevada, Arizona and New York. She currently acts as a
medical laser consultant to various medical doctors and laser clinics throughout Washington,
Oregon, California and Nevada.

" It bears mention that two of the four machines used by the Laser Works employees are intense pulsed light and
pulsed light/radio frequency devices rather than jasers.
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Ms. Schmidt’s experience with laser technology is extensive. She was first certified as a
laser technician in 1998. She assisted in pioneering the Alexanderite laser for ESC Medical
Systems in 1998 and established starting parameters and protocols for ESC training manuals.
She also assisted in pioneering the 1094 YAG laser and established starting parameters and
protocols for Altus Medical laser training manuals. Ms. Schmidt is also certified in the use of
intense pulse light systems manufactured by Syneron (the Aurora) and Lumines Medical
Systems (the Quantum) for hair removal and Photo rejuvenation. She also obtained certification
from Dr. Patrick Bitters (mentioned above regarding Dr. Bianchi’s training); from Altus Medical
for the 1064 YAG laser for treatment of veins and advance training in hair removal for dark skin
types 3, 5 and 5; and from Biomedic for Obagi. She also has advanced training in micro-
dermabrasion. Ms. Schmidt has personally performed over 4000 laser treatments with various

lasers and intense pulse light systems for hair removal, photo facial, vein treatment, sun damage
and age spot treatments.

Although she is not located in Washington, Ms. Schmidt has occasionally visited the
Laser Works office in Seattle and has always been a resource available by telephone. Laser
Works has now determined that she will increase the time she spends at Laser Works and be on
site at the Laser Works office one day each week. She will also continue to be available at all
times by telephone should any need arise.

In my letter to Ms. Crowley, | describe in detail the background of the employees in the
various procedures they perform at Laser Works (see pages 2-3). Suffice here to say that each
of them is well experienced, skilled and compelent, as Dr. Bianchi agrees. We are confident that
they compare favorably with other persons who provide the same services in this industry.

The consistent lack of harm or injury to Laser Works customers over the years is perhaps
the best testament to the employees’ high level of professional competence as a group. .Now in
its fourth year of operation, Laser Works has not once received a complaint evidencing any type
of serious or permanent injury caused to a Laser Works customer by any of the employees during
their tenures at the company. Laser Works’ owners estimate that the company treats
approximately three to five hundred customers each month; roughly four to five thousand yearly.
Despite these numbers, customer complaints of any type are extraordinarily rare. As is explained
to customers prior to treatment, some redness, puffing of the skin and other minor irritations
sometimes follow treatment, conditions that are transient and strictly temporary. To the
knowledge of Laser Works’ management and employees, there has not been a single incident of
serious or permanent burning, scarring or skin disfigurement caused by Laser Works” during its
entire existence.

When Ms. Crowley of the DOH initially visited Laser Works, she collected charts on
several of Laser Works’ customers. We assumed these charts might have somehow been related
to a communication or complaint to DOH that triggered the investigation. Laser Works
contacted the persons whose charts Ms. Crowley had taken. Not one of them imdiicated
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dissatisfaction with treatment by the employees or Laser Works. In fact, not one of them
contacted said they had complained in any fashion about Laser Works’ treatments. To the
contrary, these customers complimented Laser Works’ services, indicated they would use its
services again, and even volunteered to attest Lo this satisfaction in writing. We would very
much like to know the nature of whatever contact or communication triggered the current DOH
investigation, as the details of such communication have not been shared with us. If some
customer of Laser Works has indeed been injured, Laser Works would certainly like to hear this
and take whatever measures are necessary or that you would recommend to avoid this happening
again. Until we learn otherwise, Laser Works remains unaware of a single incidence in which its
employees have caused customer harm.

On a different topic, we would also like to address the qusstion of whether the laser and
pulse light systemns used at Laser Works are equipment that can only be sold to persons with
prescriptive authority such as medical doctors. Again, this subject is dealt with in the letter to
Ms. Crowley in detail, but since the time that letter was written we have continued (o look into
this issue and would appreciate information and guidance from you.

The Policy indicates that the MQAC regards most lasers used for medical or medical like
purposes as restricted for sale to medical personnel with prescriptive authority. Whether the
particular machines used by Laser Works (identified in the letter to Ms. Crowley, p. 3) can only
be purchased by such persons under FDA regulations, and whether the particular manufacturers
of the systems do so restrict their sale, remain issues that may or may not have an impact on the
DOH investigation of Laser Works, but which in any event we would like to better understand.
None of the manufacturers of the four machines Laser Works uses informed Laser Works that
the systems could only be purchased by a physician with prescriptive authority because of FDA,
state or any other regulatory or other constraints. Two of them insisted that a doctor be on the
leases as a matter of financial security. As a result, Laser Works purchased two of its systems
with Dr. Fisher’s name and assistance, and two of them without his name or any involvement by
Dr. Fisher or by anyone with prescriptive authority.

Specifically, Lumines Medical Systems is one of the companies that have made its lasers
available for purchase to the owners of Laser Works without any restriction or even inquiry
about persons with prescriptive rights. No such restriction was mentioned in the documents that
accompany the equipment. The Lumines lasers have been made available via persona! payment
and/or financing through conventional banks or other means with no involvement of a physician
whatsoever. Nonetheless, when | met with Ms. Crowley, she asserted the view that the various
manufacturers, including Lumines, can only sell their systems to persons with prescriptive
authority.

The point is simply that Laser Works and its employees were never aware that its laser

and intense pulse light systems might have been subject to such restrictions. Particularly if this
is true and may have some impact on the employees, and also for purposes of Laser Works
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current and future dealings with industry laser or IPL manufacturers, we would very much
appreciate information and direction from you on this matter.

Please contact me at your earliest convenience in response to this letter. On behalf of the
employees, it 1S our continuing commitment 1o cooperate with all involved in this investigation
and to initiate any changes the DOH believes are necessary. Dr. Bianchi also makes this a
priority matter and is available to you at any time.

Very truly yours,

SOF:sof
cc: clients
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STEPHAN O. FJELSTAD PLLC

ATTORNEY AT LAW . 6
1424 FOURTH AVENUE, SUITE 909 DATE: FEBRUARY 2 ’ 2003
SEATTLE, WASHINGTON 98101-2217 TIME: 3:33PM
VOICE: {206) 903-0664 - NUMBER OF PAGES WITH CovER: 7

FAX: (206) 903-6144
EMalL: felsiad@winstarmail.com

FACSIMILE COVER SHEET
TO: Chyma Miller-Smith FAX NO.: (360) 586-0123
Unlicensed Practice Program TELE. NO: (360) 2364659

DOH

FROM: Stephan O. Fjelstad
RE: DOH Investigation of Laser Works of Seattle—Letter

CLIENT REF.:
If any of these pages are not legible or you do not receive all the pages, please call (206) 903-0664.
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CONFIDENTIALITY NOTICE: This facsimile transmission may contain confidential end priviteged information. The
information Is imtended for the use of the addressee only. If you are not the intended recipient, you are hereby
nolified that any disclosure, copying, distribution or the taking of any aclion In reliance on the contants of thie
telecopied information is strictly prohiblted. If you have recelvad this telecopy in error, please immadiately notify ua
by telephone to arrange (or a return of the original message to us.

BIANCHI, ELIZABETH 2005100073MD PAGE 56



February 26, 2003
Page 2

As you know, the Policy allows the use of a laser for dermatologic purposes, such as hair
removal, to be delegated with appropriate oversight by a physician. The Policy discusses the
scope of “appropriate oversight” and lists three prerequisite skills the physician should possess:

1) The physician must be skilled in the diagnosis, selection and treatment of
patients with skin conditions being considered for treatment with a laser.

2) The physician must know the indications for and against the various
treatrnents available for the specific skin condition to be treated with a laser
and be familiar with the risks, effects and side effects of the proposed laser
treatment.

3) The physician must be certifiably trained in the theory and use of medical
Jasers and have sufficient practical hands on experience in the use of a laser to
make the oversight of another laser user real and meaningful.

Until very recently, Laser Works had retained Dr. John Fisher as its medical director to
provide physician oversight and be available to consult with the employees or to assist Laser
Work’s customers should any physical problems arise. Dr. Fisher unfortunately resigned late
last December 2002 as medical director. His resignation was one of the pnmary concerns Ms.
Crowley emphasized to me in a meeting we held on January 15, 2003 to discuss the DOH
investigation.

Following Dr. Fisher’s resignation, Laser Works had immediately sought the assistance
of a new medical director, and on the same day as the meeting with Ms. Crowley, January 15,
2003, Dr. Elizabeth Bianchi agreed to act as Laser Work’s new medical director effective
immediately. Dr. Bianchi contacted Dr. George Heye of MQAC within a few days of her
appointment as Laser Works’ new medical director to discuss the Policy and his insights on the
requirements for compliance. Dr. Bianchi is committed to working with the DOH and MQAC as
closely as possible to satisfy any concerns raised in the investigation.

After her appointment as medical director, Dr. Bianchi quickly got up to speed on the
procedures followed by the Laser Works employees and the equipment they use through
telephone calls and spent extensive time visiting the office to meet personally with the
employees and review procedures and treatments followed. She concluded based on her
personal observations that the employees are well experienced and competent in performing the
services and treatments offered at Laser Works. At this time, it is anticipated that Dr. Bianchi
will make regular personal visits to Laser Works’ office at least twice monthly and has been and
will remain available by telephone (inctuding cell phone) to the employees should any special
need arise at any time.

- We believe Dr. Bianchi's credentials and experience more than satisfy the various

physician skill and oversight guidelines prescribed in the Policy. She has been board certified in
femily practice since 1998 and is generally qualified concerning the various skin condition
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analyses and skills set forth in points 1) and 2) quoted above from the Policy. More specifically,
Dr. Bianchi has served as the medical director for another cosmetic laser hair removal and skin
rejuvenation center, Skin Nuvo of Spokane, since October 2002. This center offers most of the
same services as those provided by the Laser Works employees. It also utilizes very similar laset
or pulsed light equipment to that used by the Laser Works employees. In short, this prior
experience and familiarity with procedures, equipment and typical customer skin concerns
(including potential risks and effects) of a cosmetic laser hair removal and skin care center give
Dr. Bianchi an ideal background to provide physician oversight for Laser Works.

Dr. Bianchi has also received and continues receive specialized training and certification
in cosmetic medicine, laser hair removal and other skin rejuvenation treatments. Last year she
successfully completed an advanced certification course in California for ForoFacial and multi-
application of pulsed optical light and radio frequency technology. This course was provided by
Stephan Mulholland, MD and Patrick Bitters, MD, who are widely known and published in as
specialists in the area of cosmetic laser, intense pulsed light and pulsed Iight/radio frequency
treatments (credit for the course applied toward the Physician’s Recognition Award of the
American Medical Association).! Dr. Bianchi’s training related to cosmetic medicine includes
her certification for intensive hands-on Botox injection training through the Perfect Skin Laser
Center with Dr. vyl W. Wells in Boise, Idaho. She is also registered for an intensive two-day
Aesthetics Workshop in approximately two weeks (March 2003) that includes advanced fraining
in hair removal, the role of lasers in aesthetics, skin resurfacing, micro-dermabrasion, Botox,
collagen injection and other procedures. (We would be happy to provide you copies of
certification and coursework documentation of Dr. Bianchi’s training, as well as her resume,
should you request jt.)

We believe Dr. Bianchi’s cumulative experience, specialized training and credentials
make her exceptionally qualified to provide the employees of Laser Works with physician
oversight and to act as aser Works’ medical director. We are also confident that her location in
Spekane will not impede her ability to handle any issues that may arise. As mentioned above,
she will schedule regular visits to Laser Works® office, will be always accessible for consultation
by telephone and, if special trips are ever necessary, has ready access by airline shuttles that
leave for Seattle every one-and-one-half hours.

Laser Works has also always had available for consuijtation a registered nurse, Bonnie J.
Schmidt. Ms, Schmidt has been a registered nurse since 1978 and is currently licensed in
Washington, California, Oregon, Nevada, Arizona and New York. She currently acts as a
medical laser consultant to various medical doctors and laser clinics throughout Washington,
Oregon, California and Nevada.

' Tt bears mention that twa of the four machines used by the Laser Works employees are intense pulsed light and
pulsed light/radio frequency devices rather than losers.
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Ms. Schmidt’s experience with laser technology is extensive. She was first certilied as a
laser technician in 1998. She assisted in pioneering the Alexanderite laser for ESC Medical
Systems in 1998 and established starting parameters and protocols for ESC training manuals.
She also assisted in pioneering the 1094 YAG laser and established starting parameters and
protocols for Altus Medical laser training manuals. Ms. Schmidt is also certified in the use of
intense pulse light systems manufactured by Syneron (the Aurora) and Lumines Medical
Systemns (the Quantum) for hair removal and Photo rejuvenation. She also obtained certification
from Dr. Patrick Bitters {(mentioned above regarding Dr. Bianchi’s training); from Altus Medical
for the 1064 YAG laser for treatment of veins and advance training in hair removal for dark skin
types 3, 5 and 5: and from Biomedic for Obagi. She also has advanced training in micro-
dermabrasion. Ms. Schmidt has personally performed over 4000 laser treatments with various
lasers and intense pulse light systems for hair removal, photo facial, vein treaunent, sun damage
and age spot treatments.

Although she is not located in Washington, Ms. Schmidt has occasionally visited the
Laser Works office in Seartle and has always been a resource available by telephone. Laser
Works has now determined that she will increase the time she spends at Laser Works and be on
site at the Laser Works office one day each week. She will also continue to be available at all
times by telephone should any need arise.

In my letter to Ms, Crowley, 1 descnibe in detail the background of the employees in the
various procedures they perform at Laser Works (see pages 2-3). Suffice here to say that each
of them i5 well experienced, skilled and competent, as Dr. Bianch: agrees. We are confident that
they compare favorably with other persons who provide the same services in this industry.

The consistent lack of harm or injury to Laser Works customers over the years is perhaps
the best testament to the employees’ high level of professional competence as a group.. Now 1n
its fourth year of operation, Laser Works has not once received a complaint evidencing any type
of serious or permanent injury caused to a Laser Works customer by any of the employees during
their tenures at the company. Laser Works’ owners estimate that the company treats
approximately three to five hundred customers each month; roughly four to five thousand yearly.
Despite these numbers, customer complaints of any type are extraordinanly rare. As is explained
to customers prior to treatment, some redness, puffing of the skin and other minor irritations
sometimes follow treatment, conditions that are transient and strictly temporary. To the
knowledge of Laser Works’ management and employees, there has not been a single incident of

serious or permanent burning, scarring or skin disfigurement caused by Laser Works® during its
entire existence.

When Ms. Crowley of the DOH initially visited Laser Works, she collected charts on
several of Laser Works' customers. We assumed these charts might have somehow been related
to a communication or complaint to DOH that triggered the investigation. Laser Works
contacted the persons whose charts Ms. Crowley had taken. Not one of them indicated
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dissatisfaction with treatment by the employees or Laser Works. In fact, not one of them
contacted said they had complained in any fashion about Laser Works’ treatments. To the
contrary, these customers complimented Laser Works’ services, indicated they would use its
services again, and even volunteered to attest to this satisfaction in writing. We would very
much like to know the nature of whatever contact or communication triggered the current DOH
investigation, as the details of such communication have not been shared wath us. If some
customer of Laser Works has indeed been injured, Laser Works would certainly like to hear this
and take whalever measures are necessary or that you would recommend to avoid this happening
again. Unti] we learn otherwise, Laser Works remains unaware of a single incidence in which its
employees have caused customer harm.

On a different topic, we would also like to address the question of whether the laser and
pulse light systems used at Laser Works are equipment that can only be sold to persons with
prescriptive authority such as medical doctors. Again, this subject is dealt with in the letter to
Ms, Crowley in detail, but since the time that letter was written we have continued to look into
this issue and would appreciate information and guidance from you.

The Policy indicates that the MQAC regards most lasers used for medical or medical like
purposes as restricted for sale to medical personnel with prescriptive authority. Whether the
particular machines used by Laser Works (identified in the letter to Ms. Crowley, p. 3) can only
be purchased by such persons under FDA regulations, and whether the particular manufacturers
of the systems do so restrict their sale, remain issues that may or may not have an impact on the
DOH investigation of Laser Works, but which in any event we would like to better understand.
None of the manufacturers of the four machines Laser Works uses informed Laser Works that
the systems could only be purchased by a physician with prescriptive authonty because of FDA,
state or any other regulatory or other constraints. Two of them insisted that a doctor be on the
leases as a matter of financial secunty. As a result, Laser Works purchased two of its systems
with Dr. Fisher’s name and assistance, and two of them without his name or any involvement by
Dr. Fisher or by anyone with prescriptive authority.

Specifically, Lumines Medical Systems is one of the companies that have made its lasers
available for purchase to the owners of Laser Works without any restriction or even inquiry
about persons with prescriptive rights. No such restriction was mentioned in the documents that
accompany the equipment. The Lumines lasers have been made available via personal payment
and/or financing through conventional banks or other means with no involvement of a physician
whatsoever. Nonetheless, when [ met with Ms. Crowley, she asserted the view that the various

manufacturers, including Lumines, can only sell their systems to persons with prescriptive
authority. '

The point is simply that Laser Works and its employees were never aware that its laser

and intense pulse light systems might have been subject to such restrictions. Particularly if this
is true and may have some impact on the employees, and also for purposes of Laser Works'
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current and future dealings with indusiry laser or IPL manufacturers, we would very much
appreciate information and direction from you on this matter.

Please contact me at your earliest convenience in response to this letter. On behalf of the
employees, it is our continuing commitment to cooperate with all involved in this investigation
and to initiate any changes the DOH believes are necessary. Dr. Bianchi also makes this a
priority matter and is available to you at any time.

Very truly yours,

SOF:sof
cc: clients

BIANCHI, ELIZABETH 2005100073MD PAGE 61



Health Professions Quality Assurance Division
investigation Service Unit

MEMORANDUM TO FILE

DATE: February 27, 2003
TO: . Maryella //
FROM: Chyma L \\\\'

Unlicensed Practice Program
SUBJECT: Laser Works of Seattle
Attached is a letter from Stephan Fjelstad, Atiorney for the Respondents in three of our
unlicensed cases concerning performing laser hair removal by unlicensed persons and
inappropriate or lack of supervision by a medical doctor.
Mr. Fielstad is in receipt of the MCAQ policy dated 10/25/02 developed by Dr. Heye on
“Use of Lasers in Skin Care and Treatment”. He is looking for technical assistant in
understanding the policy and classification of lasers and pulse light systems as
equipment (medical) and the necessity to have prescriptive authority to purchase.
it appears Mr. Fielstad is attempting to work at complying with MQAC policy but is
asking for some assistance. For your information, Medical Investigation is currently
looking at Dr. Bianchi and her involvement, (supervision} of the Spokane clinic, Skin
Nuvo of Spokane, owned by the same group that owns Laser Works of Seattle.

Please have someone review and respond to Mr. Fjelstad letter.

Thanks.

ma,t/ el -
_fLLO IS 3\10* YT

{or Hue ﬁu& +o
dociument, we Gl )
Yespondil to Ha

@’e atforney for
+eehweced ¢mdtina

BIANCHI, ELIZABETH 2005100073MD PAGE 62



STATE OF WASHINGTON
DEPARTMENT OF HEALTH

Olynysia, Washington 9850

February 27, 2003

Stephan O. Fjelstad

Attorney At Law

1424 Fourth Avenue Suite 090
Seattle, WA 98101-2217

RE: Laser Works of Seatile

Dear Mr. Fjelstad:

| am in receipt of your February 26, 2003, letter as follow up concerning our current
unlicensed invesligation into Laser Works of Seattle. Your letter has been added to the
unlicensed investigation files of Gelnette, Winterstein, and Shoengarth, all employees of
Laser Works of Seattle.

Due to your request for technical assistance concerning the Medical Quality Assurance
Commission's (MQAC) policy on Laser Treatments, | am referring your February 26,
2003, letter to Maryella Jansen, Deputy Executive Director for MQAC for review and
response. | am sure MQAC will be able to address the other issues you have raised
concerning the classification of lasers and pulse light systems as equipment (medical)
and the necessity 1o have prescriptive authority to purchase.

-In the meantime, the investigation files against your clients have been sent to the
Unlicensed Practice Program legal staff for review. The department policy allows the
case disposition, which includes legal review up to 140 days to complete.

If you have any further questions related to Uniicensed Practice Program or checking the
on status of your client’s case, please feef free to contact me at the telephone number
listed below.

- _Chyma Milter-Smith
‘Unlicensed Practice Program
PO Box 47874

Olympia WA 98504-7874
360.236.4659

C: Maryella Jansen ;
Deputy Executive Director
Medical Quality Assurance Commission

o<z
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Health Professions Quality Assurance Division
Investigation Service Unit

MEMORANDUM TO FILE

DATE: February 27, 2003

TO: Maryella //
/1 W
FROM: Chyma (AW

Unlicensed Practice Program

SUBJECT: Laser Works of Seattle

Attached is a letter from Stephan Fjeistad, Attorney for the Respondents in three of our
unlicensed cases concerning performing taser hair removal by unlicensed persons and
inappropriate or lack of supervision by a medical doctor.

Mr. Fjelstad is in receipt of the MCAQ policy dated 10/25/02 developed by Dr. Heye on
“Use of Lasers in Skin Care and Treatment”. He is looking for technical assistant in
understanding the policy and classification of lasers and pulse light systems as
equipment (medical) and the necessity to have prescriptive authority to purchase.

It appears Mr. Fjelstad is attempting to work at complying with MQAC policy but is
asking for some assistance. For your information, Medical Investigation is currently
looking at Dr. Bianchi and her involvement, {(supervision) of the Spokane clinic, Skin
Nuvo of Spokane, owned by the same group that owns Laser Works of Seattle.
Please have someone review and respond to Mr. Fjelstad letter.

Thanks.
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STEPHAN O. FIELSTAD PLLC
ATTORNEY AT LAW
1424 FOURTH AVENUE, SUITE 909
SEATTLE, WASHINGTON 98101-2217
VOICE: {206) 303-0664
FAX: (206) 503-6144
EmaiL: fjelstad@winstarmail.com

February 26, 2003

Chyma Miller-Smith

Health Care Investigator
Unlicensed Practice Program
Department of Health

PO Box 47874

Olympia, WA 98504-7874

Re:  Investigation of Laser Works of Seartle Employces by Department of Health

Dear Ms. Miller-Smith:

As you know, I represent the three employees of the company Laser Works of Seattle,
namely Marilyn Gelnette, Shaney Shoengarth and Cheri Winterstein (collectively, the
“employees”) regarding the Department of Health (DOH) investigation as to whether these
individuals have practiced medicine. My understanding is that your program is now
coordinating the investigation for DOH.

I previously wrote a letter dated January 15, 2003, to Gayle M. Crowley, the initial
Health Care Investigator assigned to this case, explaining our preliminary position on the issue of
whether we believe the employees have practiced medicine. I presume that letter is part of the
file Ms. Crowley forwarded to your office and it gives a detailed background of the nature of
Laser Works and the work its employees.perform. (If for any reason my letter to Ms. Crowley
has not reached you or is not part of the file, please let me know and ] will supply another copy
immediately.) Our position in the letter to Ms. Crowley is that we do not believe the employees
have practiced medicine. Regardless of how that question may ultimately be resolved, however,
I wish to emphasize on behalf of my clients that our singular aim is to ensure that they and Laser
Works are in compliance with the provisions set forth in the recent Medical Quality Assurance
Commission (MQAC) 10-25-02 policy statement entitled “Use of Lasers in Skin Care and
Treatment” (the Policy). | write to you now to explain additional actions that have been taken to
ensure compliance, to provide additional information not contained in my previous letter to Ms.
Crowley and to seek your guidance in achieving satisfactory compliance if additional measures
are needed.
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As you know, the Policy allows the use of a laser for dermatologic purposes, such as hair
removal. to be detegated with appropriate oversight by a physician. The Policy discusses the
scope of “appropriatc oversight” and lists three prerequisite skilis the physician should possess:

1} The physician must be skilled in the diagnosis, selection and treatment of
patients with skin conditions being considered for treatment with a laser.

2) The physician must know the indications for and against the various
treatments available for the specific skin condition to be treated with a laser
and be familiar with the risks, effects and side effects of the proposed laser
treatment. :

3) The physician must be certifiably trained in the theory and use of medical
lasers and have sufficient practical hands on experience in the use of a laser to
make the oversight of another laser user real and meaningful.

Until very recently, Laser Works had retained Dr. John Fisher as its medical director to
provide physician oversight and be available to consult with the employees or to assist Laser
Work’s customers should any physical problems arise. Dr. Fisher unfortunately resigned late
last December 2002 as medical director. His resignation was one of the primary concerms Ms.
Crowley emphasized to me in a meeting we held on January 15, 2003 to discuss the DOH
investigation.

Following Dr. Fisher’s resignation, Laser Works had immediately sought the assistance
of a new medical director, and on the same day as the meeting with Ms. Crowley, January 15,
2003, Dr. Elizabeth Bianchi agreed to act as Laser Work’s new medical director effective
immediately. Dr. Bianchi contacted Dr. George Heye of MQAC within a few days of her
appointment as Laser Works’ new medical director to discuss the Policy and his insights on the
requirements for compliance. Dr. Bianchi is committed to working with the DOH and MQAC as
closely as possible to satisfy any concemns raised in the investigation.

After her appointment as medical director, Dr. Bianchi quickly got up to speed on the
procedures followed by the Laser Works employees and the equipment they use through
telephone calls and spent extensive time visiting the office to meet personally with the
employees and review procedures and treatments followed. She concluded based on her
personal observations that the employees are well experienced and competent in performing the
services and treatments offered at Laser Works. At this time, it is anticipated that Dr. Bianchi
will make regular personal visits to Laser Works” office at least twice monthly and has been and

will remain available by telephone (including cell phone) to the employees should any special
need arise at any time.

- We believe Dr. Bianchi’s credentials and experience more than satisfy the various

physician skill and oversight guidelines prescribed in the Policy. She has been board certified in
family practice since 1998 and is generally qualified concemning the various skin condition
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analyses and skills set forth in points 1) and 2) quoted above from the Policy. More specifically,
Dr. Bianchi has se¢rved as the medical director for another cosmelic laser hair removal and skin
rejuvenation center, Skin Nuvo of Spokane, since October 2002. This center offers most of the
same services as those provided by the Laser Works employees. It also utilizes very similar laser
or pulsed light equipment 1o that used by the Laser Works employees. In short, this prior
expenence and familiarity with procedures, equipment and typical customer skin concerns
(including potential risks and effects) of a cosmetic laser hair removal and skin care center give
Dr. Bianchi an ideal background to provide physician oversight for Laser Works.

Dr. Bianchi has also received and continues receive specialized training and certification
in cosmetic medicine, iaser hair removal and other skin rejuvenation treatments. Last year she
successfully completed an advanced certification course in California for FotoFacial and mulu-
application of pulsed optical light and radio frequency technology. This course was provided by
Stephan Mulholland, MD and Patrick Bitters, MD, who are widely known and published 1n as
specialists in the area of cosmetic laser, intense pulsed light and pulsed light/radio frequency
treatments (credit for the course applied toward the Physician’s Recognition Award of the
American Medical Association).! Dr. Bianchi’s training related to cosmetic medicine includes
her certification for intensive hands-on Botox injection training through the Perfect Skin Laser
Center with Dr. vyl W. Wells in Boise, Idaho. She is also registered for an infensive two-day
Aesthetics Workshop in approximately two weeks {March 2003) that includes advanced training
in hair removal, the role of lasers in aesthetics, skin resurfacing, micro-dermabrasion, Botox,
collagen injection and other procedures. (We would be happy to provide you copies of
certification and coursework documentation of Dr. Bianchi’s training, as well as her resume,
should you request it.)

We believe Dr. Bianchi's cumulative experience, specialized training and credentials
make her exceptionally qualified to provide the employees of Laser Works with physician
oversight and to act as Laser Works” medical director. We are also confident that her location in
Spokane will not impede her ability to handle any issues that may arise. As mentioned above,
she will schedule regular visits to Laser Works' office, will be always accessible for consultation
by telephone and, if special trips are ever necessary, has ready access by airline shuttles that
leave for Seattle every one-and-one-half hours.

Laser Works has also always had available for consultation a registered nurse, Bonnie J.
Schmidt. Ms. Schmidt has been a registered nurse since 1978 and is currently licensed in
Washington, California, Oregon, Nevada, Arizona and New York. She currently acts as a
medical laser consultant to various medical doctors and laser clinics throughout Washington,
Oregon, California and Nevada.

" It bears mention that two of the four machines used by the Laser Works employees are mtcnse pulsed light and
pulsed lightradio frequency devices rather then lasers.
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Ms. Schmidt’s. experience with laser technology is extensive. She was first certified as a
{aser technician in 1998. She assisied in pioneenng the Alexandente laser for ESC Medical
Systems in 1998 and established starting parameters and protocols for ESC training manuals.
She also asststed in pioneering the 1094 YAG laser and established starting parameters and
protocols for Altus Medical laser training manuals. Ms. Schmidt is also certified in the use of
intense pulse light systems manufactured by Syneron (the Aurora) and Lumines Medical
Systems (the Quantum) for hair removal and Photo rejuvenation. She also obtained certification
from Dr. Patrick Bitters (mentioned above regarding Dr. Bianchi’s training); from Altus Medical
for the 1064 YAG laser for treatment of veins and advance training in hair removal for dark skin
types 3, 5 and 5; and from Biomedic for Obagi. She also has advanced training in micro-
dermabrasion. Ms. Schmidi has personally performed over 4000 laser treatments with various
lasers and intense pulse light systems for hair removal, photo facial, vein treatment, sun damage
and age spot treatments.

Although she is not located in Washington, Ms. Schmidt has occasionally visited the

. Laser Works office in Seattle and has always been a resource available by telephone. Laser
Works has now determined that she will increase the time she spends at Laser Works and be on
site at the Laser Works office one day each week She will also continue to be available at all
times by telephone should any need arise.

In my letter to Ms. Crowley, [ desenbe in detail the background of the employees in the
various procedures they perform at Laser Works (see pages 2-3).  Suffice here to say that each
of them is well experienced, skilled and competent, as Dr. Bianchi agrees. We are confident that
they compare favorably with other persons who provide the same services in this industry.

The consistent lack of harm or injury to Laser Works customers over the years is perhaps
the best testament to the employees’ high level of professional competence as a group. Now in
its fourth year of operation, Laser Works has not once reccived a complaint evidencing any type
of serious or permanent injury caused to a Laser Works customer by any of the employees during
their tenures at the company. Laser Works’ owners estimate that the company treats
approximately three to five hundred customers each month; roughly four to five thousand yearly.
Despite these numbers, customer complaints of any type are extraordinarily rare. As is explained
to customers prior to treatment, some redness, puffing of the skin and other minor irmitations
sometimes follow treatment, conditions that are transient and stricly temporary. To the
knowledge of Laser Works’ management and employees, there has not been a single incident of
serious or permanent burning, scamng or skin disfigurement caused by Laser Works’ during its

entire existence.

When Ms. Crowley of the DOH initially visited Laser Works, she collected charts on
several of Laser Works’ customers. We assumed these charts might have somehow been related
to a communication or complaint to DOH that triggered the investigation. Laser Works
contacted the persons whose charts Ms. Crowley had taken. Not one of them indicated
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dissatisfaction with treatment by the employees or Laser Works. In fact, not one of them
contacted said they had complained in any fashion about Laser Works’ treatments. To the
contrary. these customers complimented Laser Works’ services, indicated they would use its
services again, and even volunteered to attest to this satisfaction in writing. We would very
much like to know the nature of whatever contact or communication triggered the current DOH
investigation, as the details of such communication have not been shared with us. If some
customer of Laser Works has indeed been injured, Laser Works would certainly like to hear this
and take whatever measures are necessary or that you would recommend to avoid this happening
again. Until we learn otherwise, Laser Works remains unaware of a single incidence in which its
employees have caused customer harm.

On a different topic. we would also like 10 address the question of whether the laser and
pulse light systems used at Laser Works are equipment that can only be sold to persons with
prescriptive authority such as medical doctors. Again, this subject is dealt with in the letter fo
Ms. Crowley in detail, but since the time that letter was written we have continued to look into
this 1ssue and would appreciate information and guidance from you. :

The Policy indicates that the MQAC regards most lasers used for medical or medical like
purposes as restricted {or sale to medical personnel with prescnptive authority. Whether the
particular machines used by Laser Works (i1dentified in the letter to Ms. Crowley, p. 3) can only
be purchased by such persons under FDA regulations, and whether the particular manufacturers
of the systems do so restrict their sale, rematn issues that may or may not have an impact on the
DOH investigation of Laser Works, but which in any event we would like to better understand.
None of the manufacturers of the four moachines Laser Works uses informed Laser Works that
the systems could only be purchased by a physician with prescriptive authority because of FDA,
state or any other regulatory or other constraints. Two of them insisted that a doctor be on the
leases as a matter of financial secunity. As a result, Laser Works purchased two of its systems
with Dr. Fisher’s name and assistance, and two of them without his name or any involvement by
Dr. Fisher or by anyone with prescriptive authority.

Specifically, Lumines Medicel Systems is one of the companies that have made its lasers
available for purchase to the owners of Laser Works without any restriction or even inquiry
about persons with prescriptive rights. No such restriction was mentioned in the documents that
accompany the equipment. The Lumines lasers have been made available via personal payment
and/or financing through conventional banks or other means with no involvement of a physician
whatsoever. Nonetheless, when [ met with Ms. Crowley, she asserted the view that the various

manufacturers, including Lumines, can only sell their systems to persons with prescriptive
authority. ’

The point is simply that Laser Works and its employees were never aware that its laser

and Intense pulse light systems might have been subject to such restrictions. Particularly if this
1s true and may have some impact on the employees, and also for purposes of Laser Works’
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current and future dealings with industry laser or IPL manufacturers, we would very much
appreciate \information and direction from you on this matter.

Please contact mne at your earliest convenience in response to this letter. On behalf of the
employees, it i our continuing commitment to cooperate with all involved in this investigation
and to inittate any changes the DOH believes are necessary. Dr. Bianchi also makes this a
prionity matter and is available to you at any time.

Very truly yours,

SOF:sof
cc: clients
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Unlicensed Practice Program
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Legal Unit

Health Professsion Quality Assurance

Department of Health
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Landreau, Teresa ‘

From: Landreau, Teresa

Sent: Tuesday, April 26, 2005 8:36 AM

To: fielstad@winstarmail.com’

Subject: Laser Works staff Gelnette, Shoengarth, Winterstein
April 26, 2005

Stephan O. Fjeltstad PLLC

Afttorney at Law

Dear Mr. Fjelstad,

I'm writing to you from the Depariment of Health, Health Professional Quality Assurance division, because our mail sent to
your Fourth Avenue, Seattle address regarding the subject line above was returned to us marked "“forwarding order
expired”. Please advise as to your current mailing address, and/or if you have questions, please give me acall. 'l be
away from my desk part of this morning, so if you call and miss me please leave a suggested time for my return call.
Thank you.

Sincerely,

Teresa Landreau

Staff Attorney, Dept of Health

Mail stop 47873

Olympia, WA 98504-7873

(360) 236-4845

Public Health — Always Working for a Safer and Heazlthier Washington

1
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
ADJUDICATIVE SERVICE UNIT

In the Matter of the Unlicensed Practice of ) -
Medicine by: ) Docket No. 04-07-B-1063UR
| )
MARILYN GELNETTE )} DECLARATION OF SERVICE
- ) BY MAIL
Respondent. )
)

I declare under penalty of perjury, under the laws of the state of Washington, that the
following is true and correct:

On August 23, 2005, 1 served a true and correct copy of the Findings of Fact, Conclusions
of Law and Final Order on Default (Failure to Respond), signed by the Health Law Judge on
August 22, 2005, by placing same in the U.S. mail by 5:00 p.m., postage prépaid, on the

following parties to this case:

Marilyn Gelnette
1001 4 Ave Ste 3200
Seattle WA 98154-1003

Richard McCartan, AAG
Office of the Attorney General
PO Box 40109

Olympia, WA 98504-0109

DATED: This 231d day of August, 2005.

(%me_ Cbu,uw,c

Darlena’Wallace, Adjudicative Service Unit
Hearing Scheduler

e Chyma Miller Smith, Program. Manager
Teresa Landreau, Legal Unit

DECLARATION OF SERVICE BY MAIL
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STATE OF WASHINGTON L S
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DEPARTMENT OF HEALTH o Sl U ;’?//fp -
PO Box 47879 * Olympia, Washinglon 98504-7879 4;'% ' “ g ST
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August 23, 2005 !

Manlyn Gelnette -
1001 4® Ave Ste 3200
Seatle WA 98154-1003

RE: Docket No. 04-07-B-1063UR
Dear Ms. Gelnette:

Enclosed please find Declaration of Service by Mail and Findings of Fact, Conclusions of
Law, and Final Order on Default (Failure to Respond) dated August 22, 2005.

Any questions regarding the terms and conditions of the Order should be directed to
Chyma Miller Smith, Program Manager at (360} 236- 4659.

Sincerely,

5@3&1 Ao @W

Darlena Wallace

Hearing Scheduler

- Adjudicative Service Unit
PO Box 47879

Olympia, WA 98504-7879

ce: Richard Mc¢Cartan, AAG
Chyma Miller Smith, Program Manager
Teresa Landreau, Legal Unit

Enclosure

SAHSQAVHPQA\HPS2\Profession Services\AST\SecretaryAQther Epw“s\Ordcr Cover Letter - Default.doc
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unilicensed Practice )

of Medicine by: } Docket No. 04-07-B-1063UR
)
MARILYN GELNETTE ) FINDINGS OF FACT, CONCLUSIONS OF
} LAW, AND FINAL ORDER OF DEFAULT
Respondent. ) (Failure to Respond)

)
)

This matter comes before the Senior Health Law Judge, Presiding Officer, for
final Order of Default. Based on the record, the Prr—;siding Officer, on designation by the
Secretary of Health now issues the following:

Section 1: FINDINGS OF FACT

1.1 On April 20, 2005, the Program issued a Notice of Intent to Issue a Cease
and Desist Order (Notice of Intent) alleging unlicensed practice of medicine by
Respondent. A Notice of Opportunity for Settlement Hearing, and Answer to Notice of
Intent to Issue Cease and Desist Order and Request for Settlement and Hearing were
aiso issued at that time. These documents were served by U.S. Mail at Respondent's
last known addresses on June April 20, 2005.

1.2  On June 3, 2005, the Adjudicative Service Unit served upon Respondent a
Notice of Failure to Respond.

1.3  Taodate, the Adjudicative Service Unit has not received an Answer to the
Notice of Intent to Issue Cease and Desist Order.

1.4 The Secretary has no reason to believe Respondent is in active military

service or is a dependent of a member of the military in active military service.
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1.5  The Department of Health has filed the Declaration of Unlicensed Program
Manager, Dsavid Magby, with attached exhibits.

1.6  Marilyn Gelnette, Respondent, has never held a credential to practice as a
health care professional in the state of Washington.

1.7 During the timeframe including the period between November 5, 2002
through January 9, 2003, Respondent worked at a hair removal and skin r_ejuvenation
clinic known as Laser Works of Seattle (Laser Works), located in Tukwila, WA, where
the activities described herein occurred.

1.8 Respondent offered laser treatment to human patients as a cure for and to
ameliorate excessive haif, wrinkles aﬁd unsightly veins.

1.9 Respondent advisedlprospective patients that the laser energy she
applied was “medical treatment” with anticipated “clinical results” and potentially harmfui
side effects.

1.10 Respondent applied penetrating laser energy to human patients for hair
removal, wrinkle reduction, and improvement in the appearance of leg veins. Such
applications caused color changes, blisters and welts in the patients’ tissue.

1.11 Respondent provided antibiotic ointment to one or more patients who
suffered tissue damage from the laser applications and advised patients as to methods
of treatment for such damage.

Section 2: CONCLUSIONS OF LAW

2.1 The Secretary of Health has jurisdiction over Respondent and over the
subject matter of this proceeding.

22 Respondent is subject to the provisions of RCW chapters 18.71.011 and

18.71.021.
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2.3 Respondent did not file a response to the Notice of Intént to Issue Cease
and Desist Order within the time allowed by WAC 246-10-203. Pursuant to
RCW 18.130.090(1) and RCW 34.05.440, Respondent is in default an_d the Secretary
may issue a dispositive order based on the evidence presented to it.

2.4 ‘Based upon the Findings of Fact in Section 1, Respondent engaged in the
unlicensed practice of medicine in violation of RCW 18.71.011(1), (2), (3} and RCW
18.71.021.

2.5 The Secretary determines that sufficient grounds exist to issue a Cease
and Desist Order to Respondent, pursuant to RCW 18.130.190.

Section 3: ORDER

Based on the foregoing Findings of Fact and Conclusions of Law, the Secretary
of Health hereby makes the following FINAL ORDER.

3.1  Respondent shall perrqanently CEASE AND DESIST from engaging in
any and all conduct constituting practice of medicine unless she has obtained
appropriate licensure or otherwise meets an exemption

3.2 Respondent shall pay a civil fine in the amount of one thousand dollars
($1,000.00). The fine shali be paid by certified or cashier’s check or money order within
sixty (60) days of the filing of this order, payable to the Department of Health,
Unlicensed Practice Program, P.O. Box 1099, Olympia WA 98507-1099.

3.3  The effective date of this Final Order is the date the original bearing the
judge’s signature is filed with the Adjudicative Service Unit. The Respondent shall not
éubmit any fees or compliance documents until after the effective date of this Final

Order.
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Section 4: NOTICE TO PARTIES

As provided in RCW 34.05.461(3), RCW 34.05.470, and WAC 246-11-580, either
party may file a petition for reconsideration. The petition must be filed with the
Department of Health, Adjudicative Service Unit, P.O. Box 47879, Olympia,
WA 98504-7879, within ten (10) days of service of this Finél Order. The petition must
state the specific grounds upon which reconsideration is requested and the relief
requested. The petition for reconsideration shall not stay the effectiveness of this Final
Order. The petition for reconsideration is deemed to have been denied twenty (20)
days after the petition is filed if the Secretary of Health has not acted on the petition or
served written notice of the date by which action will be taken on the petition.

"Filing" means actual receipt of the document by the Adjudicative Service Unit,
RCW 34.05.010(6) and WAC 246-10-102. This Final Order was "served" upon you on
the day it was deposited in the United States mail, RCW 34.05.010(18). |
1
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Proceedings for judicial review may be instituted by filing a petition in the superior
court in accord with the procedures specified in chapter 34.05 RCW, Part V, Judicial
Review and Civil Enforcement. The petition for judicial review must be filed within thirty

(30) days after service of this Final Order, as provided by RCW 34.05.542.

DATED AMTM{— D A8 2008,

STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

Al 00

JOHN @umz, HEALTH LAW JODGE

PRESIDING OFFICER
Presented by:

TERESH LANDREAU, WSBA# 9591
Departfnent of Health Staff Attorney

’J/MXAM/G 2 295

Date

[ INTERNAL TRACKING NUMBERS: PROGRAM NO. 2002-08-0004UI ) ]
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Mattei of the Unlicensed Practice . - )

of Medicine by: ) DocketNo. 04-07-B-1063UR
. - ) o .
MARILYN GELNETTE ) DECLARATION OF PROGRAM MANAGER

} FOR FAILURE TO RESPOND
Respondent. )

)

The Program Manager of the Unlicensed Practice Program (Program) declares

as follows:

1. l.am the Manager of the Unlicensed Practice Program (Program).

2. | am familiar with the program file regarding Marilyn Ge_'lnette (Respondent).

3. On April 20, 2005, the Program issued a Notice of Intent to Issue Cease and Desist

Order alleging unlicensed practice of medicine by Respondent. A Notice of Opportunity
for Settlement Hearing, and Answer to Notice of Intent to Issue Cease and Desist Order
and Request for Settlement and Hearing were also issued at that time. On April 20, 2005,
these documents were served to Respondent’s last known address of: 411 Strander Bivd,
Suite 108, Tukwila, WA 98188 and to Respondent's counsel at 1424 Fourth Ave, Suite
909, Seattle, WA 98101-2217. On April 27, 2005, these documents were re-served to a
corrected address for Respondent's counsel at. 1001 4™ Ave., Suite 3200, Seattle, WA
98154-1003.

4. There is no information in the file to suggest that Respondent is in active military
service or is a dependent of a member of the military in active military service.

I
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5. Respondent has not filed a response to the Notice of Intent to Issue a Cease and
Desist Order. |
6. The attached documents are true and accurate copies of the following
documents contained in the prograrﬁ ﬁle 2002-09-0004UlI.
6.1  Email complaint, dated September 4, 2002, page 1. (Exhibit 1)
6.2 Internal DOH Memorandum to file of the telephone interview with Dr.
Fisher, page 31. (Exhibit 2)
6.3 Internal DOH Memorandum to file of the interview with Mr. Moore,
pages 32-33. (Exhibit 3)
6.4 A digital picture taken at Laser Works, Inc., page 34. (Exhibit 4)
6.5 A digital picture taken at Laser Works, Inc., page 37. (Exhibit 5)
6.6 A digital picture taken at Laser Works_, Inc., page 38. {Exhibit 6)
6.7 A digital picture taken at Laser Works, Inc. page 39. (Exhibit 7)
6.8 A digital picture taken at Laser Works, Inc. page 41. (Exhibit 8)
6.9 A copy of a form entitted “Reminders and Referrals” from Laser Works,
Inc., page 44. (Exhibit 9)
6.10 A copy of Laser Works, Inc., “Informed Consent” form, page 45.
(Exhibit 10) | |
6.11 A copy of Laser Works, Inc., “Patient Medical History” form, page 46,
(Exhibit 11) |
6.12 A copy of a form from Laser Works, Inc., page 50. (Exhibit 12)
6.13 A copy of “Post Treatment-Vascular” instructions from Laser Works, Inc.,

page 51. (Exhibit 13)
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6.14 A copy of Laser Works, Inc., “Informed Consent-Microdermabrasion” form,
page 55. (Exhibit 14)

6.15 A copy of Laser Works, Inc., “Informed Consent-Skin Rejuventation” form,
page 56. (Exhibit 15)

6.16 A copy of a patient’s treatment records from Laser Works, Inc., pages
64-69. (Exhibit 16)

6.17 Patient records. (Exhibit 17)

- 6.18 Pages 6-10 of the DOH investigative Report. {Exhibit 18)

6.19 Declaration and Curriculum Vitae of Brandith G. rwin, MD, dated July 26,
2005. (Exhibit 19) | |

| declare under penalty of perjury of the laws of the state of Washiﬁgton that the

foregoing is true and correct.

DATED this /& day of @w%

2005,
AVID BY /] /7 _
Unlicensed Practice Program Manager
[ INTERNAL TRACKING NUMBERS. Program No. 2002-09-0004UI
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Miller-Smith, Chyma

From: 4 - Identity - Whistleblower Regarding Health Care Provider - RC... |

Sent: Wednesday, September 04, 2002 11.59 AM
To:  Miller-Smith, Chyma

Subject: hair removal treatment

hello chyma,

MY N2ME is «- weniy - wisievoner.| and 1 am writing in regards to a hair removal treatment that I received
@laser works on Aug 28th. | was told by Marilyn Gelnette that if I did treatment on my check area she
could garentee 100% that [ would not get any redness or burns after the treatment and I would be able

to go to work and be fine. so i let her perform the treatment only on my left cheek because the laser

broke before she could finish the other side. And after the treatment my cheek was red and i received
blisters, only today is'my cheeks starting to get back to there normal color(9/4/02). I was wondering

what could be done to stop this from happening to me or another person. No one should go through this
treatment. Fell free to give me a call if you have any questions( - ceni - wisieoo. thank you for your time in -
this delectate matter. '

4 - Identity - Whistleblower Regarding

Do You Yahoo!?
Yahoo! Finance - Get real-time stock quotes

000001,

09/04/2002 _EXHe §
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MEMO TO FILE

December 17, 2002

CASE NO..  2002-08-0019UL; 2002-09-0004U!
SUBJECT:  Dr. John Fisher

On December 17, 2002, an interview was conducted with Dr. John Fisher. He is
identified as the Medical Director of Laser Works. Dr. Fisher says he has not been in
contact with Eric Moore and has no idea why | would be contacting him.

Dr. Fisher says he became their medical director to help them with financing of the laser,
etc. He says he really hasn't had much contact with the business, but receives a
monthly check for $500 from them to use him as the medical director.

Dr. Fisher states in the 3 years he has been involved in the business, he was only called
to see someone once, just after the business opened. He has not been to the business
in at least 6 months and has not worked with or know any of the employees working at
the business.

Dr. Fisher says he is employed full time as the Public Medical Doctor. He works for King
County in the jail systems at different locations. Dr. Fisher says it is his understanding
Eric Moore and Jeff Schmidt have nurses providing treatment at their office. He was
very surprised to hear no medical personnel are working at the office.

Dr. Fisher then explained he a short time ago (month or so} he ordered 4% Lidocaine
prescription for the office and it was mailed. He expressed his concemn that these
complaints were going to affect him and his license to practice.

Dr. Fisher also explained he just finished probation for a complaint with MQAC and the
FDA for selling Viagra over the Internet for $19.99. He doesn't want more problems and
said he would cooperate fully in our investigation. Dr. Fisher said he would be preparing
a resignation letter to Eric Moore and Laser Works of Seattle. He will fax me a copy.
(The resignation letter was received later this same date)

December 20, 2002: On this date, | met with Dr. Fisher. He signed a Witness
Notification form and said he will prepare and provide a statement for this investigation.
Dr. Fisher was shown the forms obtained from and being used by Laser Works. He
became emotional and said he was concemed with the wording used in the forms. He
states he never has seen these forms or was involved in the preparation of the forms.
He says he had very little to do with the business, but did receive a check monthly.

EXHIBIT 2~
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MEMO TO FiLE

December 17, 2002

CASE NO.: 2002-08-001SUI; 2002-09-0004 Ut
SUBJECT: Eric Moore

On December 17, 2002, an interview was conducted with Eric Moore, owner of Laser
Works. Also present at this interview was Jim Voiland, HC Investigator. Mr. Moore
states his employees are not performing medical treatment to patients/clients/customers.

Mr. Moore says they did not hire Dr. Fisher to be the Medical Director out of necessity.
They hired Dr. Fisher and had him order the lasers as they (he and Jeff {co-owners)
could obtain easier better financing on the lasers. Dr. Fisher was mainly a figurehead for
the financing, and had little to do with the day-to-day operations of the business. They
have not written agreement between Dr. Fisher, Jeff Schmidt, and himself. He says this
office has seen 1,000’s of people. The employees have been trained by the companies
on how to work the lasers. He says nothing the employees do when working with the
lasers require a physician or nurse.

Mr. Moore identified one of the respondent’s as a cosmotologist (Marilyn Gelnette). He
says she started working here June 2002. He explained he is in the process of merging
and forming a new company. He identified three employees that perform the laser
treatments, etc. They are Sherry Winterstein, Shaney Shoengarth, and Marilyn
Gelnette. He says he does not perform the treatments.

Mr. Moore says he or Marilyn Gelnette usually do the intakes on all incoming
patients/clients/customers. They find out which areas and describe the process and
costs. He says anyone being seen sign a disclosure form as part of the intake process.
He used to have an esthetician names Sandra Lee Murilio, but he let her go in July or

- August 2002 as she wasn't doing her job.

Mr. Moore says as far as Lidocaine being used by the employees, it is only given to
someone in pain who requests it. He says it is not a big deal. He can't remember the
tast time they received any, but says it is very rarely used. He will provide the
information. Mr. Moore described how they order it. He faxes a request to Dr. Fisher,
who then orders it and it is delivered by mail. When we requested to see where the
Lidocaine is kept, Mr. Moore was unable 1o show any of it to us. He couldn't find it.

The four lasers used here are identified as YAG; QUANTUM IPL; ALEXANDRITE: and
SYNERON IPL. All four were viewed and pictures were taken of the treatment rooms,
etc. Also, copies of the forms given to patients/clients/customers were obtained at this
visit. Mr. Moore states that even though Botox treatments are listed on forms, this office
does not perform these treatments. He says they do have a microdermabrasion
machine, but do very few treatments.

C0003 | EXHIBIT 3
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A review was made of the appointment book and records were obtained. Files were
" obftained or alleged bumed individuals and copied.

Mr. Moore says he will be providing evidence and statements that the three employees
are not providing medical treatment or performing any unlicensed practice.
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Laser~Works
Reminders And Referrals

* For hair removal treatments remember your hatr may not shed for
14-28 days following your treatment.

* For skin enhancement treatments, although you'll see some
immediate changes and improvements, collagen stimulation

- gradually increases 14-28 days after your treatment. Skin texture
and clarity will gradually improve 10-30 days following your
treatment. Following a botox treatment you should see
improvements within 72 hours, with gradual improvements for up
to 30 days.

*Following a treatment, avoid exposure to the sun for about a
week, If you need to be in the sun, you should apply sun Eﬁ)cI{,CS‘Q"T
30) in the areas you have treated.

* Temporary side effects such as blister are rare, however should a
blister occur, apply an antibiotic ointment and notify our office at
206.575.8300 or 888.395.9990

* Your follow up treatment should be in the next 4-8 weeks
* depending on the type of treatmeny or area treated. We'll be calling
you to confirm your appointment 24-48 hrs. in advance. |

*If you have any further questions or concerns, please do not
hesitate to call us.  Thank you
The Staff at Laser~Works of Seattle

— — — e i L R A it — i — — i — i ie b e LA et e ——

Remember: Refer family and friends for their free treatment
Name of referral: Referred by:
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LASER~WORKS OF SEATTLE

INFORMED CONSENT FORM

I understand that l wd.l receive med:ca.l treatment from Laser~Works of Seattle. I also understand
that clinical results may vary with different shtypm,hmrcolorandlhelocauononthebodyfortlw
treatments by Laser~Works of Seattle. The varicus treatments Laser—~Works of Seattle provides inchude:
lasuhmrremovalandunenseptﬂsehgln(epdauon) intense pulse light andlasershnrefuvmanon,Bmox
tm injections; micro dermabrasion; and treatment of vascular lesions and of visual veins with the use of
intense pulse light and lasers. I further understand that there is a possibility of unusual side effects from any
of these treatments such as scarring and permanent discoloration. There can also be short-term effects of
any of these treatments such as reddening, mild burning, temporary discoloration of the skin. These
possible effects have been fully explained to me: {please initigl).

1 have made Laser~Works of Seattle aware bfmy use of tanning beds, sunless tanning products
and any unprotected exposure 1o the sun in the last 14 days: {please initial).

I will not hold Laser~Worls of Seattle, its owners or its employees responsible for the bair
reduction or skin treatment results I experience. I realize that my skin and hair is an organ unique to me
and that therefore results may vary: But Laser-Works of Seattle has made me aware of their Guarantees

— (please initial)

1 understand that there are other options for hair removal and or skin rejuvenation such as
electrolysis, waxing and chemical preparations rather than laser treatment. With this in mind, I choose
laser treatment with Laser~Works of Seattle as a non-invasive treatment for epilation and or skin
rejuvenation: (please initial).

1 understand that miy trestments by Laser~Works of Seattle require payment and the pnces and fee
struchire for treatment have been explained to me. There are go refonds on treatments, or on treatments
paid in advance: ___ (please initial).

, I further understand that Laser~Works of Seattle’s quoted price for treatment is the price for each
individual treatment or session, unless otherwise specified m writing by Laser~Works of Seartle. 1
understand that the services Laser~Works of Seattle provides sometimes require more than one treatment
session, depending on the individual, and that the price quoted to me for treatment is the price for each
individual treatment session, unless, again, otherwise specified in writing; (please initial).

I am aware that Laser~Works of Seattle requires 24 hours notice of # cancellation or of a need to
reschedule and that it is my responsibility to provide that notice. I agree to pay 8 minimum of $75.00, or
half the scheduled treatment cost, if [ fail to give the required 24 hours notice. If I choose to prepay my
treatment session or sessions, I understand that I may forfeit one of my future sessions if I do not provide
Laser~Works of Seattle proper notice (24 hours).

I have read and fully understand all the terms of this informed consent form, all my questions have
been answered to my satisfaction and I agree to terms of this agreement:

Print patient name:
Signature: _ Date:
Witness: Date:
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Laser~Works!

Patient Medical History

Name: | | D.0B.
Address: City: 2Zip:
Home Phone: Business Phone:

| Referred By:

~ Ethnic Origin: (For skin reaction to Laser)

Have you ever been diagnosed with the following?

Heart condition: Bleeding Disorder: Fainting Spells:
Diabetes: Type? Insulin Controlled? '
‘Herpes: ___ Keloid Scars:

Are you pregnant?

What medications are you taking? (including aspirin)
Are you taking any herbal preparations? (St Johns Wort)
How often do you use alcohol? x-day x-week ____ x-month

Allergies: '

Skin type (When exposed to the sun without protection for about 1 hour)

Always bums, never tans
Usually bums, sometimes tans
Sometimes burns, sometimes tans __.
Always tans

Sl Al

When were you last exposed to the sun? (including tanning booth)
Da you use chemical tanning products?
Are you planning a holiday in the sun?

Reason for visit {(areas to be treated)

Prior Treatment (if any)
Waxing __ Body Part(s):
Electrolysis Body Part(s):
Depilatory ______ Body Part(s):
Laser - Body Part(s):
000046 | EXHIBIT ||
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Patient Medical Histo

scu
Name: ' D.OC.B.
Address: - City: State____Zip:
Home Phone: _ Business Phone:
Referred By:
Ethnic Origin: (For skin reaction to
Laser) ‘
Have you ever had the following?
Heart Condition:
Diabetes: Type; Insulation Controfled:
Bleeding Disorder Fainting Spells:
Keloid Scarring: . Herpes
Are you pregnant? Hz skin cancer:

What medications are you taking (including aspirin)

Are you on any blood thinners?
Are you taking any herbal preparations? (St. John's Wort)
if yes, List:

How often do you use alcohol? x-day. x-week - x-month
Allergies:

Skin type (when exposed to the sun without protection for aboul 1 hour)

1. Always bumn, never tans

2.  Always bums, sometimes tans

3 Sometimes bums, sometimes tans
4. Always tans

when were you last exposed to the sun (including tanning booths)?
Do you use chemica! tanning lolions?
Are you planning a holiday in the sun?

Reason for visit {ares to be treated)

Prior treatment (if any) Stripping Body Part (s)
Ligation Body Part (s):
Injection Body Part (s)
Laser Body Part (s)
000050 ~ EXHBT )2
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POST TREATMENT- VASCULAR

Apply ice, cold compresses as needed.

= Avoid strenuous exercise for 3 days. _

If blister occurs apply an anti-biotic ointment such as Neosponn |
and call clinic at 206-575-8300. Keep the area clean and
lubricated.

Changes in skln color may occur, notify clinic for treatment
advice. ,

it takes 2 to 6 weeks for coagulated vessels to dissipate.
Compression stockings may be worn during the day forup to 3
days after.

SPF 20 minimum should be wom.
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LASER ~ WORKS!

informed Consent — Microdermabrasion

consent 1o and authorize Laser ~ Worksl and

|l's staff, to perform microdermabrasion skin exfoliation and other services. My signature and .
initials below acknowledges that | have read the following precautions and understand the risks. |

agres to receive the treatments or series of treatments listed as follows:

Areas to be treated:

The nature and purpose of the treatment has been explained to me, and any question |
have regarding this procedure have been explained to my satisfaction.

| understand that with any treatment certain risks are involved and that any
complications or side effects from known or unknown causes could occur. | freely

‘assume these risks.

Possible side effects include, but are not limited to: Mild redness, extreme redness,
bruising, local swelling, stinging, tenderness, dry skin, flaking, tightening or darkening of
the skin, infections, pimples, bumpy appearance, and cold sores. Most side effects are
ternporary and generally subside within 72 hours.

if I'am prone to Herpetic outbreaks, 1 have been advised to see my physician about a
prescription for acyclovir, zovirax, or to take supplements of L-Lysine, Beta-Carotene and
Folic Acid daily.

| have been advised to discontinue all AHA’s, Glycalics, Rentin-A, Renova, or any
exfoliating products for up to 72 hours post-procedure. | understand that 1 must use
hydrating and soothing antioxidants for healing, and ice for swelling and inflammation
reduction. Also, | understand there should be no sun exposure for 72 hours and the use
of an SPF 30 at all times during treatrment is advised.

| have been advised and agree to avoid collagen injections for up to 10-14 days before

Date

Patient Signature
" Parental Signature

Witness

any microdermabrasion treatment and 7 days after treatment.
| am over 18 years of age or | have parental consent co-signed below.

I will cafl to inform my practitioner of any complications or concems | may have as soon
as they occur,

000055
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STEPHAN O. FJELSTAD PLLC
ATTORNEY AT Law
1424 FOURTH AVENUE, SUITE 909
SEATTLE, WASHINGTON 98101-2217
VOICE: (206) 903-0664
FAX: (206) 903-6144
EMalL: fjelstad@winstarmail.com

January 25, 2003

Via Hand Delivery

Gayle M. Crowley

Health Care Investigator
Department of Health

20435 72" Ave., S., Suite 200
Kent, WA 98032

Re:  Department of Health (DOH) Investigation of Marilyn Gelnette, Shaney
Shoengarth and Cheri Winterstein—Documents in Response to Subpoena

Dear Ms. Crowley:

Accompanying this letter are the documents produced by my clients in response to the
DOH subpoena served on January 15, 2003. In our telephone discussion on Wednesday, January
22, 2003, you clarified the scope of the documents to be produced under the subpoena: 1) copies
of Laser Works’ actual handwritten daily client appointment books from December 17, 2002
forward (through the date of the subpoena); 2) all records conceming all clients who received -
treatments at Laser Works on December 23, 2002; and 3) all records concerning two clients who
received treatments at Laser Works on each day from December 17, 2002 forward (through the
date of the subpoena), on the condition that the clients selected under this latter category received
various types of treatments at Laser Works (as opposed to only clients who received one
particular type of treatment exclusively, dermabrasion, for example). The files produced reflect
all three of these categories of documents.
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January 25, 2003
Page 2

Also, as I previously informed you. Dr. Elizabeth Bianchi agreed as of the same date of
the subpoena and our meeting at my office on January 15, 2003, to act as a medical director for

Laser Works to provide additional medical consultation and oversight as needed during this
period.

Very truly yours,

STEPHAN 0 TAD PLLC

SOF:sof
enclosures
cc: clients
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STEPHAN O. FIELSTAD PLLC
ATTORNEY AT Law
1424 FOURTH AVENUE, SUITE 909
SEATTLE, WASHINGTON 98101-2217
VOICE: (206) 903-0664
FAX: (206) 903-6144
EMAIL: fjelstad@winstarmail.com

January 27,2003

Via Hand Delivery

Gayle M. Crowley

Health Care Investigator
Department of Health

20435 72™ Ave., S., Suite 200
Kent, WA 98032

Re:  Department of Health (DOH) Investigation of Marilyn Gelnette, Shaney
Shoengarth and Cheri Winterstein—Additional Documents

Dear Ms. Crowley:

Attached for the records in your investigation are copies of revised forms that Laser
Works and the above-named employees are now using for Laser Works clients.

Very truly yours,

SOF:sof
enclosures
cc: clients
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FROM : Laser Works of Seattle PHONE MND. @ 2065756816

Date:

Customer Comments and Concerns

Name of client:

Pho_ne #: -

Call returned by: Date:

Date of Last Treatment;

Notes:

00686
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FROM : Laser Works of Seattle PHONE NO. : 2865755816 Jan. 17 2083 12:4B8PM P1

laser-Works of Seattle

INFORMED CONSENT FORM

1 understand that T will reccive non medical treatment from Laser-Works of Seantle. | also
understund that ciinical resubts may vary with different skin types, hair color and the location on the body
for the troatments by Laser~Works of Scadle. The various reatments Laser—Works of Scattle provides
include: lascr bair removal and miense pulse light (epilation); intense pulse light and laser skin rejuvenation
and micro dermabrasion. 1 further understand that there is & possibility of unusual side effacts from any of
thiese treatments such as scarring and permanent discoloration. There ¢an also be short-term effects of any
of these treatments such as reddening, mild burning, temporary discoloration of the skin. These possible
effects have been fully explaincd to me: {please initial).

I have made Lascr-Works of Seattle aware of my use of tanning beds, sunless tanning products
and any unprotected exposure to the sun in the last 14 days: (please initial).

1 will not hold Laser~Works of Seaule, its owners or its employees responsible for the hair
reduction or skin treatment results I experience. I realize that my skin and hair is an organ unique to me
and that therefore results may vary: (please initial).

I understand thet therc are other options for hsir removal and or skin rejuvenation such as
electrolysis, waxing and chemical proparetions rather than laser treaunent. With this in mind, [ choose
laser meatiment with Laser~Works of Scattle 85 a non-invasive treatment for epilation and or skin
rejuvenation: {please initial}.

I understand that my teatments by Laser~Works of Scattle require payment and the prices and
fee structure for treatment have been explained to me. There are no refunds on treatments, or 60
treatments paid in advance: (please initial).

I further understand that Laser~Works of Seattie’s queted price for trestment is the price for each
individual reatment or scssion, unless otherwise specified in writing by Laser~Works of Seattle. 1
understand that the services Lascr~Works of Seartle provides sometimes require more than one treatment
session, depending on the Individual, and that the price quoted 1o me for treatment is the price for each
individual treatment session, unless, again, otherwise specified in writing: {please initial).

I am aware that Laser~Works of Seatile requires 24 hours notice of a cancellztion or of a aced to
reschedule und that ii is my responsibility to provide that notice. [ agree to pay 2 minimum of $75.00, or
half the scheduled treatment cost, if | fail 10 give the required 24 hours notice. If [ choose to prepay my
Ireatment session or sesstons, 1 undersland that T may forfeit one of my future sessions if 1 do not provide
Laser~Works of Seattle proper notice (24 hours).

I have read and fully understand all the terms of this informed consent form, all my questions have
been answored 10 my satisfaction and 1 agree to terms of this agreement:

Print patient name:
Signature: _ Date:
Witness: _ Ihate:
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FROM : Laser Works of Seattie PHONE NO. @ 286575681%6 ’ Jan. 17 2083 12:45PM P2

LMM—'WMM

Client Medical History

Name: D.O.B.
Address: City: Zip:
Home Phone: Business Phone:

Referred By:

Ethnic Origin: (For skin reaction to Laser)
Have you ever been diagnosed with the following?
Heart condition: Bleading Disorder: Fainting Spells:

Diabetes: Type? insulin Controlled?
Herpes: Keloid Scars: HIV/IAIDS:

Are you pregnant? __

What medications are you taking? (including aspirin)
Are you taking any herbal preparations? (St Johns Wort)
How often do you use alcohol? x-day x-week __ x-month
Allergies: ‘

Skin type (when exposed to the sun without protection for about 1 hour)

1. Always burng, never tans
2. Usually burns, sometimes tans
3. Sometimes bums, sometimes tans
4. Always tans

When were you last exposed to the sun? (including tanning bocth)
Do you use chemical tanning products?
Are you planning a holiday in the sun?

Reason for visit (areas to ba treated)

Prior Treatment (If any)

Waxing Body Part(s):

Electrolysis Body Part(s):

Depliatory Body Part(s):

Laser Body Part(s}):
10,005
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
HEALTH PROFESSIONS QUALITY ASSURANCE DIVISION

in the Matter of the Investigation of:
No. 2002-09-0004UI
MARILYN GELNETTE SUBPOENA DUCES TECUM

Licensee

Tt Nt N e N Nt

THE STATE OF WASHINGTON: To: LASER WORKS OF SEATTLE
411 Strander Blvd., Suite 108
Tukwila, WA 98188

On behalf of the Secretary of the Department of Health and pursuant to the authority
granted to same in RCW 18.130.050(3), you are ordered to produce and fumish to the
Department of Health, Health Professions Quality Assurance Division, 20435 72nd Ave., S,
Suite 200, Kent, WA 98032, or to the Depaptment of Health Investigator, Gayle M. Crowley, or
other authorized agent on or before the # day of i—v\/\-ﬂ'\-a—- 200 3 at_S?-nn .

copies of the foliowing documents and records:

1. Copies of all appointment schedules from December 17, 2002 to
present.

2. Records for all patients receiving treatment from December 17, 2002
to present.

You are hereby given notice and informed that in the case of willful and intentional failure
of any person to comply with this subpoena, application to the appropriate court of this or any
other jurisdiction, or other suitable administrative action pursuant to the authority granted to the
Secretary in Chapter 18.130. RCW will be taken.

DATED this /Y day of 2043

Mary Selecky
Secretary

By: ;‘(\ /W 4(
DAVID E. MAGBY 0 7
Chief Investigator
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merwan QSociely bor s<uger Seedieme and Xurgery. She .

EDUCATIONAL RECOMMENDATIONS FOR LASER USE BY NON-PHYSICIANS

1) Individual should be a licensed medical professional, and carry adeyuate malpractice insurance.

2) Individuals should be wrained appropriately in laser physics, tissue interaction, laser safety,
clinical application, and pre and post operative care of the Jaser patient.

3)- Prior to the initiation of any patient care activity the individual should have read and signed th:
facilities® policies and procedures regarding the safc use of lasers.

4) Continving education of all licensed medical professionals should be mandatory and be mad:
available with reasonable frequency (including outside the office setting) to help insure adequat:
performance. Specific credit hour requirements wilt be determined by the state, and/or individuz!

faciliry.

5) A minimum of TEN procedures of precepted training should be required for each laser procedun::
and laser type to assess competency.  Participation in all training programs, acquisition of new
skills and number of hours spent in mainwining proficiency should be well documented.

6) After demonstrating competency fo act alone, the designated kicensed medical professional may
perform limited laser reatments on specific patients as directed by the supervising physician.

(Please also refer to the Principles for Non-Physician Laser Use)

Approved by the Board of Directors
American Society for Laser Medicine and Surgery, Inc.
April 15, 1999

2404 Stewan Square = Wausau, Wl 54401 » Telephone: (715) B45-92B3 » FAX (715) 848-2493
E-Mail:.asims@dwave.net » Home Page: http//www.asims. org.
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American Society for Dermatologic Surgery
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POSTION STATEMENT
ON THE USE OF NON-PHYSICIAN PERSONNEL IN A
DERMATOLOGIC SURGERY PRACTICE

1. Dermatologic surgeons shall ba trated appropriataly in att
denratologic surgical precadures, inguding pre-and post-aperatve
care, thet they prewide in Bl practices. Any physician who
delegates 3 sungical precedure to a non-physician must be qualified to
do the procedure themsahvas by virtue of having recewed sporoprate
tralning in those surgical technigues,
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2. Any allied health prafassional ernployed by a dermatologic surgean to
_ parfarm any eurgmal moeﬂummusthava receivad appropriate
3 BocunEr BIE BRUCATGTY m that piocedura. be propedy
feannad in thair otate mdbeadequata%ymumdﬁsrmeprmadmb
ba performed.

3, Each patierd shouid be syvaluated by the demmatoing
Srdata for appropriate freatment should be docurramed
and oviewed with non-physician pemmm:i .

4 7 a0 ey cRiTy

gmmd aurgmd pmoadura on’r; under direct

oWl 2 specifcaily
supervicion by the dermataiogic suigeon folowing estublished writtan
proceduras which ere IMmmediatsly gvaitable for reforemes at the

spacific location whete 1he procedure be perfermead.
diawt declon : : R LFS HCA A, .

S. - The ubimate reanonslbifity fr medical jutdgmant end for proparly
performing any procedute fies with the physicisn. Therefore, the
supenising dematelogic surgeon ehail ba physically presant and
trrmmefiately avatlabis to respond promptly to any question cr problem
that may occur whilo the procedure i being parformed, and to be able
o sBsume dimect parformance of tha progadure if equitad.

Tre guiding ptinciple for all dematalagic surgaons s o practice ethica)
medioine with the highest possible standands to ongura that the best
inleress ang welfare of each patiant are guarantasd. The ASDS endorses
the concept that use of prapany thilned and livensed alted heatth

. professionals yrider appropriate direct physician supernision aliows cortain

surgical procedures b be parfofmad satfaly and effectivaly.

[ Dratt: Octaper 26, 1998] '
ndet or 1llfuumdm:gn1fdeu & pationt ot through eduemiion v deraifoyic sWTRey
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12/17/02 TUE 09:40 FAX —
FROM : ALUDSS 7 pHONE NO. ¢ 209 736 1330 " Jum 11 2088 97:54m1 Py
Facsimile o AL \{OSS ASSQC IATES
To: Patty Owens
From: - Alan L Voss
Date: June 8, 2000

Subject: Washington Laser Regulations

nges:

Patty:

Here are some of the various state citations that I could find, As |
mentioned, there are roughly 40+ states that allow delegation of laser
hair removal {LHR) to licensed or unlicensed allied health care providers.
In most states these individuals are only identified as someone the
physician feels is adequately trained so as to ensure a safe and effective
treatment. There are only 6 or 7 states that allow only a physician to
perform this therapy. Since they do not want, nor can afford to do the
procedure themselves, they either break the law and delegate or the
public will not havé access to this new technology.

In this market the electrologist currently owns the patients, and in most
instances has a long standing relationship more as a friend than a
patient. This happens because needle electrology is such a slow _
procedure that it often takes years to complete. Most electrologists will
tell you they have started treating many backs, but never finished any of
them because of the length of tirne that it takes.

The states regulatory organizations are very confused because this is the

first time that a supposed surgical device is being used by anon- |
physician in the vanity marketplace. They look on lagers as all being the

same, and treat them accordingly. . Education and training are needed by

both the users and regulators.

I hope this data is helpful.

PO, Box 405, ANGOLE CAMD, CA £5221, PHONET (200) 7989202
FAX (209) 7361930  EMAIL - Mvousdcalteloom
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The Use of Medical Assistants by Physicians

There It 2 populecly held myth that modica] assisranis may -
perfarm any procadure jo a doczor’s office if tuperviyed by &
physician. Thit is nat true, as medical epaizants arc
mlicensed, and cun 1 v eI h 40]ies
aflowed by 1w and wacheical suppastive tervices chug

in regulagens. This does not fncluds funciions ourside of the
law and thetc covered by other practice stts

Section 2069 of the Bysiness &

munam. gr hair remgval, Tliis praice is not lngal i)

physician, of cowrse, myy use the laser jo his or ber olflce, bl
only ¥ licepsed nurse or physician assistam may uge il under

. plistc

(g their Ueenses, Simileely. it is not lopal o em

dmﬂgg'su @ pexfgrm layer hair removal, &5 leses v 0 ix m

permitied by mie barbermg and cosmejoloxry liccass diey
possess.

Profestions Code defines &
medical assionnt ag an wnlicensed
person whe performs basic
sdministrative, clericel, wnd
tos-baicel Jppordve sarvices
under the supervision of a
physiciaa. A medical ssuistam
may admininer medicatioa ealy
by infredennel, sebcutancaus, or

L

Medical assistants are not licensed, and
it is not legal to use them to replace
kighly trained, Kcensed professionals.
They are there to assist and perform
- support services in the physician’s office
appropriate with their training ..,

10 cummary, medrcal as: fsang
are oot licemsed, apd it i oot
-Jogal 1o a3c them 1o repluce
highly valned. Jicenxed
professionals. They are i3 to
853i% and perform suppert
services in the phygician s
olficc appropriate with & cir
weining, which cangor b

intramuaculas injeatons, psrfonm
skin tests, and other technical
YURPOTive servicsy described in pegulation, Same of thate
servicey inefuded in the regularion are: applying e removing
bondugea and degaings, removing sutures of smples from
superficial Incisiont orlacerations, fomoving car waa. callecting
urineaad $00] tpacimeny, wod shaving and dismfeoing reatinent
sivcy. Under some Snoumamansss, medical assfsianis may draw
blood. The law specifically prohitits eedica] assisttats Iram
applying topical anestheticagencs, and they may not be employed
for inpatient care in x Yoenged penerl scute care bospind.
Receaty, the Medical Buard's regulations refading (o the
swechnical supporuve scevices of medlcal assisangs wese
challenged in Superior Coun in CrIforpis Oplomeigs
Astociarion vs. The Divigjon of Licensing of the Meglicsl
Bonrd of Culitornis, The COA tued dhe Divition vet 1t
amendments (o Sectlon 1365 of Division 13 of Title 16 of the
Califorvia Code of Regulzlont, which added simpie

ophirhatayie testing eo the List of sctivitios thrut may be legally

performed by medieal assistanis.

The primary {soic of contention was the addition of Section
1366{pH4), which siied: Forform aphrhabele tegring nor
requiring incerpraation by the medical axsimont in arder to
obiain sert rasuirs. Afer fillng suil in Aprit 1996, COA
sltimatzly woa. On June 12, 1997, Superior Coury Judpe Earl
Wasren, Ir. daclared this regulalion ivvalid aod inciTenlve,
and resuined tie Modita) Board fram enforcing ir, In
comspliance with the &hunt's order, the Divisen ks repaaling
the disputad linpuage duough die Qffice of Adminitrative
Law.

Anctber i that 1 Bag coms (2 s §0ea0 c'ine
ieal Board it tho uca of Jaccrs iciam, It has

boer: gugpested Lhat some doctors are emplaying saliccayed
medicn] essisithty to vee lasers for lanoo romoval, gpider veln

cempured With ficensed runicsd
or adher heatth professior ls
wha must meel fgecoas cducations] and craminalion
tequremiants.

Physicians who wetld lixe additionad information may (ax
requestt ta (916) 2632387

Nl

United States Medical Licensing
Examination (USMLE) Step 3 Date;

Examination Date Application Deadline
May 12-13, 1998 February 2, 1998
December 1-2, 1998 August 21, 1998

" For additionn)] information, contace:

Medical Board of Califomia
Licensing Program
1426 Howe Avenge, Suite 54
Sacramento, CA 95825-3236
(916) 263-2455

G00R)H

i ‘e e

Rgﬁed Board of Cdf(orm ACTION REFOIT
lumr: 1998
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Presicent
Huarsld]. Brud

,MD
478 Peachirae Btreed
Suite VA

Atlpma, GA 30508

Prmicheer Sloet
Slephica H Mandy, MD
430 Wagt Main Strcet
Alpen, CO HbL
Vire Precideri
Koy . Geronmmus, MD
I nser & Shin Su

Center of New York
N7 E. 34Lh So-Sutte 1IN
New Yorb, MY 10016

Sccretary

Timsthy €. Eynn, MD
Tulana U School of Medicine
1430 Tulonw Ave, TD-36
New Orloans, LA 70112

Tneourer
Rebert AL Wedss, MD

American Society fo, e

"t

-xl'matologic Surgery

930 Nurth Meacham Road * Schaumburg, L » $0173-6016
847/330-983C » Fax 847/330-1135 .

Aungust 20, 200} AuL g 2501
Washington Stste Board of Osteopathic Medicine & Surgery

Roberi, Nicoloff, Executive Lircctor

PO Box 17870

Olympia, WA 98604

Dear Robert Nicoloff

The American Scciety for Dermatologic Surgery (ASDS) 1s the largest
medical specialty society comprised of dermatologic surgeons. As such, we
represent the interests of patients, our physician members, and the specialty, in.
every stale across the country. I am writing on behalf of the ASDS regarding an
important patient safety issuc. .

The ASDS has become increasingly concernad about the broliferat.ion of
non-physiviang practicing medicine and its impact on paticnt safety, Ina

Awpan Mil Profestia] Buliiingrecent survey of the Society's 2400 members regarding this issue, approxima sely

s 31
I!um Vallry, MD 21030-2845
Historten
Inhn Yuborough, MD
2420 Napoleon Ave.
Saire
New Chrisane, LA 701156969
Bioand of Directues
David G. Drodluwd, MDD
Filsborgh, PA
Muslair Czrothen, MD
Vantoyvin. BC CANADA
$rott M, Dinshary MD
Little Kok, AR
Jellray E. Dover, MD
Chestus Hill, MA
Gary Lask, MD
Lo» Angeles, CA
Niomi Lawtence, MD
Muiron, NJ
Peler B Cdland. MD
Sraille, WA
Gary 1), Monhehlt, MR
Bemningham, AL
A@Visory Board
Pl Frevrfoney
Wwilliaw ¥. Colcman, I, MD
Metairie, LA
Ranald G Whul:nd,‘MD
Sants Fe, NM
Dunne C. Whitakes, MD
lows Cily. 1A
Bizabeih L MeBurney, MD
sidell, 1.a

Exrevtive Direriay
Kathering ). Bvedman

46% of respondents indicated an increase in the number of patienls requesting
treatment [or complications from non-physicians such as burns, splotching,
irreversible pigmentation or scarring due to:

Laser or light-based hair removal

Chemical peeling

Microdermabrasion

Microdermabrasion and chemical peel combinations
Non-ablative, sub-surface laser and light-based skin rejuvenation
Misdiagnosis and delayed treatment of rosaces

TRV AR A TR

(Photographe llustrating these complications are inc/uded in the enclosed
packet.)

Complications muy occur in the best of circumstances. However, they are
happening in twa primary arenas: 1) individuals, such as cosmetologists and
estheticians, who perform increasingly aggressive, invesive procedures without dirsct
physician supervision; and 2) employees of physicians, who perfonm procedures
outside their scope of training {e.g. laser and lipht-based surgenes, combination pe:ls,
botulinum toxin, filler substances) with inadequate or no direct physician supervision.
Thesc individuals are not qualified or trained to diagnose skin conditions, perform
these procedures and manage resulling complications. in Flerida, for instance, the
ron-physician practice of medicine resulted in a death from the injection of a non-
approved substance. Moreover, paticnis who are treated by non-physician pezson ¢l
for cosmetic dermalologic services are deprived of corrcet diagnosis and treatment of
skin discase, most notably skin cancers.

Faunded in 1970 tu pramete cxcellence in patiend care through education in desmatologic surgery
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Amnerican Society for Dermatologic Surgery

‘The problem is exacerbated by the ill-defined und incopsistent defimuons and
policies from state 1o state, as well as by the efforts of individuals and cntities 1o
encourage the use of medical devices and the practice ol medical procedurcs by non-
physicians.

In order to provide assistance to the state boards of medicine and hring
about more consistent policy-making, the ASDS has developed pézition
statementa defining appropriate levels of physician supervision and what
constitutes the practice of medicine. You'll find these documents included with a
packet of information containing photographs of complications, survey resulls,
marketing materials promoling “rent a medical director” and other related
activities, and press releases supporting our public awareness campaign. Ve
urge you to examine this issue in your state and consider these documents a: a
basis for future pulicy-making.

If you have questions regarding any of the material enclosed, please do
not hesitate to contact Katherine Svedman, ASDS Executive Director at 847/240-
1429 or ksvedman@aad.org. A dermatologic surgeon and member of the ASDIS

will be in touch with you shortly regarding this very important patient safet;
issue.

Sincerely,

ot -

Harold J. Brody, MD
Prosident -

Enclosures
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Positign on the Practice of Medicine and Use of Non-Physician Office -
Personnel

The guiding principle for all dermatologic surgeons is to praciice ethical
medicine with the highest possible standards. Physicians should be propery
traingd in all procedures performed 1o ensure the highest leve! of patient care
and safety. A physician should be fully qualified by residency training and
preceptorship or appropriate course work. Training should include an extensive
understanding of cutaneous medicine and surgery, the indications for each
procedure, and the pre- and post-operative care involved in treatment. It is the
position of the ASDS that only active and properly licensed doctors of medicine
and osteopathy shall engage in the practice of medicine.

Under the appropriate circumstances, a physician may delegate certain
procedures to certified or licensed non-physician office-personnel (e.g: RN, CMA,
LPN, PA, NP, CORT). Spetifically, the physician must directly supervise the
non-physician office personnel to prolect the best interests and welfare of each
patient. The sugervising physician shall be physically present on-site,
immediately available, and able to respond promptly to any question or problem
that may occur while the procedure is being performed. itis the physician’s
obligation to ensure that, with respecl to each procedure performed, the non-
physician office personnegl possess the proper training in cutaneous medicine,
the indications for the procedure, and the pre- and post-operalive care involved.

Approved by the ASDS Boaid of Directors
April, 2001

For more information, contact the ASDS at 847/330 5830
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Position on the Definition of the Practice of Medicine

The practice of medicine involves diagnosis, treatment, or correction of
human conditions, ailmerits, diseases, injuries, or infirmities whether physical or
mental, by any means, methods, devices, or instruments. The practice of
medicine includes, but is not limited to:

a. Undertaking to perform any surgiéal operalion upon any person;
and
b. - Performing any act or procedure that uses a biologic or synihetic

material, chemical application, mechanical device, or displaced
energy form of any kind if it alters or damages or is capable of
altering or damaging fiving tissue.

(i) Such acts or procedures include, for example, the use of all
lasers, light sources, microwave energy, electrical impulses,
chemical application, particle sanding, the injection or
insertion of foreign or natural substances, or soft tissue
augmentation.

(i) Living tissue is any layer below the dead cell layer (stratum
- cormneum) of the epidermis. The epidermis, below the
stratum corneum, and dermis are living tissue layers.

(i) | Certain FDA-approved Class | and Il devices, by their
intended or improper use, can alter or cause biologic change:
or damage below the stratum comeum. Therefore, their use

and the diagnosis and treatment surrounding their use,
constitutes the practice of medicine.

Approved by the ASDS Board of Directors
April. 2001

For more information, contact the ASDS a1 847/330-9830.
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American Society for Dermatologic Surgery

Position on The Use of Lasers, lntense Pulsed Light, Radio Frequency, and
Medical Microwave Devices

Physicians shall be ttained approprialely in the physics, safety, and
surgical techniques involved in the use of lasers, inlense pulsed light, radio
frequency, and medical microwave devices prior ta performing procedures using
such devices. Training should include an exlensive uncerstanding of cutaneous
medicine and surgery, the indications for such surgical proceduies, the pre- and
post-operative care involved in treatment, as well as the treatment of
complications asseciated with these devices.

A physician who delegates such procedures should be fully qualified by
residency training and preceptorship or appropriate course work prior to
delegating procedures to ficensed or certified non-physician office personnel and
should directly supervise the procedures. The supervising physician shalt be
physically present on-site, immediately available, and able to respond promptly to
any quesiion or problem that may occur while the procedure is being performed.

Any non-physician office personnel employed and designated to perform a
procedure by a physician must be under the direct supervision of the physician.
For each procedure performed, the non-physician office personnel must have
approprate documented training in the physics, safety. and surgical techniques
of each system. The non-physician office personnel should also be appropriately
trained by the delegating physician in cutaneous medicine, the indicalions for
such surgical procedures, and the pre- and post-operative care involved in

treatment.

Approved by the ASDS Board of Directors
April, 2001

For more informalion, contacl the ASDS at 847/330-9830.
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State Boards of Medicine R'égulations
on the Practice of Laser Procedures

States permilling only MDs to perform laser procedures.
(Delaware. Hawati, Indiana, Kentucky, Maine, Mississippi, Missourt, Montana, Nebrask:1,
New Hampshire, New Jersey, New Mexico, North Caroling, North Dakota, and Virgtnia)

[:] States permitting MDs to delegate laser procedures under direct supervisicn.
{Alabama, Georgia, Louisiana, Oklahoma, Peninsylvania, South Carolina. Wisconsin, an 1
the District of Columbia) ’

States permiiting MDs to use their discretion when delegating laser
procedures, but with various definitions of supervision.

{Connecticuz, Colorado, Culifornia. Florida, Winuis, Marylard, Massachuserts, New York,
Texas and Washingrort)

States having no regulations regarding laser procedures.
{Alaska, Arizona, Arkanses, Idoho. lowa. Kansas, Michigan, Minnesoia, Nevada, Ohig,
Oregon, Rhode Island, South Dakota, Tennesser, Utah, Verrnont, West Virginia and Wyoma g)

State regilations are subject (o changy, and the speafic lungunge vancs exiensively.

Source:  The Amnenican Elertrology Assaciation (Jaae of 2001)
. David Geldbery :
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2001 ASDS Member Survey of Patient Complications
Due ta Non-Physician Practice of Medicine

Patiant Cases

Rosacea Chemical Pasls Microdarmaorasion CTHER Non-Ablativa

Rejuvenation
Procedures

The data was compllad In July, hased an a survey of 2400 ASDS members.
Nearly 455 of respondents reported an increase in patient complications treated during the past vear.
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American Sociely f¢. ;!)ermatologic Surgery ' o

930 Nonh Meacham Roead
Schaumbnrg, 1. 601773

For mure information, contact:
Nadine Tosk, ASDS, at (504) 483-6957 or
Nadine Wnlu_s_}ﬁﬂ, Rubenstein Assaciates, Jnc., al (2]2) 843-8041

AMERICAN SOCIETY FOR DERMATOLOGIC SURGERY WARNS
CONSUMERS TO BE WARY OF COSMETIC FROCEDURES PERFORMED BY
NON-PHYSICTANS

* L * .
ASDS Launches Patient Awareness Campaign After Member Survey Reveals
Alarming Rise In Patients Seeking Cerrective Treatment For Complications
August [0, 2001 - Schaumburg, IL. The American Society for Dermatologic Surgery
fASTS) has Jaunched a campaign warning consumers that many procedures being
offered al spas, salons and “walk-in™ clinics should only be performed by physicians or
under direct physician supervisiun. The patient safety campaign was prompted by the
alarming increase in the pumber of patients sceking corective treaiment due to
complications from Taser and light-based hair removal, subsurface Iaser/light rejuvenation
Icchniquc‘:s. chemical peels, microdermahrasion, injectables, and other medical '
procedures perfnfmcd 4y non-physicians without adequate {raining or supervision

The announcement was made by ASDS President Harold J. Brody, M.D.. who
said the campaign is being initiated because of growing concem by the Socijety abowt the
proliferation of non-physicians practicing medicine and its impact on public health, safety
and welfare. .

“Consumers need to be aware that cosmetic skin treatments using lasers, high-
tech light devices, chemical peels, soft tissae filicrs, botulinum toxin, and
microdermabrasion are surgical procedures that can be invasive, carry potential side
effects and should be peiformed by a qualified physician or under direct physician
supervision,” says Dr. Brody. “Furthermore, consumers who are treatad hy non-
physicians for cusmetic dermatologic services are olten deprived of correct diagnosis and
treatment for serious, sometimes life thresening skin conditions, including skin cancers

and rosacea.”

- 1MoTs -
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ASDS Launches Patient Safuly Campaizn/Page 2

In a recent survey of the Society™s 2.400 members, approximately 45 percent of
the respondents reported an increase in the number of patienis treated over the past year
for complications such as burns, splotching, irreversible pigmentation and scarring, The
disturbing resujts were attributed primarily 1o e¢stheticians, cosmeltic technicians and
.employees of physicians who perfonn various medical procedures outside their scope of
training or with inadequate or no physician supervision,

The Socicty's recently issued position statement on the non-physician practice of
medicine recognizes that complications can occur in the best of circumstances, However,
the vast majority of complications are due primarily 1o the practice ol increasingly
apgressive, invasive medical procedures by para-professionals who are nol qualified to
diagnose, treat or correct human conditions and discase, putting the unsuspecting public
at risk, |

"The bottom line is simply that marketing and price should not supplant logic and
sound judgment when it comes to the practuce of medicine and public health” notes Dr.
Brody.

According 10 the ASDS, the incidence of complications reflecied in the survey
may just be the “tp of the iceberg.” In many cases, complications go unreporied because
patients ar¢ in litigation or are reluctant to scek curative treatment. 1n some cases, patents
may not even realize they have been misdiagnosed.

The issug is further cémp]icatcd by laws regulating the use of lascr/light sources
by non-physicians, which vary from state 1o state, are ofien vague and are rarely
enforced. Currently, only 15 states require an ML) to operate a laser. Seventeen (17}
other states and the District of Columbia differ greatly on which categories of non-
physicians (e.g., RN, LPN, PA, ARNP) are pcnﬁiﬁcd to perform pracedures and whether
they require “supervision,” “direcl supervision,” or “on-site supervision™ by physicians.
The remaining 18 states do not have paositions on laser procedurces. '

Apart from new regulations in Florida, there are virtually no laws that require

physicians or non-physicians to report complications.

- mere -
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ASDS Launches Patient Safetv Campaign/Page 3

- ASDS believes that under appropriate circumstances and in aecord with state
statutes .physi'('ians may delegale certain procedures to certified ar licensed non-physician
personnel, but the physicians must provide direct, on-site supervision and be available to
éspond immediately 10 any problems or querics.

Consumers secking additional information about skin surgery treaiments and
referrals to board-certified dermatalogic surgeons are urged to contact the ASDS
consumcr hotline al 1-800-441-ASPS (2737) during wleekday business hours or log on 1o
wwv.aboulskinsurpery.com.

The Amcrican Socicty for Dermatolegic Surgery was founded ir 1970 10 promote

excellence in the subspecialty of dermatofogic surgery and foster the highest standards of
patient care. With more than 2,400 members, the AS2S is the nation’s primary resource
and advecale {or cducation, research and practice enhancement related (v cosmetic,

therapeutic and reconstructive dermatologic surgery.
i

Editor's Note: Photos of patient complications are gvailable upon reqguest.
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MEMO TO FILE

December 17, 2002

CASE NQ.: 2002-08-0019U) 2002-09-0004UI
SUBJECT: Dr. John Fisher

On December 17, 2002, an interview was conducted with Dr. John Fisher. He is
identified as the Medical Director of Laser Works. Dr. Fisher says he has not been in
contact with Eric Moore and has no idea why | would be contacting him.

Dr. Fisher says he became their medical director to help them with financing of the laser,
etc. He says he really hasn't had much contact with the business, but receives a
monthly check for $500 from them to use him as the medical director.

Dr. Fisher states in the 3 years he has been invoived in the business, he was only called
to see someone once, just after the business opened. He has not been to the business
in at least 6 months and has not worked with or know any of the employees working at
the business.

Dr. Fisher says he is employed full time as the Public Medical Doctor. He works for King
County in the jail systems at different locations. Dr. Fisher says it is his understanding
Eric Moore and Jeff Schmidt have nurses providing treatment at their office. He was
very surprised to hear no medical personnel are working at the office,

Dr. Fisher then explained he a short time ago (month or so) he ordered 4% Lidocaine
prescription for the office and it was mailed. He expressed his concern that these
complaints were going to affect him and his license to practice.

Dr. Fisher also explained he just finished probation for a complaint with MQAC and the
FDA for selling Viagra over the Internet for $19.99. He doesn't want more problems and
said he would cooperate fully in our investigation. Dr. Fisher said he would be preparing
a resignation letter to Eric Moore and Laser Works of Seattle. He will fax me a copy.
(The resignation letter was received later this same date)

December 20, 2002: On this date, | met with Dr. Fisher. He signed a Witness
Notification form and said he will prepare and provide a statement for this investigation.
Dr. Fisher was shown the forms obtained from and being used by Laser Works. He
became emotional and said he was concerned with the wording used in the forms. He
states he never has seen these forms or was involved in the preparation of the forms.
He says he had very little to do with the business, but did receive a check monthly.
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MEMO TO FILE

December 17, 2002

CASE NO.: 2002-08-0018UIl; 2002-09-0004U1
SUBJECT: Eric Moore

On December 17, 2002, an interview was conducted with Eric Moore, owner of Laser
Works. Also present at this interview was Jim Voiland, HC Investigator. Mr. Moore
states his employees are not performing medical treatment to patients/clients/customers.

Mr. Moore says they did not hire Dr. Fisher to be the Medical Director out of necessity.
They hired Dr. Fisher and had him order the lasers as they (he and Jeff (co-owners)
could obtain easier better financing on the lasers. Dr. Fisher was mainly a figurehead for
the financing, and had little to do with the day-to-day operations of the business. They
have not written agreement between Dr. Fisher, Jeff Schmidt, and himself. He says this
office has seen 1,000's of people. The employees have been trained by the companies
on how to work the lasers. He says nothing the employees do when working with the
lasers require a physician or nurse.

Mr. Moore identified one of the respondent’s as a cosmotologist (Marilyn Gelnette). He
says she started working here June 2002. He explained he is in the process of merging
and forming a new company. He identified three employees that perform the laser
treatments, etc. They are Sherry Winterstein, Shaney Shoengarth, and Marilyn
Gelnette. He says he does not perform the treatments.

Mr. Moore says he or Marilyn Gelnette usually do the intakes on all incoming
patients/clients/customers. They find out which areas and describe the process and
costs. He says anyone being seen sign a disclosure form as part of the intake process.
He used to have an esthetician names Sandra Lee Murillo, but he let her go in July or
August 2002 as she wasn't doing her job.

Mr. Moore says as far as Lidocaine being used by the employees, it is only given to
someone in pain who requests it. He says it is not a big deal. He can’t remember the
last time they received any, but says it is very rarely used. He will provide the
information. Mr. Moore described how they order it. He faxes a request to Dr. Fisher,
who then orders it and it is delivered by mail. When we requested to see where the
Lidocaine is kept, Mr. Moore was unable to show any of it to us. He couldn’t find it.

The four lasers used here are identified as YAG; QUANTUM IPL: ALEXANDRITE; and
SYNERON IPL. All four were viewed and pictures were taken of the treatment rooms,
etc. Also, copies of the forms given to patients/clients/customers were obtained at this
visit. Mr. Moore states that even though Botox treatments are listed on forms, this office
does not perform these treatments. He says they do have a microdermabrasion
machine, but do very few treatments.
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A review was made of the appointment book and records were obtained. Files were
obtained or alleged bumed individuals and copied.

Mr. Moore says he will be providing evidence and statements that the three employees
are not providing medical treatment or performing any unlicensed practice.
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Laser~Works
Reminders And Referrals

* For hair removal treatments remember your hair may not shed for
14-28 days following your treatment.

* For skin enhancement treatments, although you'll see some
immediate changes and improvements, collagen stimulation

- gradually increases 14-28 days after your treatment. Skin texture
and clarity will gradually improve 10-30 days following your
treatment. Following a botox treatment you should see
improvements within 72 hours, with gradual improvements for up
to 30 days. |

*Following a treatment, avoid exposure to the sun for about a
week, If you need to be in the sun, you should apply sun block (SPF
30) in the areas you have treated. '
* Temporary side effects such as blister are rare, however should a
blister occur, apply an antibiotic ointment and notify our office at
206.575.8300 or §88.395.9990

* Your follow up treatment should be in the next 4-8 weeks
dzpending on the type of treatment or area treated, We'll be calling

you to confirm your appointment 24-48 hrs. in advaiace.

*If you have any further questions or concerns, please do not
hesitate to call us.  Thank you
The Staff at Laser~Works of Seattle

—— e —— i ma, e e —— — — — — —— bty — — i it —— r— — — . — ——r —

Remember: Refer family and friends for their free treatment
Name of referral: Referred by:
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LASER~WORKS OF SEATTLE

INFORMED CONSENT FORM

T understand that I will receive medical treatment from Laser~Works of Seattle. I also understand
that clinical resuits may vary with different skin types, hair color and the location on the body for the
treatments by Laser~Works of Seattle. The various treatments Laser~Works of Seattle provides include:
laser hair removal and intense pulse light (epilation); intense pulse light and laser skin rejuvenation, Botox
tm injections; micro dermabrasion; and treatment of vascular lesions and of visual veins with the use of
imtense pulse light and lasers. [ further understand that there is a possibility of unusual side effects from any
of these treatments such as scarring and permanent discoloration. There can also be short-term effects of
any of these treatments such as reddening, mild burning, temporary discoloration of the skin. These
possible effects have been fully explained to me: (please initial).

I have made Laser~Works of Seattle aware of my use of tanning beds, sunless tanning products
and any unprotected exposure to the sun in the last 14 days: (please initial).

I will not hold Laser~Works of Seattle, its owners or its employees responsible for the hair
reduction or skin treatment results [ experience. | realize that my skin and hair is an organ unique to me
and that therefore results may vary: But Laser~Works of Seattle has made me aware of their Guarantees

(please initial)

T understand that there are other options for hair removal and or skin rejuvenation such as
electrolysis, waxing and chemical preparations rather than laser treatment. With this in mind, I choose
laser treatment with Laser~Woarks of Seattle as a non-invasive treztment for epilation and or skin
rejuvenation: (please initial).

[ understand that my treatments by Laser~Works of Seattle require payment and the prices and fee
structure for treatment have been explained to me. There are no refunds on treatments, or on treatments
paid in advance: (please initial).

‘ I further understand that Laser~Works of Seattle’s quoted price for treatment is the price for each

individual treatment or session, uniess otherwise specified in writing by Laser~Works of Seattle. |
understand that the services Laser~Works of Seattle provides sometimes require more than one treatment
session, depending on the individual, and that the price quoted to me for treatment is the price for each
individual treatment session, unless, again, otherwise specified in writing; (please initial),

I am aware that Laser~Works of Seattle requires 24 kours notice of a cancellation or of a need to
reschedule and that it is my responsibility to provide that notice. I agree to pay a minimum of $75.00, or
half the scheduled treatment cost, if I fail to give the required 24 hours notice. If I choose to prepay my
treatment session or sessions, | understand that | may forfeit one of my future sessions if 1 do not provide
Laser~Works of Seattle proper notice (24 hours).

I have read and fully understand ali the terms of this informed consent form, all my questions have
been answered to my satisfaction and I agree to terms of this agreemem:

Print patiert name;

Signature: Date:

Witness: Date:
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Laser~Works!

Patient Medical History

Name: | D.OB.
Address: City: 2ip:
Home Phone: Business Phone:
Referred By: |
_ Ethinic Origin: {For skin reaction to Laser)

Have you ever been diagnosed with the following?

Heart condition: Bleeding Disorder: Fainting Spelis:
Diabetes: Type? Insulin Controlied?
-Herpes: Keloid Scars:

Are you pregnant?

What medications are you taking? (including aspirin)

Are you taking any herbal preparations? (St Johns Wort)
How often do you use alcoho!? x-day x-week x-month
Allergies: '

Skin type (when exposed to the sun without protection for about 1 hour)

1. Always bums, never tans
2. Usually burns, sometimes tans
3. Sometimes burns, sometimes tans
4. Always tans

When were you iast exposed to the sun? (including tanning booth)

Do you use chemical tanning products?

Are you planning a holiday in the sun?

Reason for visit (areas to be treated)

Prior Treatment (if any)
Waxing______ Body Part(s):

Electrolysis Body Part(s):

Depilatory Body Pari(s):

Laser - Body Part(s):
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After reading this article YOU MAY
never shave or wax

a gain ! New, break th rough

technology now coupled with pricing so
affordable it doesn’t make sense to remove
hair any other way! Now for about the
price of most hair removal methods that
are only temporary you can permanently
remove hair anywhere on the body. Nuve
laser skin clinics a national laser hair
removal and skin rejuvenation service
company is now offering state of the art
laser hair removal treatments with the
newest most advanced lasers, all at a price
peint that has the public lined up to finally
get the solution to their unwanted hair!
Laser hair removal is the process of
covering an area with gentle pulses of light
energy that are so safe that they are
actually recognized as being beneficial to
the skin. It is these gentle pulses of light
that systematically and permanently treat
hair follicles so that you can throw away
the razors, creams, and hot wax forever!!

Nuvo laser skin clinics s
challenging a traditionally overpriced and
often times inconvenient service market
with a common sense approach that has
people thinking twice about their
invesiment of money and time with only
temporary hair removal methods. With
pricing on small body parts only $59.95
and large body parts only $89.95, Nuvo
laser skin clinics has many people
changing their hair removal habits as well
as their minds about becoming hair [ree in
areas they never before thought about
maintaining with shaving or waxing.

000047

Nuvo laser skin clinics uses only
the newest, patented and FDA approved
lasers combining the best hair removal
technology of electrolysis with the best
traditional hair removal lasers.  This
allows for treatment of all hair colors even
gray and blondes and on any skin type
even tanned skin!

"The most amazing pari of the
process is that all of the treatments are
performed with virtually no discomfort or
pain, allowing clients-to resume their
activities immediately after treatment.
There is simply no better way to achieve
permanently  that  sleek,  smooth,
maintenance and worry free look then to

"walk into a Nuve clinic and get started.

With the procedure being so safe, the price
affordable and the process so simple, you
won’t need a lengthy or sometimes
embarrassing consultation. All of your
personal needs and issues can be addressed
in privacy with our highly skilled and
trained technicians, however there are
always treatment specialists at Nuvo on
duty to quickly answer all of your
questions and set up a program for each
client.

If you’re like many people who
have struggle”d with  embarrassing
unwanted hair or would just like to keep
your “look™ without the hassle of constant
hair removal maintenance you’ll certainly
be pleasantly surprised. Nuve laser skin
clinics are so sure of their client’s results
that they guarantee customer satisfaction.
Talk to a treatment specialist today, get
scheduled, and get started. Remember,
you have everything to gain including
your time, your confidence, and your
freedom with nothing to lose except

hair!!
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LASER~WORKS

HAIR REMOVAL AND SKIN REJUVENATION CLINICS

Small Body Parts at Onlv $59.95

Bikini Line
Chin
Under Arms
Sides of Face
Upper Lip
Front of Neck
Back of Neck
Navel
Hands
Feet
Brows

Large Body Parts at Only $89.95

Back '
Shoulders (
Chest
Abdominals
Upper Legs
Lower Legs
Extended Bikini ' ||
Buttocks
Upper Arms
Lower Arms

Call today to take advantage of our new pricing structure!

411 Strander Blvd, STE 107 » Tukwila, WA « 98188
Phone: 206-575-8300 « Fax: 206-575-6816
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PHONE CONSULT QUESTIONS-LASER

Date:

Name:

Address:

City: State: _ Zip:

Ph'o.ne: HM: WK: Cell:

Hair Color: : Complexion:

Have you been exposed to the sun or a tanning bed recently?

Y/N

Have you waxed or used a chemical depilatory in the past 2 weeks? Y/N

What area(s) are you interested in treating?

How did you hear about us?

(publication, radio, TV, internet)

EVALUATION SET FOR: TIME:
TREATMENT SET FOR: TIME:
000049
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Patient Medical History
Vascular Treatment

Name: D.OB.

Address: City: State___Zip:

Home Phone: Business Phone:

Referred By:

Ethnic Origin: {For skin reaction to
Laser)

Have you ever had the following?

Heart Condition:

Diabetes: Type: Insulation Controlled:
Bleeding Disorger: Fainting Spells:

Keloid Scarring: Herpes

Are you praegnant? Hz skin cancer;

What medications are you taking (including aspirin)

Are you on any blood thinners?

Are you taking any herbal preparations? {St. John's Wort)

if yes, List:

How often do you use alcohot? x-day x-week ' x-month
Allergies:

Skin type (when exposed to the sun without protection for about 1 hour)

Always bum, never tans

Always bumns, sometimes tans

1.
2.
3 Sometimes bums, sometimes tans
4.

Always tans

when were you last exposed to the sun (including tanning booths)?

Do you use chemical tanning lotions?

Are you planning a holiday in the sun?

Reason for visit (area to be treated)

Prior treatment (if any) Stripping Body Part (s)
Ligation Body Part (s)
Injection Body Part {s)
Laser Body Part {s)
Q00050
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POST TREATMENT- VASCULAR

Apply ice, cold compresses as needed.

Avoid strenuous exercise for 3 days.

If blister occurs apply an anti-biotic ointment such as Neosporin
and call clinic at 206-575-8300. Keep the area clean and
lubricated. |

Changes in skin color may occur, notify clinic for treatment
advice.

s |t takes 2 to 6 weeks for coagulated vessels to dissipate.

Compression stockings may be worn during the day for up to 3
days after.
SPF 20 minimum should be worn,

0000351
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PRE-TREATMENT- VASCULAR

No sun or tanning bed exposure at least 3 days prior to

© treatment.

No aspirin or blood thinning medication within 1 week.

No history of coagulapathies (blood clots), diabetes, keloid
scarring, history of skin cancer or herpes in treatment area.
Pregnancy.

Topical anesthetic may be purchased and applied prior to
treatment (Lasercaine).

lce and cool-tip laser will cool the area.

If prior treatment by injection or vein stripping, we do not
recommend treatment with laser.

Treatment may be repeated up to 3 times with laser; then other
alternatives should be considered i.e. vein stripping or
injections.

QO0UVOL
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Laser~Works of Seattle

TREATMENT LOG

PATIENT NAME: TECHNICIAN: DATE:

AREAS TREATED ' TX #

PATIENTSKINTYPEI _II Il IV__ V HAS TANNING CHANGED PATIENT S SKIN
TYPE UP THE FITZPATRICK CLASSIFICATION? _~ YES NO

LASER/EQUIPMENT TIME ELAPSED DURING TX
*AURORA HR- ORSR__? OPTICALENERGY#  RFENERGY#
IMPEDANCE SAFETY LIMIT (ISL)# ___ SKINTEMP.AVG.# __ HIGH# __ LOW#_
*QUANTUM/IPL HR__ ORSR__ ? PROGRAM1,2,37 _ WHICHHEAD? 560 640,
695,755 OPTICALENERGY/J’'S# _ MILLISECONDS# _ PULSECOUNT#_
* ALEX J°S# MS# MM 10MM__ *ALTUS J'S#  MSH_
*MICRO DERMABRASION  AREA TREATED POWER USED¥__

SKIN REACTION (TODAY’S TREATMENT)

DOCUMENT % OF REDUCTION (HAIR REMOVAL ONLY) FROM BEFORE FIRST
TREATMENT TO CURRENT % OF REDUCTION. %

SKIN REACTION FROM THE TREATMENT PRIOR TO TODAY’S(HAIR SHEDDING?,
IMPROVEMENTS IN SKIN TEXTURE AND TONE?, ETC))

DID YOU MAKE THE PATIENT AWARE OF THE SERVICES AVAILABLE TO THEM AT
LASER~WORKS THAT THEY ARE’NT CURRENTLY USING? DID YOU ASK A QUESTION
VERY SIMILAR TO THIS ONE? “HAVE YOU HAD THE OPPORTUNITY TO LEARN ABOUT
OUR LASER TREATMENTS FOR SKIN ENHANCEMENT, SPIDER VEINS, OR HAIR
REMOVAL?” YES NO

DID YOU ASK THE PATIENT ABOUT TREATING EXTRA AREAS, NOW (TIME PERMITTING)
OR SCHEDULING THEM WHEN MORE TIME IS AVAILABLE? YES NO

*ANY ADDITIONAL NOTES ON THIS CLIENTS TREATMENT(S)

NEXT APPOINTMENT:__ / / BALANCE DUE:
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LASER ~ WORKS!
Medical History

Skin Rejuvenation

1. What type of problem are you consutting for:

Sunspots

Wrinkles

Distended blood vessels (red spots that may be spidery in appearance)
Flushing of the skin

Large Poras

anDpooo

2. How many years have you noticed this problem?

At what age did your skin problem occur?

s @

Are your present skin problems getting more pronounced? Y /N
5. Have you ever been treated for this problem? Y /N

6. Are you cumrently taking medication for your skin problem? Y/ N
7. Are you pregnant, nursing or planning a pregnancy soon? Y /N

8. Do you have a history of keloid scarring? Y /N

9. Do you have a history of:

o Septicemia o Heart disorders

o Herpes Sores o Bleeding disorders

o Easy brusability o Dark spots after pregnancy
o Skin injury

10. Have you had any allergic reactions to anesthesia? Y /N

11. Do you have any allergies, especially skin related? Y /N
if yes, please specify

12. Do you have any allergy to medication Y /N
If yes, pleage specify,

13. Are you taking any medication?

o Aspifin o Cortisone
o Hormones/contraceptive o insulin
o Thyroid medication - o Tranquilizers
o Sedatives o Other
o Appetite depressants (please specify)
o Anti-coagulants
Client Signature Date:.
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LASER ~ WORKS!

Informed Consent — Microdermabrasion

consent fo and authorize Laser ~ Works!, and

it"s staff, to perform microdermabrasion skin exfaliation and other services. My signature and
initials below acknowledges that | have read the following precautions and understand the risks. |
agree to receive the treatments or series of treatments listed as follows:

Areas to be treated:

The nature and purpose of the treatment has been explained to me, and any question |
have regarding this procedure have been explained to my satisfaction.

I understand that with any treatment certain risks are involved and that any
complications or side effects from known or unknown causes could occur. | freely
assume these risks.

Possible side effects include, but are not limited to: Mild redness, extreme redness,
bruising, local swelling, stinging, tendemess, dry skin, flaking, lightening or darkening of
the skin, infections, pimples, bumpy appearance, and cold sores. Most side effects are
temporary and generally subside within 72 hours.

If | am prone 1o Herpetic outbreaks, i have been advised to see my physician about a
prescription for acyclovir, zovirax, or to take supplements of L-Lysine, Beta-Carotene and
Folic Acid daily.

| have been advised ta discontinue all AHA's, Glycolics, Rentin-A, Renova, or any
exfoliating products for up to 72 hours post-procedure. | understand that | must use
hydrating and soothing antioxidants for healing, and ice for swelling and inflammation
reduction. Alsg, { understand there should be no sun exposure for 72 hours and the use
of an SPF 30 at all times during treatment is advised.

| have been advised and agree to avoid collagen injections for up to 10-14 days_before

Date

Patient Signature
Parental Signature

Witness

any microdermabrasion treatment and 7 days afier treatment.
I am over 18 years of age or | have parental consent co-signed below.

I will call to inform my practitioner of any complications or concerns | may have as soon
as they occur.
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LASER ~ WORKS!

Informed Consent
Skin Rejuvenation

1 understand that the IPL Quantum SR is an IPL device used for skin
rejuvenation and that clinical results may vary in different skin types. |
understand that there is a possibility of rare side effects such as scarring and
permanent discoloration as well as short-term effects such as reddening, mild
burning, temporary bruising and temporary discoloration of the skin. These effect
have all been fully explained to me (piease initial)

Based on the clinical experience and discussion with other physicians we have
found that those people who tend to sunburn rather than tan usually obtain good
results on the first and subsequent visits. On the other hand, those who tan
more easily tend to have more variation in their results. Some patient in this
category will experience partial results and some will experience no improvement
at all.

| understand that the treatment by the IPL Quantum SR system involves a series
of treatments and the fee structure has been fully explained to me.

| also understand that there are options for cosmetic skin treatment that are
available and each of these other options have fully been explained to me
(Please initial}

With this in mind, | am choosing to try the IPL Quantum SR non-invasive
treatment for Photorejuvenation.

| have read and understand this agreement and afl my questions have been
addressed and answered to my satisfaction. | agree to the terms of this
agreement.

| understand that there is a 24-hour cancellation policy, and a $75.00 minimum
fee or haif of the treatment cost will be charged. (Please initial).

| understand that Laser — Works! Does not offer a money back policy. If for some
reason | am unsatisfied with the results of my IPL treatment | realize that there
will be no cash refunds. (Please initial)

Client's name (please print):

Signature:

Date:

Witness:
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Laser~Works of Seattle

TREATMENT LOG

PATIENT NAME: TECHNICIAN: DATE:

AREAS TREATED X #

PATIENTSKINTYPEI _II I IV__V HAS TANNING CHANGED PATIENT’S SKIN
TYPE UP THE FITZPATRICK CLASSIFICATION? = YES _ NO

LASER/EQUIPMENT TIME ELAPSED DURING TX

*AURORA HR__ORSR__? OPTICALENERGY# __ RFENERGY#
IMPEDANCE SAFETY LIMIT (ISL)# ___ SKINTEMP.AVG. # __ HIGH# ___ LOW#

*QUANTUM/IPL HR__ORSR___? PROGRAM1,2,3?  WHICHHEAD? 560,640,

695,755 OPTICALENERGY/I’'S# __ MILLISECONDS# __ PULSECOUNT#

* ALEX J'S# MS# TMM__10MM___ *ALTUS 'S MS#

*MICRO DERMABRASION  AREA TREATED POWER USED#

SKIN REACTION {TODAY’S TREATMENT)

DOCUMENT % OF REDUCTION (HAIR REMOVAL ONLY) FROM BEFORE FIRST
TREATMENT TO CURRENT % OF REDUCTION. %

SKIN REACTION FROM THE TREATMENT PRIOR TO TODAY’S(HAIR SHEDDING?,
IMPROVEMENTS IN SKIN TEXTURE AND TONE?, ETC.)

DID YOU MAKE THE PATIENT AWARE OF THE SERVICES AVAILABLE TO THEM AT
LASER~WORKS THAT THEY ARE’NT CURRENTLY USING? DID YOU ASK A QUESTION
VERY SIMILAR TO THIS ONE? “HAVE YOU HAD THE OPPORTUNITY TO LEARN ABOUT
QOUR LASER TREATMENTS FOR SKIN ENHANCEMENT, SPIDER VEINS, OR HAIR
REMOVAL?" YES NO

DID YOU ASK THE PATIENT ABOUT TREATING EXTRA AREAS, NOW (TIME PERMITTING)
OR SCHEDULING THEM WHEN MORE TIME IS AVAILABLE? YES NO

*ANY ADDITIONAL NOTES ON THIS CLIENTS TREATMENT(S)

NEXT APPOINTMENT.___/ / BALANCE DUE:
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CLIENT INFORMATION
Skin Rejuvenation

The following is some general information that may answer questions you might
have with regard to treatment with the IPL. Quantum SR.

1.

Pain- some patients feel discomfort during treatment. Exposure is limited
to an extremely short putse. Patients report the treatment feels like a
rubber band snap. This discomfort may range from mild to moderate and
does not last long. A mild buming sensation may last for up to one hour.
A cold compress or ice pack may be used if desired.

Heating- There is always the slight possibility of developing a crust or
blister. This is superficial, and rarely results in any scarring and is treated
like sunbum or any other blister.

Pigment Changes- The treated area will probably heal without any
pigment changes, however, there is always the chance that hyper
pigmentation (darker) or hypo pigmentation (lighter) areas may occur.
These are temporary and will fade within 1 to 6 months. Sun exposure
must be avoided 3 to 4 weeks prior to therapy and after, as exposure to
the sun may intensify hyper pigmentation. It is rare that a change is ever
permanent.

Scarring- it is vary rare and it is important to follow all the post treatment
instructions carefully in order to prevent infection.

Excessive Sweliing- May occur immediately after treatment especially if
the face has been treated. This is ternporary and not harmful. Cold packs
or a hydrocortisone preparation may reduce the swelling.

Fragile Skin- The skin that has been treated should be treated gently for a
few days. it should not be rubbed and when applying makeup, pat gently.
Makeup can be applied immediately after treatment as long as the skin is

not broken.

Bruising- May or may not occur. [f bruising occurs it will normally clear ub
in 1 to 7 days. '

We start with test areas to see how clients react to treatment. If the tests
are satisfactory a session of treatments will follow.
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BIANCHI, ELIZABETH 2005100073MD PAGE 160



SKIN REJUVINATION (IPL)
POST TREATMENT CARE

. Quick warm showers are recommended. If areas are freated other than
the facial area, hot baths are not advised for 24 hours.

. If the skin is broken or a blister appears apply an antibiotic ointment. The
area should be kept lubricated to prevent crusting or scabbing of tissue.

. Cold compacts; aloe Vera or any other cooling preparation may be used to
ease temporary discomfort.

. Prolonged sun exposure is to be avoided for 3 weeks before treatment
and then for the following 3 weeks. A total sun block, not a sunscreen;
should be applied if it is impossible to comply. f further treatment is

needed a commitment to stay out of the sun is necessary. If there is sun
exposure there are certain minor complications that might occur.

. Any questions or concerns please contact the clinic without hesitation.

. Makeup can be applied as long as the skin is not broken. Makeup will
also serve as an additional sun block.

@UUUL"B
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Laser~Works of Seattle

TREATMENT LOG

PATIENT NAME: TECHNICIAN: DATE:

AREAS TREATED X #

PATIENTSKINTYPEL 11 IV V HAS TANNING CHANGED PATIENT S SKIN
- TYPE UP THE FITZPATRICK CLASSIFICATION? _~ YES NO

LASER/EQUIPMENT TIME ELAPSED DURING TX

*AURORA HR- ORSR__? OPTICAL ENERGY # RF ENERGY#

IMPEDANCE SAFETY LIMIT (ISL)# ___ SKINTEMP. AVG.#___ HIGH# ___LOW#4
*QUANTUM/IPL HR__ORSR__? PROGRAM 1,2,3? __ WHICH HEAD? 560,640,
695,755 OPTICALENERGY/)’S# ___ MILLISECONDSH PULSE COUNT#

*ALEX J'S# MS# IMM___ 10MM__ *ALTUS J'S# MS#

*MICRO DERMABRASION AREA TREATED POWER USED#

SKIN REACTION (TODAY’S TREATMENT)

DOCUMENT % OF REDUCTION (HAIR REMOVAL ONLY) FROM BEFORE FIRST
TREATMENT TO CURRENT % OF REDUCTION. %

SKIN REACTION FROM THE TREATMENT PRIOR TO TODAY’S(HAIR SHEDDING?,
IMPROVEMENTS IN SKIN TEXTURE AND TONE?, ETC.)

DID YOU MAKE THE PATIENT AWARE OF THE SERVICES AVAILABLE TO THEM AT
LASER~WORKS THAT THEY ARE’NT CURRENTLY USING? DID YOU ASK A QUESTION
VERY SIMILAR TO THIS ONE? “HAVE YOU HAD THE OPPORTUNITY TO LEARN ABOUT
QUR LASER TREATMENTS FOR SKIN ENHANCEMENT, SPIDER VEINS, OR HAIR
REMOVAL?” YES NO

DID YOU ASK THE PATIENT ABOUT TREATING EXTRA AREAS, NOW (TIME PERMITTING)
OR SCHEDULING THEM WHEN MORE TIME IS AVAILABLE?  YES _ NO

*ANY ADDITIONAL NOTES ON THIS CLIENTS TREATMENT(S)

NEXT APPOINTMENT: / / BALANCE DUE:
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Laser~Works!

411 Strander Blvd. suite #107
Tukwila, WA 98188
Southcenter Professional Plaza
206.575.8300
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Park E

I
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RET 7\ bl
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_©1600 MapQuest.oom, Inc.; © 1900 Naviaaton Technobabs]

From 1-5 Southbound:

Take the Southcenter exit. At the end of the exit, go left on Southcenter
Parkway. Stay in the right lane, and go right on 61st Ave. Turn left at the first
light on Tukwila Parkway. Take a right at the second light on Andover Park
West. At the second light on Andover Park West go left on Strander Blvd. Our
office is located one block up on the right side. Southcenter Professional Plaza,

in suite #107

From I-5 Northbound:
Take the Southcenter exit, and stay to the right of the Y. Take a right at the yield

sign onto Southcenter Parkway. Then a left at the first light onto Strander Bivd.
Follow the road past the mall, and the entrance to our lot is directly behind
Bamnes and Noble. Qur office is located in the Southcenter Professional Plaza,

suite #107.

From 1-405 Southbound:
Take the West Valley Hwy. exit. At the bottom of the exit take a right heading
south. Take a right on Strander Blvd. At the first light on Strander take a left on

Andover Park East. Our parking lot ig the first on the right.

COOVL L
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Laser~Works!

Common Questions & Concerns
How does it feel?
Most patients tolerate the treatment very well and report that it is more
comfortable than some of the other hair removal methods that they have tried.
Patients who do feel discomfort during treatment often report the sensation feels
like a rubber band snap ranging from mild to moderate. A warm sunbum feeling
can also occur which usually subsides in less than an hour. For people who are
extremely sensitive we have a topical anesthetic available to be applied before
treatment.
What happens to my skin?
Your skin should not show any sign that you've had treatment for unwanted hair.
Temporary side effects such as redness and slight swelling usually disappear
within one half hour. The redness in the skin is caused by both the heat of the
intense light and by the ice applied immediately following treatment. These side
effects are again temporary and disappear quickily after treatment. Side effects
such as a blister or pigment change are rare and easily treatable.
Is this permanent? _
Yes, it is true. The follicles that have been effectively treated will not be able to
produce new hair. It is aiso true that the follicles that produce your unwanted hair
are only vulnerable to the fasers energy when they are actively growing.
Therefore, a particular body part will usually require a series of treatments to
treat follicles that were-once dormant as they become active. This should
produce a thinner re-growth of hair after each treatment.
If you have any further questions or to set up your first appointment,
please call (20€) 575-8300 or (888) 395-9990.
*Help us fit your schedule by calling and booking in advance of when you'd like to
start your treatment as we are often booked out 2 weeks or ionger.

Pre Treatment Instructions

*Please do not wax, bleach, tweeze, or use a chemical depilatory 2 weeks prior
to and during iaser treatment.. Shaving is OK.

*Avoid tanning or sun exposure prior to treatment for a minimum of 7 days in
treatment area. If light sun exposure is unavoidable prior to treatment, apply sun
-block (minimum SPF 30) in areas to be treated.

*Prior to treatment, the area should be shaved. If you are unable to shave the
area that is to be treated, shaving can be performed here normally for a $25.00
fee.

*Please wear white cotton undergarments as the laser is potentially attracted to
dark colors.

*Please notify our office if there has been any change in your health status, or if
you have been prescribed antibiotics or steroids so we can reschedule treatment.
*We have provided directions to our office and a map on the reverse side for your
convenience.
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" What makes Aurora different?

Aurora is based on a unique technology.
called ELOS™. which utilizes the synergy
of electrical energy and light to remove hair
more gently, more effectively than any

other system.

Aurora:

(] Uses less energy, which means more
safety (panicularly if you have dark
skin)

€ Causes fewer, milder side-effects

@ s more comfortable before and

~ after treatment

€© Removes more hair in fewer

treatments

.. H
SRy e e

o

R ey o s
Eamai L PIVLE E 4
R o v 'ﬂ f

—

The Aurora hair removal systeni is
provided by:

Syneron Inc.

100 West Beaver Creek Rd. Unit 6
Richmond Hill, Ontario, Canada
L4B |H2

Tel : (905) 886-9235
Fax : (905) 886-7046
Tolil free: (866) 259-6661

email: gordonp @syneron.com

WWW.SYNCron.com

For more information,
contact:

/ I

. ,/

Syneron
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Gentle

AURORA

Say goodbye to unwanted hair

long-lasting

hair removal
For men and women
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Safe, effective hair removal is now
within your reach

Removing unwanted hair from your face or
body is now easier and more comfortable than
ever before. Instead of shaving, tweezing. or
waxing, and instead of going through painful
electrolysis or laser treatments, you can now
enjoy comforiable, long-term hair removal.

The Aurora™ hair removal system utilizes
advanced technologies based on proven
science. It treats unwanted hair safely, quickly
and very effectively, eliminating the hair at
root level and severely reducing re-growth.

P lease talk to your doctor to answer any
guestions and to discuss your hair removal
goals. Your doctor is best qualified to assess
your suitability for this treatment.

Aurora Hair Removal Sysiemn

How does Aurora work?

Aurora is a faster, gentler way to remove unwanted hair, with long-term results. It applies
precisely controlled pulses of energy (electrical and light, with cooling). reaching into the hair
follicles that lie beneath the skin. The energy heats the hair, right down to the bottom of the
root, destroying it without damaging surrounding tissue or skin.

What does it feel like?
Each pulse, which lasts less than one second. produces a slight tingling feeling. In particularly
sensitive areas. such as the upper lip, it may feel like a quick. light pinch.

Is it suitable for everyone?

Aurora enables your doctor to customize the treatment to exactly match your hair and skin
color and type. As long as there is some color in your hair (even blond hair has enocugh color),
then Aurora will be effective.

What about side effects?

The energies used by Aurora (electrical and light) are both commeounly used in a range of
medical and cosmelic procedures and have proven to be safe. Most people experience no side
effects at all, though a few exhibit some short-term local reddening of the surrounding skin. You
can return to your regular activities immediately after treatment, although it is advisable to keep
the skin protected from exposure to direct sunlight for a short period of time.

How many treatments will I need?

Similar to other technoiogies, Aurora destroys hairs that are in the active growth phase, so
repeat treatments will be needed to target hair that was not affected at the time of the previous
treatments. The number of treatments you will need depends on your hair and skin color and
type, and the part of your face or body treated. Your doctor can advise you about how long it
will take to reach your hair removal goals. (Usually, four to six treatments are required.)

What results can I expect?
Aurora has been proven to be effective for long-term hair reduction with each individual
treatmenlt. At the end of the treatment program you can expect your skin to remain smooi.
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"What makes Aurora different?

Aurora is based on a unigue technology.

called ELOS™, which utilizes the synergy of

electrical energy and light to tmprove the

appearance of your skin more gently, more

effectively than any other system.

Aurora:

@

@
®

Uses less energy, which means more
safety (particularly if you have dark
skin)

Causes fewer, milder side-effects

[s more comfonable before and

after treatment

Treats a greater range of lesions

The Aurora skin rejuvenation
system is provided by:

Syneron Inc.

100 West Beaver Creek Rd. Unit 6
Richmond Hill. Ontarie, Canada
L4B 1H2

Tel : (905) 886-9235
Fax : (905) 886-7046
Toll free: (866) 259-6661

email: gordonp@syneron.com

WWW.Syneron.com

For more information,
contact:

/’

/

f;yneron
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- URORA

Skin Rejuvenation

Enjoy
a smoother

more youthful
appearance
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Skin renewal is now safer, gentier
and more effective

-
o
S =

Removing unattractive lesions is now easier,
more comfortable than ever before. Instead of
endurning painful procedures that use intense
heat. light or laser, you can now enjoy
comfortable, long-lasting skin renewal that
produces the resulls you truly want.

The Aurora™ skin rejuvenation system
utilizes advanced technologies based on
proven science. It uses a unigue combination
of electrical energy, light and cooling to treat
vascular lesions (facial telangiectasias.
rosacea, etc.) and superficial pigmented
lesions (such as age spots, solar lentigo, and
others) safely, quickly and very effectively.

Please talk to your doctor to answer any
questions and to discuss your skin renewal
goals. Your doctor is best qualified 1o assess
your suitability for this treatment.

— -

Aurora Skin Rejuvenation Syéfem

How does Aurora work?

Aurora 1s a safler. gentler way to smooth and rentove many types of facial skin imperfections.
It applies precisely controlled pulses of energy (electrical energy and light, combined with
cooling). removing a wide variety of vascular lesions and pigmented lesions without
damaging surrounding tissue or skin.

What does it feel like?
Each pulse. which lasis less than one second, produces a slight tingling feeling. In
particularly sensitive areas it may feel like a guick, light pinch.

Is it suitable for evervone?

Aurora can be effective on all types of skin and on a wide variety of lesions and skin
irregularities. Your doctor will customize the treaunent te exactly match your skin type and
treatment goal.

What about side effects?

The energies used by Aurora (clectrical and light) are both commonly used in a range of
medical and cosmetic procedures and have been proven to be safe. Most people experience
no side effects at all. though a few exhibit some short-term local reddening of the
surrounding skin. You can usually return 10 your regular activities immediately afier
treatment, although it js advisable (o keep the skin protected from direct sunlight for a short
period of time.

How many treatments will I need?

Excellent results can be achieved in a single session. If multiple types of lesions are to be
treated. several treatments. spaced three to four weeks apart. may be required. Your docior
can advise you about how long it will take 1o reach your skin renewal goals.

What results can 1 expect?

Aurora has been proven lo permanently remove vascular lesions and superficial pigmented
lesions. At the end of the treatment program you can expect your skin to be smoother and
clearer.
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STATE OF WASHINGTON

DEPARTMENT OF HEALTH

1511 3rd Ave., Suite 321 « Scattle, WA 98101
December 16, 2002

Marilyn Gelnette
411 Strander Blvd, Suite 108
Tukwila, WA 98188

RE: Unlicensed Practice of 20062-09-0004UI
Dear Ms. Gelnette,

The Washington State Department of Health (Department) is authorized under RCW 18.130 to
investigate complaints concerning the alleged practice of Medicine by unlicensed persons.

The Department has received information and an allegation you are advertising and practicing
in medicine by providing freatment at “Laser Works," in Tukwila, WA

it is the Department’s position that if you are engaging in such conduct, as alleged, you must
have a license to practice Medicine under chapter 18.71 RCW. According to our records, you
are not licensed or certified to practice medicine in the state of Washington. Based on the
above, an investigation has been initiated into the complaint we have received against you.

If found in violation, the Secretary of the Department of Health (Secretary) is authorized under
RCW 18.130.190 to take the following actions against any person engaging in the unlicensed
practice of a health care business or profession:;

. Issue a Cease and Desist Order to that persbn,‘

. impose a civil fine in an amount up toc ONE THOUSAND DOLLARS
($1,000.00) per day for each day that the person engages in
unlicensed practice;

. Seek an injunction in Superior Court with regard to the unficensed
practice.

Furthermore, please be advised that the unlicensed practice medicine is a criminal viotation
(RCW 18.130.190(7) and constitutes a gross misdemeanor for a single violation. Each
subsequent violation, whether alleged in the same or in subsequent prosecutions, is a class C
felony.

000135
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December 15, 2002
Page 2

In some cases, we find that individuals are unaware of the need for a license or are unaware
that what they are doing constitutes unlicensed practice. In such situations, once they have
been advised of the legal requirements they have chosen to either become properly licensed
or discontinue the illega! practice.

Further, you may feel that the conduct you are engaged in may not be a violation of state law.
We would encourage you to submit a letter to us in which you fully explain your practice
so that we may better evaluate the complaint. You are free to consult with and engage an
attorney at your expense o represent you in this matter prior to making your writien response.
Your response(s) may be used if disciplinary action is deemed necessary. If you wish to have
an attorney represent you, please have the attcrney file a Notice of Appearance at the address
listed below.

At this time, no formal charges have been filed against you as an unlicensed Health Care
Provider. This is a preliminary investigation only. We have included a licensing requirement
notification form and ask that you sign and return this form to us within fourteen days from
the date of this letter. This may preclude further investigation on our part.

Thank you in advance for your cooperation. If you have any questions, please feel free to
contact me at (253) 395-6709.

Sincerely,

yle/] Crowley

al are Investigator
Department of Health
20435 72" Ave., S, Suite 200
Kent, WA 98032

Enclosure

200136
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DEPARTMENT OF HEALTH
HEALTH PROFESSIONS QUALITY ASSURANCE DIVISION

LICENSING REQUIREMENT NOTIFICATION

[, Marilyn Gelnette, have been advised that the practice of Medicine within the state of
Washington requires proper licensing by the Department of Health. By signing my name below
and returning this notification to the Department, | acknowledge receipt of the necessity to be
licensed to practice Medicine in the state of Washington. Furthermore, my signature below
does not constitute an admittance that | have practiced without the proper licensure or
certification.

Signed: :
Marilyn Gelnette
Dated: , 200_.
000137
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12/17/18

Eric Moore

Laser Works of Seattle
411 Strander Blvd
Tukwila, WA 98188

* Dear Eric:

The purpose of this letter is to advise you of my resignation as Med-ical Director
for the LaserWaorks clinic in Tukwlla. My resignation is effective today.

At this time, | am unable to fulfill the true requirements nor accept the degree of
responsibility that is associaled with this position.

Sincerely

John er MD
Seattle

OOMLI8
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MQAC Policy

Use of Lasers in Skin Care and Treatment

Most lasers used for medical or medical like purposes carry an FDA classification that ‘
restricts their sale and therefore use to someone with prescriptive authority such as an
MD or Dentist. For our purposes here we are addressing only physicians. The Medical
Commission holds that the use of a laser for trealing or altering skin is the practice of
medicine. The Commission however has allowed that the use ol a lascr for dermatologic
purposes, such as hair removal, may be delegated provided a physician provides
appropriate oversight.

One may not assume that an M) degrec and a valid medical license qualifies a physician
to provide appropriate oversight for the dermatologic use of a laser. “Appropriate
oversight” herc presumes and indeed requires that a physician possess a variety of
prerequisite skills: '

1) The physician must be skiiled in the diagnosis, selection and treatment of patients
with skin conditions being considered for treatment with a laser.

2) The physician must know the indications for and against the various treatments
available for the specific skin condition to be treated with a laser and be familiar
with the risks, effects and side effects of the proposed laser treatment.

3) The physician must be certifiably trained in the theory and use of medical lasers
and have sufficient practical hands on experience in the use of a laser to make the
oversight of another laser uscr real and meaningful.

Before delegating the use of a laser to another person the oversceing physician must also
assure that that individual as well has both appropriate training in the area of basic
dermatology, and demonstrable training and experience in the use of a laser. While this
training and experience need not be identical to the physician’s, it must be of sufficient
similarity and scope to assure that the designee can provide laser based dermaltologic
services with skill and safety.

Skill in laser based hatr removal does not imply skill with other laser cosmetic procedures
such as the treatiment of congenital and vascular conditions or tattoos. As the complexity
of a skin condition increases so does the risk to the patient, and the invoivement of a
physician in the care of that patient must increase concomitantly. Procedures which
carry unusual or significant risks based on age, diagnosis or location on the body should
cither not be delegated at all or should be delegated only to those individuals whose skills
and expertence are commensurate with the problem. Such individuals should ideally
have a significant background of medical training as a nurse or physician assistant.

QOB3IN

BIANCHI, ELIZABETH 2005100073MD PAGE 244




Finally the physician must be available to those he or she is overseeing. In this matter
availability means that the physician is sufficiently available to the staff to assure
appropriate patient selection and trcatment. Availability may mean that the physician is
in the office proper or in the building, or, it may mean that the physician is avatlable by
phone, depending on the facility, the patient, the diagnosis, the person providing the
treatment and the nature of the treatment being provided. Again reasonable care and
salety, not physician convenience, is the standard.

George Heye, MD

Medical Consultant

Medical Quatlity Assurance Commission
360-2306-4795

(LR 12-18-02)

000140
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XYLOCAINE® (lidoceine HCH) B
{zi *la-caine |

4% TOPICAL SOLUTION

For topical mpplication

DPESCRIPTION

Xylocaine (lidocaine HCl) 4% Topical Sclution conlains o
local gnesthetic ngent and is ndministered lopically. See
INDICATIONS for specific uses.

Xylocaine 4% Topical Solution contains lidocaine HCI,
which i8 chemically designated as acctamide, 24di-
ethylamino}N42 6-dimethylphenyi}, monehydrochloride.
The 50 ml screw-cap bottle should not be autoclaved, because
the closure employed eannot withstand putoclaving temper-
atures and pressures, Composgition of Xylocaine (lidocaine
HC) 4% Topical Solution: Each ml contains lidocaine HCI,
40 mg, melhylparaben, and sodium hydroxide and/or hydro-
chloric acid Lo adjust pl to 60 - 7.0,

An aqueous sofution. NOT FOR INJECTION

HOW SUPPLIED

Xylocaine (lidocaine HCI) 4% Tapical Solution 50 ml
screw-cap bottie, cartoned {NDC 0186.0320-01). NOT FOH
INJECTION,

Stare at cealrolled room Lemperature: 15°30°C {59°86°F).
021802R01 Rev. 7/84 (1)

1.5% XYLOCAINE®-MPF B
with Dextrase 7.6%
{lidocaine HC! and dextrase lnjection, USP}

For Spina! Anesthesia

in Obstetrics,

(For details of indications, dosage and administration, pre-
cautions, and adverge renctions, see cireular in package.)
HOW SUPPLIED

Xylocaine-MPF 1 5% with Dextrose 7.5% (lidocaine HC! and
dextrose Injection, USP), NDC 0186021203, is supplied in
2 mL ampules in packages of 10,

Store at controlled room lemperature 15°-33°C (59°-86°F).
02183GR08 9/94(8)
5% XYLOCAINEG-MPF B
[z loeain) ~

{lidocaine HCI and dextrose Injection, USP)
WITH GLUCOSE 7.5%

(For details of indications, dosage and administralion, pre-
cautions, and adverse reactions, see civcular in package.)
IIOW SUPPLIED

Xylocaine-MPF 5% with Glucose 7.5% (lidocaine 11Cl and
dextrose Injectum USH), NDC 0186022503, is supplied in
2 ml ampules in packnges of 1

Store at coertrolled roont lemperature 15'-30C (57-86°F)
021564R12 Hev, 4/95

XYLOCAINE® 2% Jelly (lidoceine hydrochloridel 1
{zi*lo-catne §

A Topical Anesthetic

for Urplogical Procedures

and Lubrication

of Endotracheal Tubes

DESCRIFTION

Xylecaine {lidocaine HCD 255 Jelly is a sterile nqueous prod-
ucl thal contains a local anesthetic ngent and is adminis-
tered Lopically. (See INDICATIONS for specific uses.)
Xylocaine 25 Jelly contains lidocaine I{CI which is chemi-
cally designated ns acetamide, Z{dicthylamino}N<{2,6-di-
methylpheryly, monehydrechlaride.

Xylocaine 2% Jelly also contains hydroxypropylmethyleel-
lulose, and the resulling mixture moximizes contact with
mucesn and provides lubricalion {or instrumentation. The
unused gortion should be discarded afier initial use. Compo-
sition of Xylocaine 254 Jelly: Ench ml, contains 20 mg of lido-
caine HCI. The formulation alse contains methylparaben,
propylparaben, hydroxypropyimethyleelltlose, and sodium
hydroxide end/or hydrochloric acid to adjust pH 40 6.0-7.0.
(For detnjls of indications, dosage ond admibistration, pre-
cantions, and adversé reaclions, see circular in packoge.)

HOW SUPPLIED
Xylochine (lidocaine HC)) 2% Jtlly is supphcd in the listed
doange forms. NDC 01B§-0330-01, 30

)

L u I.l'l 1
of 1. Q
A del.-lchable ‘applicatar cone nnd a ey I'or expressing the
contents ere included.

NI 0186-0330-36 8 NG FUE B AIE TH 200

Store st controlled room temperature 15—30°C (59-86'F),
021838R14 Rev. 3/96
Shown in Product Identification Guide, page 304

B% XYLOCAINEG{lidocaine) B
[2f do-caine )

Qintment

A Water-Soluble Topicel Anesihetic Qintment

DESCRIPTION

Xylocaine (lidocaine) 5% Qintment contains a local anes
thelic agent and is administered topicaily. See TNDICA-
TIONS for specific uses.

Kylocaine 5% Ointment contains lidocaine, which is chemi-
cally designated a5 acetamide, 24diethvlaminot
N42,6-dimeihylphenyl .

Composition of Xylocaine $% Ointment

Each gram of the plain and flavored ointments contains lido-
caine, 50 mg, polyethylene glycol 540 blend, polyethylene
glyeo! 3350 and propylene giycol. The flavored ointment
containg sodium saccharin, peppermint oil and spearmint
ol

{For details of indications, dusage and administration, pre-
cautions, and adverse reactions, see circular in package.)

HOW SUPPLIED

Xylocaine (lidocaine) 557 Ointment (NDC 0D186-0315-21) is
available in 35 gm tubes.

Xylocaine {lidocaine) 55% Ointment Flavored for application
within the oral cavity, is dispensed in 3.5 gram tubes, 10
tubes per carton (NDC 0186-0153:01), and in 35gram jatrs
(NDC G186-0350-01). )

KEEP CONTAINER TIGHTLY CLOSED AT ALL TIMES
WHEN NOT IN USE.

Store at controlled room temperature 15°-30°C (59°-86°F).

021709R13 1/94(13)
XYLOCAINE & (iidoceine) oTC
{2f Hocain

2.5% DINTMENT

{See PDR For Nonprescriptien Drugs.)

XYLOCAINE® (lidocaine) B
(2 'lo-caine |
13% Oraf Spray

Flavared Yopical Anesthetic Aerosol

Far Use In The Orat Cavity

WARNING—CONTENTS UNDER PRESSURE

DESCRIPTION

Xylocaine (lidocaine) 10%% Oral Spray contains a local anes-
thetic agent and is administered topically in the om? cavity.
Sec INDICATIONS for specific uses.

Kylocaine 1045 Oral Sproy contains lidocaine, which is
chemically designated as acelamide, 2{diethylamino}
N426-dimethylphenyl)-.

Composition of Xylocaine (lidocaine) [0 Oral Spray:
Each actitation of the metered dose valve delivers a solution
containing lidocaine, 10mg, cetylpyridinivm chloride, abso-
lute nlcoho), saccharin, flavor, and polvethylene glycol.
And as propellants: trichloroNuormmethane/dichlorodi-
fluoromethane (65%/35%).

WARNING

Contains LrichloroNuoromethane and dichtorodiflucrometh.
ane, substances which harm public health and environment
by destroying ozone in Lhe upper atmosphere.

(For details of indications, dogage and administration, pre-
cattians, and adverse reactions, see ¢circular in package.)

HOW SUPPLIED

NDC 01860356-01: A 26.8 mL aerosol container provides a
total amount of 3.3 g (w/w} of the active ingredient lidocsine.
Each actualion of the metered dose valve delivers 10 mg of
lidocaine.

Contents under pressure. Do not puncture or incinerate con-
wainer. Do not expose to heat or store at lemperatures ahove
120°F. Avoid contact with the eyes. Inhalation and swallow-
ing should be avoided.

Keep out of the reach of children.

Use orly as directed; intentional misuse by deliberately con-
centroting and inhaling the contents can be harmfut or fatal.
STORE AT CONTROLLED ROOM TEMPERATURE
16"-30°C (59"-B6'F).

Manufactured by Armstrong Laboratories, Inc., West Rox-
bury, MA 02132, .
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A Strategic Partnership

L FAgrs . Lumenis™, the leader in laser and light-based technologies for medical and O At
Lyeeasaeeeeesd - gasthetic applications, is the product of a powerful union. When ESC™ Medical

. beeatiors *  Systems Ltd. and Coherent Medical Group joined forces, we dramatically if _) i.’m,'sﬁ
L ottt enhanced our ability to produce quality products and a new paradigm of service.

. Cereor Goportunities . Our separate innovations in laser and light-based technology produced a whole
WO new category in healthcare; now our merged research and development paths

promise to transform the future of life-enhancing science.

J"‘fﬁiiz}i

Ffﬁ{fﬁ{;‘f £ A History of Innovation ﬁ
é{fﬁ&{?@ﬁﬁﬁs . Our partnership brings together two long-term pioneers in the application of light o

ff s? to aesthetic and medical procedures. ESC, founded in 1991, introduced |[PL™
- (intense Pulsed Light™) technelogy for medical and aesthetic treatments. In )
1898 it acquired Sharplan Laser Industries, also a strong force in the medical
laser industry since 1973. ESC's earliest systems used |IPL technology to treat
vascular and pigmented lesions on the face and leg. Physicians around the
world quickly adopted this technigue. Today, the company supplies more than
35 main-ine products and some 800 accessories to customers in more than 75
countries. Coherent, founded in 1966, has a rich heritage of excelience in
engineering, and its lasers are considered the "gold standards” for both medical
and aesthetic applications.

Coherent pioneered the use of lasers in ophthalmelogy; it introduced the first
holmium |aser for use in orthopedics and urology, including the treatment of
kidney stones and Benign Prostate Hyperplasia (BPH); and it has consistently
led in the use of CO, lasers for cosmelic skin resurfacing.

A Commitment To Qur Customers

Lumenis maintains a strong commitment to customer service and suppont. Its
commitment to research and development is exemplified by the largest R&D
budget in the industry and through strategic alliances with world recognized
research organizations.

Lumenis is well-positioned to continue and even improve upon both of these
traditions.

The Ultimate Consolidation

We intend to be a potent force for innovation - providing quality products,
responding to the needs of the medical community and its patients and, above
all, keeping the promises we make. As pioneers in the field of laser and light-
based medical science, we now strive to meet our leadership obligations
through innovation, superior service and a commitment to excelience.

Home - About Lumenis™ - Investor Relations - Press Room - LightNews ™ - Meetings & Wo
Service & Support - Contact Us
Terms of Use - Privacy Statement - Search - Legal Note

CU014x
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Lumenis Aesthetic: Home ‘ - Page lof |

The Sulence of Ligh
Enhancing Life.

I .. WA . . oy
Advancing Technology.™
Aesthetic Medicine has made dramatic advances in the past twenty years,
and Lumenis™ laser and light-based technologies have been there every step
of the way. By uniting the research excellence, clinical innovations and
powerful products of ESC™ Medical Systems, Ltd. and Coherent Medical

Group, we dramatically enhanced our ability to develop dynamic new products
and to create a new paradigm of customer service.

Please Select Area of Inlerest Lalest News

i Attend our Webinar on treating Pseudofolliculitis
Barbae!

PRODUCT SOLUTIONS:
iSelecta Product v}

* Lumenis Announces | awsuits Againsl Syneron
Unfair Trade Practices and Patent Infringement

% " Lumenis Receives FDA Marketing Clearance fo
RelLume

CLINICAL APPLICATIONS:
iSelect an Application =i

The Science of Light * Clinical Applications * Product Solutions * Workshops and Confarences * FAQs * Value Added Services * News * i
Support * Links * Contact * Search * Site Map * Privacy Statement * LightNews " Go to www.lumenis.com
© 2002 Lumenis
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LightSheer

IPL™ Quantum DL

IPL Quantum SR Clinically proven for the effective treatment of deeper and other vascular lesions.

¥ Leg veins

Larger telangiectasias

# Hemangiomas

# Extended life handpiece--at least 10 times longer life than older designs—
means cost-effective operation

Integrated contact cooling for optimal control of treatment site cooling

IPL Quantum DL

UltraPulse Encore

ClearLight # Muftiple Synchronized Pulsing™ Nd:YAG technology controls the effect of
high energy by interspersed cooling periods, maximizing heating of the vessef
while protecting the epidermis

SkinScape & Gan be upgraded to perform IPL Skin Treatments using Photorejuvenation
ar)d!or IPL Photoepilation

# Fast, easy operation, Two-second repetition rate for rapid treatment; easy-to-

BClear use touch screen, and user-friendly software with advanced user capabilities

The new IPL Quantum DL system incorporates
RelLume proven, highly effective Nd:YAG technology with the

reliability and simplicity you expect from Lumenis'
IPL Quantum series. Its modular, upgradeable
design protects your investment by allowing you to
step up to IPL skin treatment, hair removal and other
upgrades as they become available.

Unique, Multiple Synchronized Pulsing and integrated cooling permits optimal
safety, efficacy and patient comfort,

Ajtey

Hefore

¥ Leg Veins FAQ
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hutp://www.aesthetic.lumenis,comywiicqntent/quaniyn 41,25\ i0 pAGE 250

E Specific
English

™ Klicken

Deutscher In
Zusatzliche [
Informatione

l g Linform
frangais

L'infermation
supplémenta

g gﬂorma:

Informazioni
supplementa

12/19/2002



Lumenis Aesthetic: IPL Quantun L ‘ ‘ Page 2 of 2

Heme * The Science of Light * Clinical Applications * Product Solutions * Workshops and Conferences * FAQs *
Services * News * Service and Support * Links * Contact * Search * Site Map * Privacy Statement * LightN¢
Go to www lumenis.com
© 2002 Lumenis

00146
http://www.aesthetic.Iumenéﬁmemftécﬁ%ggmgg%drgbomMD PAGE 251 12/19/2002



Altus Medical Services

Market Overview
Laser Genesis

CoolGlide® Family

£ CoolGlide®
Yantage

71 CoolGlide®
Excel

£.1 CoolGlide®
{1 Genesis

‘) Medlite C
Series

L3 Clinical Studies

.71 Laser Genesis
Pre & Post

__1 Hair Removal
Pre & Post

" Vascular
Pre & Post
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Market Overview

Leg Veins:

Approximately 50% to 60% of men and women worldwide have unsightly leg veins.
sclerotherapy is still considered the treatment of cheoice for the removal of super
leg veins, there are known side effects, and some veins will not respond. CoolGli
and CoolGlide® Excel can provide a safe and effective method of treatment that
requires no painful injections.

Facial Telangiectasia:

Facial telangiectasia or unsightly blood vessels on the face also affect both men :
women. This condition may be due to sun damage, smoking, heredity, hormones
even steroid therapy. Treatment for such a condition is typically for cosmetic rez
and multiple treatments are usually necessary but not always effective.

Hair Removal:

The removal of unwanted hair has traditionally been achieved with techniques su
shaving, waxing, tweezing, electrolysis, or the use of depilatory creams and lotio
these, the only technique that provides a tong-lasting solution is electrolysis. Hov
this is performed on one hair follicle at a time and makes the treatment of even
areas very time consuming.

Laser-based solutions were first introduced in the United States in 1995 with the
promise of long-lasting hair removal achieved in a much more rapid manner than
electrolysis. Lasers are well suited for the removal of unwanted hair, because wit
right selection of parameters, they can be used as a non-invasive method to disal
hair structure without damaging the surrounding dermis and epidermis. Numerou:
follicles can be treated simultaneously allowing for rapid coverage of large areas

Even though laser hair removal has generated great enthusiasm and experienced
growth, many limitations remained prior to the introduction of the CoolGlide®
aesthetic laser system. Existing products were not well suited to treat a broad ra
the population, typically had a high ownership cost, and had other significant
performance limitations as well. The laser-based hair removal market was in nee
affordable system that allowed the safe treatment of a wider range of skin types
the ability to effectively and rapidly treat large areas. Such a product would serv
catalyst to make this superior treatment available to a greater patient populatio:
worldwide.

CoolGlide® Cleared For Parmanent Reduction

000147 12/19/2002



™

Altus Medical Services ' ' i Page 2 of 2

The CoolGlide® and CoolGlide® Excel are the first long pulse ND:YAG laser syster
receive clearance to claim permanent hair reduction. According to the FDA, pern
hair reduction can be defined as the long-term stabte reduction in the number of

re-growing after a treatment regimen.This capability has been demonstrated in a
term clinical study.

Format for printing.

Email this article to an associate.
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Laser Facts

Introduction

Hair Removal
Wrinkle Treatment
Dental Treatment

Eye Surgery

Other Medical Uses
Practitioners
Biostimulation Lasers
Laser Radiation Safety

Medical lasers have been used for dermatology applications such as removal of port wine stains, dark
spots, tattoos, acne scars and other blemishes for over a decade. Lasers are used for a growing number
of cosmetic procedures including hair removal, treatment of wrinkles, and tooth whitening. For risk
information on the specific laser treatment that you are considering, ask your physician or operator for
the patient labeling for the laser device.

HAIR REMOVAL

The popularity of laser hair removal has increasingly grown, prompting many laser manufacturers to
conduct research and seek FDA clearance for their lasers for this indication. The market is growing so
quickly that FDA cannot maintain an up-to-date list of all laser manufacturers whose devices have been
cleared for hair removal, as this list continues to change. To learn if a specific manufacturer has
received FDA clearance, you can check FDA's Website at hitp://www.fda.gov/cdrh/databases himl
under the 510(k) database. You will need to know the manufacturer or device name of the laser. You
can also call FDA's Center for Devices and Radiological Health, Consumer Staff, at 1-888-INFO-FDA
or 301-827-3990, fax your request to 301-443-9535 or send an e-mail to: DSIMCA(@cdrh.fda.gov.

Manufacturers should be aware that receiving an FDA clearance for general permission to market their
devices does not permit them to advertise the lasers for either hair removal or wrinkle treatment, even
though hair removal or wrinkle treatment may be a by-product of any cleared laser procedure. Further,
manufacturers may not claim that laser hair removal is either painless or permanent unless the FDA
determines that there are sufficient data to demonstrate such results. Several manufacturers received
FDA permission to claim, "permanent reduction," NOT "permanent removal” for their lasers. This
means that although laser treatments with these devices will permanently reduce the total number of
body hairs, they will not result in a permanent removal of all hair. The specific claim granted is
"intended to effect stable, long-term, or permanent reduction” through selective targeting of melanin in
hair follicles. Permanent hair reduction is defined as the long-term, stable reduction in the number of
hairs re-growing after a treatment regime, which may include several sessions. The number of hairs

LO0149
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regrowing must be stable over time greater than the duration of the complete growth cycle of hair
follicles, which varies from four to twelve months according to body location. Permanent hair reduction
does not necessarily imply the elimination of all hairs in the treatment area.

FDA does not make comparisons between systems or how well or safely they work compared to
‘another company's system. FDA does not recommend one laser system over another.

Lasers cleared for body hair removal are also cleared for facial hair removal.

WRINKLE TREATMENT

Lasers are also being used to treat wrinkles. Several manufacturers have received FDA clearance to
claim treatment of wrinkles, while others may claim skin resurfacing. Patients have reported reddening
of the skin, which lasted from one to four months. Pain was mild and could be treated with over-the-
counter analgesics. Consumers should bear in mind that skin abrasion, whether achieved by lasers,
chemicals or abrasive materials, means removing one or more layers of skin, which can be painful and
could cause redness, swelling or scarring, depending on how each person heals.

People considering this procedure should consult a dermatologist or the manufacturer to determine
whether or not they would be good candidates. Be sure to ask your dermatologist for a copy of the
patient labeling for the specific laser device used to understand the risks.

DENTAL TREATMENTS

Several manufacturers have received clearance for argon and carbon dioxide lasers to activate tooth-
bleaching solutions and to treat gum disease. Several lasers have clearance for hard tissue use on teeth.
On May 7, 1997 FDA cleared the first laser system for treating tooth decay, an erbium YAG laser made
by Premier Laser Systems. Recently, American Dental Technologies received FDA clearance to market
its laser for caries removal; it is not cleared to remove tooth enamel.

Studies conducted by the manufacturers showed that the laser is as safe and effective as a high-speed
drill for removing dental decay and preparing a cavity for a filling. The manufacturer's study indicated
that fewer patients needed anesthetic for pain. Any inquiries regarding this method of cavity treatment
should be directed to your dentist, who can provide you with patient labeling including risks for the
specific laser.

EYE SURGERY

Lasers may be used to remove tissue in eye surgery as well. This may include removing tumors,
cataracts, or proliferating blood vessels common to diabetic retinopathy. Several manufacturers have
lasers cleared for photorefractive keratectomy (PRK) and Laser-Assisted In Situ Keratomileusis
(LASIK), two procedures for.correcting nearsightedness, farsightedness, and astigmatism. The laser is
used to reshape the cornea and focus images correctly on the retina. For information on eye surgery and
which lasers have received clearance, you can access FDA's Website at:

http://www.fda gov/cdrh/LASIK. As with the other types of patient labeling, be sure to ask the surgeon
for the patient labeling for the specific laser device being used.

OTHER MEDICAL USES

QOL150
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Some lasers have been cleared for medical uses such as removing tissue. Because heat from lasers
cauterizes blood vessels, there is less bleeding compared to scalpel use. Usually, FDA gives
manufacturers general surgical clearances, in order to promote the laser for a specific surgical
procedure, manufacturers must first provide FDA with clinical evidence that their lasers are safe and
effective for that specific procedure. If you wish to learn whether a specific laser has been cleared for a
specific indication, you may contact FDA's Consumer Staff. You will need to provide the name of the
manufacturer and the specific product name of the device before contacting the Consumer Staff.

PRACTITIONERS

States regulate who can use lasers for various therapeutic procedures. Medical lasers are prescription
devices available for sale only to licensed practitioners. You should check with your state medical
licensing board to determine who qualifies as a licensed practitioner in your state.

BIOSTIMULATION LASERS

Biostimulation lasers, also called low level laser therapy (I.LL.T), cold lasers, soft lasers, or laser
acupuncture devices, were cleared for marketing by FDA through the Premarket Notification/510(k)
process as adjunctive devices for the temporary relief of pain. These clearances were based on the
presentation of clinical data to support such claims. FDA will consider similar applications for these
and other claims with the decision to require clinical data being made on an individual basis, taking into
consideration both the device and the claim. Please note that FDA law and regulations contain
provisions that permit limited distribution of unapproved devices for use in clinical investigations.
There are numerous clinical investigations being conducted in this and other countries to determine
safety and efficacy with these devices for the intended uses that are proposed.

Certain unapproved, nonsignificant risk Ciass 111 medical devices, including biostimulation lasers, may
only be distributed in the U.S. to individual practitioners who have approval from an Institutional
Review Board (IRB) for the investigational clinical use of the device, or to investigators participating in
a study under an Investigational Device Exemption (IDE) approved by the Center for Devices and
Radiological Health (CDRH), as specified in the Code of Federal Regulations (CFR), 21 CFR 812.
Even with IRB approval, a sponsor must comply with IDE requirements such as monitoring
investigations, maintaining records, making reports, and complying with prohibitions on promotion and
commercialization of investigational devices. The investigators would have similar responsibilities,
also covered in 21 CFR 812.

LASER RADIATION SAFETY

All laser devices distributed for both human and animal treatment in the U.S. are subject to Mandatory
Performance Standards. They must be meet the Federal laser product performance standard and must
submit an "initial report” to CDRH's Office of Compliance prior to distributing the product (see 21
CFR 1000-1040.11). This performance standard specifies the safety features and labeling that ali laser
products must have in order to provide adequate safety to users and patients. A laser product
manufacturer must certify that each model complies with the standard before introducing the laser into
U.S. commerce. This includes distribution for use during clinical investigations prior to device
approval.

Certification of a laser product means that each unit has passed a quality assurance test and that it
complies with the performance standard. The firm that certifies a laser product assumes responsibility
for product reporting, recordkeeping, and notification of defects, noncompliances, and accidental
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radiation occurrences, as specified in sections 21 CFR 1000-1010. A certifier of a laser product is
required to report the product via a Laser Product Report submitted to CDRH. Reporting guides and
related regulatory information are available from the DSMA web site at:

http://www fda.gov/cdrh/devadvice. Distribution of any certified laser products internationally would
also require submission of the report.

Updated 5/17/2002

CDRH Home | Search | A-Z Index | Feedback | Accessibility | Disclaimer
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Overview of Regulations

Introduction

FDA's Center for Devices and Radiological Health (CDRH) is responsible for regulating firms who
manufacture, repackage, relabel, and/or import medical devices sold in the United States. In addition, CDRH
regulates radiation emitling electronic products (medical and non-medical) such as lasers, x-ray systems,
ultrasound cquipment, microwave ovens and color televisions.

Medical devices are classified inlo Class I, 11, and 111. Regulatory control increases from Class 1 to Class 1.
The device classification regulation defines the regulatory requirements for a general device type. Mosl
Class | devices arc exempt from Premarket Notification 510(k); most Class Il devices requirc Premarket
Notification 510(k); and most Class 11l devices require Premarket Approval. A descriplion ol device
classification and a link to the Product Classification Database can be found at:

http://www fda gov/cdrh/devadvice/313.himl

The basic regulatory requirements that manufacturers of medical devices distributed 1n the U.S. must comply
with are:

e Premarket Notification 510(k), unless exempt, or Premarket Approval (PMA),
Establishment registration on form FDA-2891,

Medicat Device Listing on form FDA-2892,

Quality System (QS) regulation,

Labeling requircments, and

Medical Device Reporting (MDR)

Premarket Notification S10(k) - 21 CFR Part 807 Subpart E

If your device requires the submission of a Premarket Notfication 510(k) you can not commercially
distribute the device until you receive a letter of subslantial equivalence from FDA authorizing you (o do so.
A 510(k) must demonstrate that the device is substantially equivalent 1o one legally in commercial
distribution in the United States: (1) before May 28, 1976; or (2) to a device that has been determined by
FDA 1o be substantially equivalent. Information on preparing a 510(k) submission can be found at:
hitp://www.i(da. gov/cdrh/dcvadvice/3 14 html.

Most Class | devices and some Class I devices are exempt from the Premarket Notification 510(k)
submission. A list of exempt devices is located at:
http://www.accessdala. fda.gov/scripts/cdrh/cfdocs/cfped/315.cfm

If you plan to send a 510(k) application to FDA for a Class I or Class Il device, you may find 510(k) review
by an Accredited Persons benclicial. FDA accredited 12 organizations to conduct a primary review of 670
types of devices. By law, FDA must issuc a final determination within 30 days after receiving a
rccommendation from an Accredited Person. You can find information on the Accrediled Persons Program
at_http://www fda. gov/cdrh/thirdparty.

- 000153
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Premarket Approval (PMA) - 21 CFR Part 814

Product requiring PMAgs are Class Il devices are high risk devices that pose a significant risk of illness or
tnjury, or devices found not substantially equivalent to Class I and Il predicate through the 510(k) process.
The PMA process is more involved and includes the submission of clinical data to support claims made for
the device. The PMA is an actual approval of the device by FDA. A description of the process and
instructions for filing a PMA application can be found at: http://www.fda.gov/cdrh/devadvice/316.html. In
addition the PMA Manual can be found at: hitp.//www.{da. gov/cdrh/dsma/pmaman/front.html

Investigational Device Exemption (IDE) - 2ICFR Part 812

Clinical tnials using unapproved medical devices on human subjects arc performed under an Investigational
Device Exemption (IDE). Clinical studies with devices of significant nisk must be approved by FDA and bv
an Institutional Review Board (IRB) before the sludy can begin. Studics with devices of nonsignificant risk
musi be approved by the IRB only before the study can begin.

A desciiption of the IDE process and information on FDA requircments for conducting a clinical study of an
unapproved medical device can be found at:
hitp://'www . fda.gov/cdrh/dcvadvice/ide/index.shiml

Establishment Registration form FDA-2891 - 21 CFR Part 807

Manufacturers (both domestic and foreign) and initial distributors (importers) of medical devices must
register their establishments with the FDA. A description of the establishment registration process and
instructions for completion of the Establishment Registration form FDA-28%1 can be found at:
hitp:/www.[da.gov/cdrh/devadvice/34 1 himl

Once a year, FDA sends the registration form FDA-2891(a) to all registcred firms to be verified, corrected,
and relurned by the firm as a yearly registration.

In addition to registration, foreign manufacturcrs must also designate a U.S. Agent Information on U.S.
Agents can be found at http://www.fda.gov/edrh/usagent/

Medical Device Listing form FDA-2892 - 21CFR Part 807

All medical devices that are manufactured and imported into the U.S. are required to be listed with the FDA
on Medical Device Listing form FDA-2892. Firms that are required 1o list their devices arc those that:

manufacture,

repackage and relabel,

develop specifications,

reprocess single-use devices,

rcmanufacture

manufacture accessories and components sold directly to the end user

A scparate device listing form must be submitted for each type of device.

A description of the medical device listing process and instructions for how to obtain and submit a device
listing for your firm can be found at: htp://www.fda.gov/cdrh/devadvice/342 html

o 000154
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Quality System Regulation (QS)/Good Manufacturing Practices (GMP) -
21 CFR Part 820

The quality system regulation includes requirements related to the methods used in and the facilities and
controls used for: designing, purchasing, manufacturing, packaging, labeling, storing, installing and
servicing of medical devices, Manufacturing facilities undergo FDA inspections Lo assurc compliance with
the QS requirements.

The quality system regulation includes design controls which must complied with during the design and
development of the device. Information on design controls can be found in the following guidance
documents:

Design Conlrol Guidance for Medical Device Manufacturers

hitp://www fda.gov/cdrh/comp/designgd.huml
‘hittp:/fwww.fda. pov/cdrh/comp/designgd. pdf

Do It By Design - An Introduction to Human Factors in Medical Devices
http://www.fda gov/cdrh/hum fac/doit.html
http.//www.fda. gov/cdrh/humfac/doitpdf. pdf

The guidance document, "Medical Device Quality Systems Manual: A Small Entity Compliance Guide" is
available on the Internet at: http://www fda.gov/cdrh/dsma/gmp man.htm]

Additional information on the QS requirements can be found at the following websites:
http:/~vww.fda gov/cdrh/devadvice/32.html or http://www.fda.gov/cdrh/dsma/cgmphome html.

Labeling - 21 CFR Part 801

Labeling includcs labels on the device as well as descriptive and informational literaturc that accompanics
the device. Labeling requirements can be accessed on the web al:
hitp:/www . fda pov/cdrh/devadvice/33 html

Mcdical Deviee Reporting - 21 CFR Part 803

Incidents in which a device may have caused or contributed 1o a death or scrious injury must to be reported
1o FDA under the Medical Device Reporting program. In addition, certain malfunctions must also be
reported. The MDR regulation is a mechanism for FDA and manufacturers to identufy and monitor
significant adverse cvents involving medical devices. The goals of the regulation are to delect and correct
problems in a timely manner. Further information on the Medical Device Reporting process can be found at
hitp:/Awww. fda. pov/cdrh/devadvice/35 1 himl

Updated 3/13/02
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Classify Your Medical Device

o Introduction
« How To Determine Classification

Introduction

The Food and Drug Administration (FDA) has established classifications for approximately 1,700 different
gencric types of devices and grouped them into 16 medical specialties referred (o as pancls. Each of these
generic types of devices is assigned to one of three regulatory classes based on the level of control necessary
1o assure the safety and effectiveness of the device. The three classes and the requirements which apply to
them are:

Device Class and Regulatory Controls

1. Class 1 General Controls
o With Exemptions
o Without Exemptions
2. Class Il General Controis and Special Controls
o With Exemplions
o Without Execmptions
3. Class HI General Controls and Premarkct Approval

The class to which your device is assigned delecrmines, among other things, the type of premarketing
submission/application required for FDA clearance to market. If your device is classificd as Class T or II, and
if it is not cxempt, a 510k will be required for marketing. All devices classified as exempt are suspect to the
limitations on exemptions. For Class 11l devices, a premarket approval application (PMA) will be required
unless your device is a preamendments device (on the market prior to the passage of the medical device
amendments in 1976, or substantially equivalent 1o such a device) and PMA's have not been called for. In
that case, a 510k will be the route to markel.

Device classification depends on the intended use of the device and also upon indications for use. For
example, a scalpel's intended usc is to cut tissue. A subset of intended use arises when a more specialized
indication is added in the device's labeling such as, "for making incisions in the cornca®. Indications for use
can be found in the device's labeling, but may also be conveyed orally during sale of the product. A
discussion of the meaning of intended use is contained in Premarkel Notification Review Program K86-3
which is Appendix C of the Premarket Notification [510(k)] Manual.

In addition, classification is nisk based, that is, the risk the device poses to the patient and/or the user is a
major factor in the class it is assigned. Class | includes devices with the lowest risk and Class 111 includes
those with the greatest risk.

As indicated above all classes of devices as subject to General Controls. General Controls arc the baseline
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requirements of the Food, Drug and Cosmetic (FD&C) Acl that apply to all medical devices, Class 1, II, and
II.

How to Determine Classification

To {ind the classification of your device, as well as whether any exemptions may exist, you need to find the
regulation number that is the classification regulation for your device. There are two methods for
accomplishing this: go dircctly to the classification database and search for a part of the device name, or, if
you know the device panei (medical specialty) to which your device belongs, go directly to the listing for
that panel and identify your device and the corresponding regulation. You may make a choice now, or
continue to read the background information below. If you conlinue o read, you will have another chance to
go 1o these destinations.

If you already know the appropriate panel you can go directly to the CFR and find the classification for your
device by reading through the list of classified devices, or if you're not sure, you can use the keyword
dircctory in the PRODUCT CODE CLASSIFICATION DATABASE. In most cases this database will
identify the classification regulation in the CFR. You can also check the classification regulations below and
the Precedent Comrespondence for information on various products and how they are regulated by CDRH.

Each classification panel in the CFR begins with a list of devices classified in that panel. Each classified
device has a 7-digit number associated with it, e.g., 21 CFR 880.2920 - Clinical Mercury Thermomeler.
Once you find your device in the panel's beginning list, go to the section indicated: in this example, 21 CFR
880.2920 . [1 describes the device and says it is Class 1. Similarly. in the Classification Database under
"thermomelter”, you'll see several entries for various types of thermometers. The three letier product code,
FLK in the database for Clinical Mercury Thermometer, is also the classification number which is used on
the Medical Device Listing form, FDA-2892.

Once you have identificd the correct classification regulation go to What arc the Classification Panels below
and click on the comect classification regulation or go to the CFR Scarch page. Some Class | devices are
excmp! from the premarket notification and/or parts of the good manufacturing practices regulations.
Approximalely 572 or 74% of the Class I devices are exempt from the premarket notification process. These
exemptions are listed in the classification regulations of 21 CFR and also has been collected together in the
Medical Device Exemptions document.

Deseniptions of each class of devices

Updated 2/9/2000
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Crowley, Gayle M

From: Kathy Maynor [kmaynor@allusmedical.com]
Sent: Friday, December 20, 2002 3:50 PM

To: Crowley, Gayle M

Cc: Robert Shine; Kevin Connors

Subject: FDA information on lasers

Helleo Gayle -

I was just checking to see if you received my rather lengthy fax yesterday
regarding the FDA and lasers. Hopefully that helps explain how the lasers
are categorized, who can buy them, and who can use them. I did try to look
up the requirements for the state of Washington. From what I can see, the
state of Washington does not have any specific rules or regulations
regarding aesthetic lasers or light devices at this time. The Medical
Quality Assurance Board has taken a position that they believe that the use
of these devices constitutes the practice of medicine, and therefore the
operation of these lasers/light devices can only be done by certain medical
personnel. The type cf medical personnel is not defined at this time.

If you need any other info, please call me at 650-259-5586 or email at

kmaynor@altusmedical. com

Regards,
Kathy Maynor
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Altus Medical, lne.

821 Cowan Road

Burlingame, CA 94010
ical.com

650-259-3586

' EEER

December 19, 2002

Gayle Crowley
Department of Health

Washington State
Dear Gayle:

The purpose of this letter is to respond to your phone call of this aftemoon regarding who can buy
and use aesthetic lasers. You also asked about three specific lasers: the Quantum IPL from Lumenis,

- the CoolGlide from Altus, and the Epitouch from Sharplan.

¥ "1 have provided the following attachments to address your inquiry:

:-E_lgggulatoryﬂegal position paper on who can buy and use aesthetic lasers/IPLs. This will
.- give you an overview on the relevant federal and state tules, and what they rgean to
* i manufacturers apd laser/IPL purchasers.

" »  Xerox copy of the pertinent page from the FDA rules and regulations that states the
requirement for manufacturers to sell only to licensed practitioners.

o . Copies of the FDA 510k clearance letters for the three lasers you are interested in. These

© letters will show you that all of thern have been categorized by the FDA as prescription use
devices ouly. That mcans that we can only sell to someone licensed by their state to write
prescriptons.

Each state controls who can use the laser, and the rules are quite different from state to state. Some
states are very strict, and others allow non-medical personnel to operaie these devices. Many states
still do not bave any rules directly regulating these devices, and I believe that Washington is one of
those states. The State Medical Board has adopted the position that the use of these devices
comstitutes the practice of medicine, and therefore only certain medical personnel should operate
thern. However, as far as [ can tell, the board has not published any rules stating specifically which
medical personnel are allowed to operate them, or what the physician’s role is for oversighitt
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December 19, 2002
Page 2

1 hope this information helps, and if there is anything else you need, please feel fiee to contact me
directly at 650-259-5586. ~

Sincerely,

i
Kathy Maynor
Vice President of Regulatory and Quality
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Regulatory/Lepal Position Paper on Who Can Buy and Use Aesthetic
Lasers

First, the state and federal laws governing aesthetic lasets are complex. Just to make it more fun, the states
have widely varying rules, and there is no chance whatsoever that the states will ever agree on one set of
rules. They are not required to do that, and all states like © have thelr own unique laws.

There are two separate and distinct sets of rules regulating who can buy a laser and who can operate oge.
The federal government, through the FDA, controls who can buy the lascr. The individua) state
govermments, generally throngh their state medical boards, control who can operate the Jaser. We use the
2nalogy of a car manufacturer to explain this difference to our customers. For example, when you buy a
Ford Explorer, in general you must be over the age of eightecn, you must have the funds, and you must
have the mental capacity (you cannot be either an idiot or a lupatic) to enter into a contract for sale. Those
zrc the contract rules that the Ford Motor Company would follow. However, that does not mean that you
will be able to obtain a license to drive the car. If you have a physica) infirmity, have o driving
infractions, etc., then the state will not permit you to drive. The Ford Motor Company is not involved in
providing the buyer with an operating license, and the company has no influence over the siate government
agency that sets the licensing rules. Qur situation is much the same. We bave a set of rules to follow to
ensure that the buyer can obtzin a laser. However, we have no involvement or control over who is allowed
to operate the laser in each state.

Who Can Buy A Hair Removal Laser

To place a medical device on the market in the USA, a medical manufacturcr must obtain an FDA
vlearnnce ox approval before marketing their product. First, we bave to determine the classification of our
device by the FDA. There are thwee classes of devices (defined in 21 CFR 860.3), and this classification is
based on the design, manufacturing and service controls needed to ensure that the device is safe and
effective. This classification is not based on whether a physician must operate the device, All laser hair
removal devices are considered as clasg IT devices.

‘When the FDA gives their clearance or approval, they indicate on their clearance letter whether the device
is considered as a prescription device or an over the counter device. On page 3 of our FDA clearance letter,
in the bottom left hapd comer, you can see that the FDA bas determined that our hair removal Jaser is a
prescription device. All laser hair removal devices on the market are considered as preseription
devices. Please note that this includes the intense pulsed light devices currently on the market. Although
these devices are not technically lasers, the FDA treats them the same as laser hair rernoval devices, and we
believe that state medical boards should also consider them in their regulations.

The FDA law, section 21 CFR 801.109 defines a prescription device as:

“A device witich, because of any potentiality for harmful effect, or the method
of its use, or the collateral measures necessary to its use is not safe except
under the supervision of a practitioner licensed by law to direct the use of such
device ... "

I plain language this means that the device requires specialized knowledge to use it correctly, and it is not
safe for use by the general public. Because the specialized knowledge 1s not something that everyone can
leam, the federal government has clected 1o linmt the people who can purchase a hair removal laser to “a
practitioner licensed by law.”

Tkis does not mean that the buyer has to be a doctor or a physician. That is a copumon misconception that
many people have. The FDA law goes on to say that:
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“...Federal law restricts this device to sale by or on the order of a

the blark to be filled in with the word "physician”, “dentist”, “veteringrian”, or
with the descriptive designation of any other practitioner licensed by the law of the State in
which he practices to use or order the device....”

Therefore it is up to each state to determine who is a “licensed practitioner.” In some states this means
physicians enly, in some states chiropraciors are included, and in other states electrologists are included. In
the state of Florida for example, there are 26 categories of health care professionals, excluding doctors and
nurses, who are also considered as licensed practitioners. Unless there is another state law to the contrary,
any of these licensed practitioncrs can purchase a hair removal laser.

As a manufacturer, it would be extremely difficult for us to keep up with the rules in all of the 50 states,
much as it would impose a burden for the Ford Motor Company to kecp up with the licensing provisions
for drivers in each of the 50 states. Thercfore, Altus Medical decided to require that our custoraers have a
medical dircctor {physician) associated with them when they purchase the laser. A physician is considered
as a licensed practitioner by every state. Adopting this more restrictive policy ensures that Altus meets all
state requirergents,

The Altus Medical, Inc. policy is to inform every potential customer of our requirement for a medical
director, and we print the excerpt of the FDA regulation cited above in our operator manual. We used to
rcly on the customer’s representation that they had a medical director prior to completing a sale, However,
with the changing legal landscape, we are now requiring a signed document from the customer positively
stating that they bave a medical director.

Who Can Use the Laser

It is solely up 10 each state to determine who can operate a laser or any other prescripuon device. The
federal government does not have any input inte this decision, nor does any medical device mannfacturer,

Most states do not regulate hair removal lasers at this time, although more states axe in the process of
developing new rules and regulations for them. The first decision that a state needs to make is whether the
pracice of hair removal represents the practice of medicine. Usually a statc will look to its Business and
Professions Code for a definition of the practice of medicine,

Some states have tred to make this decision based on the FDA designation of hair reroval lasers as class I
devices. This is a legally flawed argument. As stated previously, the class [I designation has nothing to do
with who is potentially qualified to use the device. For example, the devices below are also classified as
class I devices, and they are not controlled by doctors:

a) HEPA air cleaners (21 CFR 880.5045) - Any air cleaner that purports to help allergy
sufferers must be reviewed and approved by the FDA. These are considered as class I
devices by the FDA, which is the same classification as the laser hair reraoval devices.
However, these devices are available at many drugstores and are frequenty used in
homes by the general public. I own one myself.

b) AC powered adjustable hospital beds (21 CFR 880.5100) - These beds are considered as
class IT devices by the FDA. These beds can be purchased and used by non-physicians.

c) Powered wheelchairs (21 CFR 890.3860) - These are also class II devices, and they ate
operated solely by disabled patients.

A better indicator i5 whether the FDA has classified the device for cither presenption use or over the
counter use. The devices listed abave are class II, but they are classified for over the counter use. There are
some exceptions even to this indicator. For example, the wearable programmable insulin punps for
diabetics are class [ devices classified for prescription use. But the devices are operated and prograrmmoed
by the diabetic, not the physician. The physician is involved in providing training and monitoring services
only 1o the diabetic. Also, until quite recently, the epilators used by electzologists were classified as class [0

QOLLI6E

BIANCHI, ELIZABETH 2005100073MD PAGE 267



ALTUS MEDICAL, {NC. .Fax:650-552-9787 Dec 19 2002 17:10 P.0%

prescription dmces Very few states ever enforced any requirements for physician involvernent in
electrolysis. Based on the long successful history of electrology, the FDA recently down classified these
devices to class T and class I over the counter.

This problem is cortpounded by the definition of the scope of practice for other licensed practitioners such
as cosmetologists and estheticians. Often the relevant Business and Professions Code lists “removing
superfluous bair from the body of any person™ as part of the scope of practice for cosmetologists,
cstheticians and electrologists. This irplies that hair removal is not part of the practice of medicine.

State Resolutions
Most states do not have regulations directly on point for hair removal lasers. However, state medical boards
bave started 1o push for more regulations in this area, Their concerns are a curious mix of safety
considerations and a desire to protect revenue strearns from intusion by other specialties such as
aestheticians, cosmefologists, electrologists, etc. Due to this conflict of interests, in my opinion the state
medical board should not be allowed to make the final decision.

The state of Florida i5 the post recent state to establish regulations for the operation of hair removal lasers
(regulation 64138-56.002). They penmit physicians, physician assistants, special categories of ourses, and
electrologists to operate the laser. We believe that the inciusion of clectrologists is proper because of their
extensive knowledge of skin and hair, their existing experience base with electromechanical devices for
hair removal, and the fact that the CDRH section of the FDA controls both their devices as well as the
lasers.

It cam take several hours of research to determine what the state tequirerents are, particularly if there is no
explicit law or regulation. Legally, the responsibility for such a law tests with the state legislative bodies,
50 you check there first to see if the state has passed any laws on the subject Some states have searchable
web based directories, and other states do not.

If there are no specific laws, then you bave to sce whether the responsibility has been delegated by the state
Jegislative body to the state medical board. If so, then you nced to check the tules and regulations of the
state medical board, If there are no regulations, then you have to check to see if there are any position
papers on the topic or any pending regulations.

Then you need to check the state boards of cosmetology, mursing and estheticians as well as the business
professions boards to see if any of those bodies have passed any pertment regulations, or 1f they have any
position papers,

Lastly, you have 1o check recent legal cases and state medical board actions against medical practitioners to
see if any rules have been set bry court cases.

Kathy Maynor
Vice President of Regulatory/Quality
Altus Medical, Inc.
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§801.63

pragtice or by nnavoidable deviationa
in good manufactaring practice will be

recognlsed. Variationz from- stated-

quansity of contents cshall not be wo-
reazonably large.

4801:83 Medical devices; warning -
statemepts for devices containing -
ar manufactured with
chloroflacrocarbops and-other clags
1 opome-depleting substances.

(n) All over-the-counter devices con-
taining: or manofactured with
chlorofluorocarbons, halong, carbon
tetrachlaride, methy) chiloride, or apy
other class 1 substance designated by
the Epnviropmental Protection Agency
(EPA) shall oarry one of the following
warnings:

{1) The EPA warning statemsant:

WaRNING: Contains {or Manafastured wich,
if applicaple) [msert name of subsiance), & sab-
stance whioh harmps pablic health and envi-
ropment by destroying ozone in the npperat-
mosphare, -

{2) The alternative statement:

NOTE: 'Ths indented gtatement below s re-
quired by the Federal government’e Clean
Alr Act for all products contalning of manu-
iaotored “with oldoroflMprocarbons {(OFC"s)
[or other olaas I substance, if applicable]:

WARNING: Contains [or Manufactured with,
if applicable] (insert rame 0f substance], & sub-
stance which harms public health and envl-
ronment by deatroying ozone in the npper at-
osphere: .

CONSULT WITH YOUR PHYSICIAN,
HEALTH PROFRESIONAL, OR BUPFLIER
IF TOU HAVE ANY QUESTION ABOUT THE
USE OF THIS PRODUOT.

(1) The warning statement shall be
clearly legible and copspicaous on the
produet, its lmmedlate container, its
outer packaging, or other labeling In
accordance with the reqoiremenis of 30
CFR puart 82. and appear with sach
Drominence and conspicmousness as to
render it likely to be read and under-
8tood by consumers undsr normal con-
ditions of purchase. This provigion does
not revlace or relleve a person from
any reguirements impoged unnder 40
CFR part B3.

{61 FR 20101, May 3, 1096]

. ax:550—552—9?a7

- 2LCER Th.1 4-1-00 Edtion)

Subparl. D—Examﬂhons Erom
Adequuie Dmecﬁbns tOr Use

- §801. 100 ‘

A QevicE Which, because of aliy poten-

tigllfy for harxaful effect, or, the meth-
.od of its use, or.the cona.te.ra.l -MeASUTes”
NOCES8Ary ‘b0 its use is notyeafe excert

under the pupervision of a pragtitioner-

licensed Ly law- to direct ihe use of
#uch device, and hence for which “ade-
quate directions for use'' canpot- be-
prepared, shall be exexopt from aection
BOZ(EX1) of the act if a]l the foliowing
conditions are met:

{a) The device is:

(1)(i) In the possession of a' person, or
his agents or employees, regnlarly and
lawfolly engaged in the manufacture,
transportation, storage, or wholegale
or retail distribution of such devlee; or

(i1 In the possession- of-a practi-
tioner, such as. physicians, dentists,
and veterinariansz, licensed by law to
use pr order the use-of such device; and

(2) Is to be sold only to or on the pre-
scription or other order of such.practl-
tioner for uge in the course of his pro-
fesgiopal practice. )

(b) The 1abel of the dewce, -obher than
purgical inatraments, bears:

W reatriets this dovice to sale by or
on the order of o
be filled with the word “physlcin.n”.
“deptist”, ‘“veterinarian’’, or with the
desoriptive designation of azny other
practitioner licensed by the law of the

= {2). The method of ite application or
nge.
(e) Labeling onh or within the package

from which the device is to be dis--

pensed bears informasion for use, in-
cluding 1ndications, effects, routes,
methods, and frequency and duration
of odministration, and any relevant
bhazards, contraindications, zide effects,
and precantions under which practi-
tloners Uoensed by law to admdinister
the .device can use the device safely

and for the purpose for which it is in- -

tended, imeluding all purposes for
which it is advertised or represenbed:

FOA RE CULAMONS — c,nﬂna’& A,

(o DE OF FP:BEML KLGULAR@M\Y
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r‘ (1) The statement “Ca.uﬁon ‘Federal-
la
___"", the blank to _

State in which he practices to use or .
{ order the use of the device; and .

AR s -

404

17:11

Food and Drug Administration, HHS

Provided, however, That such informa-
tion may be omitted from the dis-
pensing package if, but only if, the ar-
tiole is a device for which directions,
hazards, warnings, and other informa-
tlon are commonly known to practl-
tioners licensed by law to use the de-
vice. Upon written request, stating rea
sopable grounds therefor, the Commis.
gioner will offer an. opinion on a pro
posal o omit such information fron
1he dispensing package under this pro
viso,

(4) Any labeling, as defined in soctio:
201¢m) of the act, whether or not it 1
on or within a package from which th
device is to be dispeneed, distributed b;
or on behalf of the manufacturer, pack
er, or distributor of the device, tha
furnishes or purports to furmish info
mation for use of the device cohtair
adequate information far such use, 1
cluding indications, effects, route
methods, and frequency and duratic
of administration snd any releval
hazards, contraindications, slde affect
and precaations, under which praci
tiopers lcensed by Jlaw to employ tf
device can use the device safely and f
.the purposez for which it is intende
including all purposes for which it
advertised or representad. Thie inft
mation will not be regquired on
called reminder—plece labeling whi
calis attention to the npame of the ¢
vice but does not include {ndicaticns
cther use information.

(&) All labeling, excedt labels a
cartons, bearing information for use
the device alzo bears the date of :
issuance or the dats of the latest re
sion of such labalmg.

§861.110 Retail exempiion for §
soription devices.

A device subject to §80L.109 shall
exempt at the time of delivery to
ultimate purchaser or user from :
tion 502 0N(1) of the act if it is delive
by a licensed practitioner in the co
of his professional practice or upc
prescription or other order lawf
iggued in the course of his profesai
practice, with labeling besring
paine and address of such licensed 1
titloper and the directions for upe
cantionary statements, if any,
tained in such order.
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DEPAETMENT OF HEALTH. & HUMAN SERVICES Public Mealth Servics

Mr. George J. Hattub

Director Regulatory AffmrsiQuallty Assurance _

Sharplan Lasers, Incorporated L DEC - 4 Xor
33 Plan Way I : "
Warwick, Rbode Island 02886

Re: K973354
Trade Name:_Sharplan Model 5000 Alexandrite Laser System :
—

Regulatory Class: I
Product Code: GEX
Dated: Septernber 4, 1997
Received: September 5, 1997

Dear Mr_ Hattub:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determnined the device is substantially equivalent (for the indications for
use stated in the enclosure) to 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). 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 ciass [ (Special Controls) or class IIT
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Reguiations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compliance with the
current Good Manufacturing Practice requirements , as set forth in the Quality Systern
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug Administration (FDA) will verify
such assumptions. Failure to comply with the GMP regulation may resuit in regulatory
action. [n addition, FDA may publish further announcements concerning your device in the
Federal Register. Please note: this response to your premarket notification subraission does
not affect any obtigation you might have under sections 531 through 542 of the Act for
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Page 2 - Mr. Hattub

devices under the Electronic Product Radiation Control provisions, or other Federal laws or
regulations.

This Jetter will allow you to begin marketing your device as described in your 510(k)
premarket notification. The FDA. finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801
and additionally 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4595. Additionally, for questions on the promotion and
advertising of your device, please contact the Office of Compliance at (301) 594-4639.
Also, please note the regulation entitied, “Misbranding by reference fo premarket
notification” (2t CFR 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers Assistance at its toli-free
number (800) 638-2041 or (301) 443-6597 or at its internet address
"http-//www_fda.gov/cdrh/dsmamainhtml”.

Sincerely yours,

e Jor
ﬁ\ Celia M. Witten, Ph.D., M.D.
Director
Division of General and
Restorative Devices
Office of Device Evaluation
Center for Devices and
' Radiological Health
Enclosure
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51000 Number (Fknowny: & 72 33T &
Device Name: Sharplan Madel 5000 Alexandrite Lager System
Indications For Use: '

The Sharplan Model 5000 Alexandrite Laser System is intended for use in
dermatology for the removal of unwanted dark body hair.

Please Do Not Write Below This Line - Continue on Another Page If Needed)

Concurrence of CDRH, Office of Device Evaluation (ODE)

sheguld

Divigion of Ganera! Restorative Dovioes
6108) Number G ‘7735?1
Prescription Use %T Over-The-Counter Use ____
(Per 21 CFR 801.10%7 OR
(Optional Format 1-2-96)
QOOKE?
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§10(k) Smmmary of Safety and Effectiveness
Sharplam Lasers, lme. Model 3000 Alezandrite Laser System

In response to the Safe Medical Devices Act of 1950, the following is 2 summary of the safety and
effectiveness information upon which the substantial equivalence determination is based.

The safety and effectiveness of Sharplan Model 5000 Alexandrite Laser System is based upon a
determination of the sabstantial equivalence as well as the safety and effectiveness of its predicate
devices which are the Cynosure Alexandrite Laser for Hair Removal and the Sharplan Model 5000
Alexandrite Laser System for Dermatology.

1. Sharplan Lasers, Inc.
1 Peari Cout
Allendale, NJ 07401 _
Gearge J. Hattub, Dircctor of Regulatory Affairs/Quality Assurance
Augast 22, 1997

2.  Model: Sharplan Model 5000 Alexandrits Laser System

3.  Predicate Devices: The Cynosure Alexandrite Laser (cleared by FDA, Angust, 1997),
and the Sharptan Model S000 Alexandrite Laser System for Dermatology (K971874)

4.  Description: The Shaplan Model Alexandrite Laser System is a micdical device
which capable of emitting an invisible treatment laser bearn at a wavelength of
755 nm under the gmdance of an visible aiming bearn. This laser can be utilized in either
the continaous or timed exposure modes of operation

5.  The Sharplan Model 5000 Alexandrite Laser System is inwnded for use in deematology
far the removal of dark, unwanted body hatr, Clinical data on 40 subjects was presented.

6. Fromboth a design and clinical perspective, the predicate and candidate devices, are of the
same technology and have the same intended use. Based upon an analysis of the overail
performance characteristics for the devices, Sharplan Lasers, Inc. believes that ro
significant differences exist. Therefore, the Sharplan Model 5000 Alexandrite Surgical
Laser should not raise any concerns regarding its overall safety or effectiveness.

Advisory: This information was prepared for the sole purpose of compliance with the
Safe Medical Devices Act of 1990. It does not imply that the procedures
described hezein can be performed with the equipmment described without
substantial risk of personal injury or death to panents due to operator error
or in procedures requiring & high degree of skill.
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; _/(d DE?ARTRlENT OF HEALTH & HUMAN SERVICES . Public Heahh Service

- Food and Orug Administraton -~
. 9200 Comporate Bovlevard
Rockville MD 20850

‘ 0CT 11 2002
Ms. Anne C. Worden B
Acting Vice President, Regulatory
and Quality Assurance
Lumenis, Inc.

2400 Condensa Street
Qanta Clara, California 95051 (Q %\\ N\

/\Io/\'/-
Re: K020839 '

Trade/Device Name: Lumenis Family of Intense Pulsed-Light (IPL)

‘ and [PL/Nd:YAG Laser Systems and the Real Time Chiller
Regulation Number: 878.4810
Regulation Name: Laser surgical instrument for use in general and

plastic surgery and in dermatology

Regulatory Class: 11
Product Code: GEX
Dated: July 11,2002
Received: July 15, 2002

N
LarcenS

Dear Ms. Worden:

We have reviewed your Section 510(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 predicate 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 provistons of the Act. The
peneral controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulieration.

If your device is classified (see above) into either class IT (Special Controls) or class 1 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concemning 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); good manufacturing practice requirements as set
forth in the quality systems (QS) reguiation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 2} CFR 1000-1650.
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Pape 2 ~Ms. Anne C. Worden

" This tetter will atiow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits vour device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 21 CFR Part 809.10 for iu vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4655. Additionally, for questions on the promotion and advertising of
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the
regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97).
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, Intemnational and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
hitp://www.fda.gov/cdrh/dsma/dsmamain htm}

Sincerely yours,

&Ceﬁa . Witten, Ph.D., M.D.
Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Attachment 2
Indications For Use Statement as Requested by FDA
510(k) Number (if Known): K020839

Device Name: Lumcnis Fangily of Intense Pulsed-Light (TPL) Systems & Combination

Svystoms end Nd:YAG Laser Systems and the Real Time Chiller

Indications For Use:

The Lumenis Family of Intense Pulsed-Light {[PL) and TPL/Nd:YAG laser systems (and the
delivery accessories that are used with them to deliver light and/or faser energy) arc indicated for
use in surgical, aesthetic and cosmetic applications yequizing selective photothenmolysis
{photecoagulation or coggulation) and hemostasis of saft tissue in the medical specialties of
Beneral and plastic surgery, and dermatology as follows:

» Intense Pylged Light Energy/Wavelengths (515 - 1200 nom):

The 515 ~ [200 am intense pulsed light wavelengths are indicated for:

o The treatmpent of 1atoos and benign pigmented epidermal and cutaneous lesions including
warts, 5cars and striae;

o The freatment of benign cutaneous vascular lesions, imcluding port wine siains,
hemangiomas, facial, iruncal and leg telanpiectasias, ronsacea, melasma, angiomas and
spider angiomas, poikilederma of Civatte, leg veins and venous malformadons;

# The removal of unwanted hair from all skin types, and {o effect steble long-term, or
permanent®, hair reduction in skin types -V through selective targeting of melanin in hair
follicles.

> Nd YAG Laser Wavelength (1064 am):

The 1064 nm wavelength produced by thc Nd YAG laser is indicated for:
» The coagulation and bemostesis of vascular lesions and soft tissue, including:
= Treatment and clearance of superficial and decp tclaugicchasias {venulectasias) and
reticular veins (0.1 — 4.0 mm diameter) of the leg.

& Permanent hair reduction is defined a3 & long-term stable reduction in the number of bairs regmwmg after a

treatricaf regimen.

«¥¢ Continwed on Followlag Page***

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

l Prescription Use
(Per 21 CFR. 801.109) Division of GmmL Restorative .
and Neurological Devices (Optional Format 1-2.96)
K010%34
510(k) Submission: Lumenis Family ol QK FWRERTHEY AG Laser Systems Antachruent 2 — Page |
Page revised
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510(k} Number (if Known}: K020839
Device Nanie: Lugg‘ is Family of Intense Pulsed-Light (IPL} Systems & Combination JPL

"~ Systems and Nd:YAG Laser Systems and the Rea) Time Chiller
Indications For Use: +++Contnued from Previous Page***

» Real Time Chiller:

The Real Time Chiller is indicated for use in cooling the epidermis at the treatment site prior
' to, during and after light or laser treatment in general surgery, plastic surgery and
dermatology to:

¢ Rcduce pain during and/or associated with light or laser treatment (via partial anesthesia
from cooling);

s Reduce discomfort duting and/for associated with light or laser treatment;

« Minimize themmal injury, including thexmal necrosis, to noo-target skin and skin
stractures during and/or associaled with light or laser wreatment, thus reducing possible
complications such as scabbing, scarring, byper- and/or hypopigmentation,

o Allow the use of higher light or laser flucnces for light or laser treatments (such as for
hair removal and the treatment of vascular or pigmented [esions); and

+ Reduce potental side effects of light or laser treatments (such as for heir removal and the
-treatment of vascular or pigmented lesions).

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concwrence of CDRH, Office of Device Evaluation

(Division Sign-"M?
Prescription Use __\/ OR Dw:-Tho—CounlerG%an of Gf"w' L R.estmﬂve
(Per 21 CFR 801.109) and Neurologi- . Devices

{Optional Format 1-2-%6)

510(k) Number K020 £14

510(x) Submission: Lumenis Fanuly of IPL & IPL/Nd:YAG Lascr Systems Attachinent 2 — Page 2
Page revised
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Attachment 25 OCT 1 1 m

: 516(k) Summiary Statement for the
Lumenis Family of Intense Pulsed-Light (TPL) and IPL/Nd: YAG Laser Systems

I. General Information

Submitter: Lumenis, Inc.
2400 Condensa Street
Santa Clara, CA 95051

Contact Person: Anmne C Worden .
Acting VP, Regulatory & QA

Summary Preparation Date: March 11, 2002

1. Names

Deyjce Names: Lumenis Family of Intense Pulsed-Light (IPL) and
[PL/Nd:YAG Laser Systemns

Primary Classification Name: Laser Powered Surgical Instrument (and Accessories)

INl. Predicate Devices .

ESC Medical Systems EpiLight (K991935, K994014),
ESC Medical Systems MultiLight (K994014);

ESC Medical Systems Photoderm HR (K991933);

ESC Photoderm Nd; YAG Accessory (K980337),

ESC Photoderm PL (K960772),

ESC Photoderm VL (K950493);

Candela SPTL-1e Pulsed Dye laser system (K011052):
Candela Dynamic Cooling Devices (K001389, K931033);
MedArt 520 Cooling System (K000503);

OptoMed DermaCoo] Skin Cooling Device (K990417); and
Coherent Epidermal Chiller Tip (K960032).

¢ 8 B % % 8 o P8 ° @

IV.  Product Description

Lumenis Family of Intense Pulsed-Light (IPL) and IPL/Nd:YAG laser systems are
comprised of the following main components:

» A light/laser system console (including software and control clectronics):
A control and display panel,

One. ot two attached handpiece(s);

A skin cooling device integrated into the handpiece (on some handpleces)
A trigger button integrated into the handpiece;

A remote interlock connector (disables light/laser when treatment room door is
opened).

510(k) Submission; Lumenis Family of IPL & [PL/Nd:YAG Laser Systeqs Autachment 25 — Page |
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Indications for Use

The Lumenis Family of Intense Pulsed-Light (IPL) and IPL/Nd:YAG laser systems (and
the delivery accessories that are used with them 10 deliver light and/or laser energy) are
indicated for use in surgical, aesthetic and cosmetic applications requiting selective
photothermolysis {photocoagulation of coagulation) and hemostasis of seft tissue in the
medical specialties of general and plastic surgery, and dermatology. The Lumenis Family
of Intense Pulsed-Light (IPL) and IPL/Nd:YAG laser systems is indicated for the
treatment of tattoos and benign pigmented epidermal and cutaneous lesions, including
warts, scars and striae, and the treatment of benign cutaneous vascular lesions, including
port wine stains, hemangiomas, facial, truncal and leg telangiectasias, rosaceq, angiornas
and spider angiomas, poikiloderma of Civatie, leg veins and venous malformations, and
the removal of unwanted hair from all skin types, and to effect stable long-term, or
permanent’, hair reduction in skin types I-V through selective targeting of melanin in hair
follicles (515 - 1200 nm), and for the coagulation and hemostasis of vascular lesions and
soft tissue (1064 nm).

In addition, the Lumenis Family of IPL/Nd:YAG laser systems (1064 nm) is safe and
effective when indicated for coagnlation and hemostasis of vascular lesions and soft tissue,
including, the treatment and clearance of superficial and deep telangiectasias
(venulectasias) and reticular veins (0.1-4.0 mm diameter) of the leg.

The Real Time Chiller is indicated for use in cooling the epidermis at the treatment site
prior to, during and after light or laser treatment in geperal surgery, plastic surgery and
dermatology 1o reduce pain during and/or associated with light or laser treatment (via
partial anesthesia from cooling), to reduce discomfort during and/or agsociated with light
or laser (reatment, to minimize thermal injury, including thermal necrosis, to non-target
skin and skin structures during and/or associated with light or laser treatment, thus
reducing possible complications such as scabbing, scarring. hyper- and/or
hypopigmentation, to allow the use of higher light or laser fluences for light or laser
treatments (such as for hair removal and the treatment of vascular or pigmented lesions),
to reduce potential side effects of light or laser treatments (such as for hair removal and
the treatment of vascular or pigmented lesions), and to protect the skin from thermal
necrosis, thus reducing possible complications such as scabbing, scarring, hyper- and/or
hypopigmentation.

Rationale for Substantial Equivalence

The Lumenis Family of Intense Pulsed-Light (IPL) and [PL/Nd:YAG laser systems share
the same general indicadoos for use, and therefore is substantially equivalent for use in
surgical, aesthetic and cosmetic applications to the ESC Medical Systems EpiLight intense
pulsed light systems (K991935, K994014), the ESC Medical Systems MultiLight intense
pulsed light systems (K994014), the ESC Medical Systems Photodenm HR intense puised
light systems (K991935), the ESC Medical Systems Photoderm Nd:YAG Accessory
(K980537), the ESC Medical Systems Photoderm PL intense pulsed light systems
(K960772), the ESC Medical Systerns Photoderm VL intense pulsed light system
(K950493), the Candela SPTL-le Pulsed Dye laser system (K011092), the Candela
Dynamic Cooling Devices (K001589 & K951033), the MedArt 520 Cooling System
(K000503), the OptoMed DermaCool System and Handpieces (K990417), and the
Coherent Epidermal Chiller Tip (K960032). In addition, clinical data demonstrated that

510(k) Submission: Lumenis Family of IPL & IPL/Nd:YAG Laser Systems Attachment 25 — Page 2
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. the Lumenis Family of IPL/Nd:YAG laser systems (1064 nm) are safe and effective when
indicated for use in specific applications in the medical specialties of general and plastic
surgery, and dermatojogy.

VII. Safety and Effectiveness Information

Clinical data was provided to demonstrate that the Lumenis Family of IPL/Nd:YAG laser
systems (1064 nm) are safc and effective, whep indicated ip specific applications in the
medical specialties of general and plastic surgery, and dermatology. Performance data
was provided to demonstrate that the Cooling Head integrated into the Treatment Head of
the delivery handpiece for the Lumenis Family of Intense Pulsed-Light (IPL) and
TPL/NJ: YAG laser systems operates in accordance with its specifications.

VII. Conclusion

The Lumenis Family of Intense Pulsed-Light (JIPL) and IPL/Nd:YAG laser systems were
found to be substantially equivalent to the predicate ESC Medical Systems EpiLight
intense pulsed light systems (K991935, K994014), the ESC Medical Systems Multilight
intense pulsed light systems (K994014), the ESC Medical Systems Photoderm HR intense
pulsed light systems (K991935), the ESC Medical Systems Photoderm Nd:YAG
Accessory (K9803537), the BSC Medical Systems Photoedentn PL intense pulsed light
systems (K960772), the ESC Medical Systems Photoderm VL intense pulsed Jight system
(K950493), the Candela SPTL-le Puised Dye laser system (K011092), the Candela
Dynamic Cooling Devices (K00158% & K951033), the MedArnt 520 Cooling System
(K000503), the OptoMed DermaCool Systern and Handpieces (K990417), and the
Coherent Epidermat Chiller Tip (K960032). The Lumenis Farnily of Intense Pulsed-Light
(TPL) and IPL/Nd:YAG laser systems shares similar indications for use, design features,
and similar Fanctional features as, and thus are substantially equivalent to, the currently
marketed predicate devices.

Clinical data,was provided to demonstrate that the Lumenis Family of IPL/Nd: YAG laser

systems (1064 nm) are safe and effective, when indicated in specific applications in the
medical specialties of general and plastic surgery, and dermatology.

510(k) Submission: Lumenis Famity of IPL & IPL/Nd:YAG Laser Systems Auachment 25 — Page 3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Haatth Service

S,

Food and Drug Administration
. 9200 Corporate Boulevard
Rockville MO 20850

Altus Medical, Inc. : ~0CT 08 2002
Michael Levernier - . )
- Vice President, Climical Development
821 Cowan Road
Burlingame, California 94010

Re: K022226 )
Trade/Device Name: Family of Altus Medical CoolGlide Aesthetic Lasers
Regutation Number: 878.4810

Regulation Name: Laser surgical instrument for use in general and plastic surgery and in
dermatology

Regulatory Class: Class 1]

Product Code: GEX

Dated: July 5, 2002

Received: July 10, 2002

Dear Mr. Levernier:

We have reviewed your Section 510(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 predicate devices marketed in interstate
commerce prior 1o May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisiens of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
Y ou 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 [T (Special Controls) or class IIL (PMA). it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Repister.

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
CIR Part 307); labeling (21 CFR Part 801); good manufactuning practice requirements as set
{orth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050,

OOL76
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Page 2 — Mr. chhae] Levernier

This letter will allow you to begm marketmg your device as descnbed In your Sectmn 510(k)
premarket notification. The FDA finding of substantial equlva.lence of your device to. a legally
marketed predicate device results in a classification for your device and thus, perrmts your dewce to
proceed to the market.

If you desire specific advice for your device on our labeiing regulation (21 CFR Part 80} end
additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the Office of
Commpliance at (301) 594-4659. Additionally, for questions on the promotion and advertising of
your device, please contact the Office of Compliacnce at (301) 594-4639. Also, please note the
regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part 807.97).
Other general information on your responsibilities under the Act may be obtained from the Division
of Small Manufacturers, Internationa) and Consumer Assistance at its toll-free pumber (800)
638-2041 or (301) 443.6597 or at its Internet address

http://www.fda gov/edrh/dsma/dsmamain himl

Sincerely yours

Ccha Wltten Ph.D..M.D.

Dlrector

Drvision of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and Radioiogical Health
Enclosure
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Attachment 2
Indncnnons For Use Statement as Requested by FDA

510(k) Number (ifKnowm): __ KO R R E
Device Name: i Faﬁnlz of Altns Medlcal CoolGlide Aesthetic Lagers

Indications For Use:

The famuly of Altus Medical CoolGlide Aesthetic Lasers are intended for use in the medical
specialties of general and plastic surgery, dermatology, endoscopic/laproscopic general

surgery, gastroenterology, gypecology, otorhivolaryngology (ENT), ncurosurgery,
oculoplastics, orthopedics, pulmonary/theracic surgery and urclogy for surgical and aesthetic
applications.

1964nm:

Dermastology:
The Altus Medical Aesthetic CoolGlide laser sysiems are intended for the coagulation

and hemostasis of benign vascular lesions such as, but not limited to, port wine stains,

_hemangiomas, warts, felangiectasia, rosacea, venus lake, leg veins, spider veins and
poildlederme of civatie; and treatment of benign cutancous lesions, such as warts,
scars, striae, and psoriasis. The lasers are also intended for the treatment of benign
pigmented lesions such as, but pot limited to, lentigos (age spots), sclar lentigos (sun
spots), café au lait macules, seborrheic keratoses, nevi, chloasma, verrucae, skin tags,
keratoses, tattoos (significant reduction in the imtensity of black and/or blue/black
tattoos) and plaques.

Additionally, the lasers are indicated for pigmented lesions to reduce lesion size, for
patients with lesions that would potentially benefit from aggressive treatment, and for
patients with legions that have not responded to other [aser treatments.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

——

Concurrence of CDRH, Office of Device Evaluation (OQDE)

Naode

(Division Sigh-Off) ~_
Division of General, Restorative
and Newrological Devices
j 510(k) Number EO 2222l
Prescription Use Over-The-Counter Use
(Per 21 CFR 801.109)
{Optional Fermat 1-2-96)

510{k) Submission: Family of Alrus Medical Modifizd CoolGlide Aesthetic Lasers Anachmeni 2 — Page |
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The CoolGlide lasers are also indicated for the treatment of wrinkles such as, but not
limtited to, pericbcular and pcrioral- wrinkles.

: The CoolGlide lasers are also indicated for the Iemoxa.l of nwanted hair, for stable -
long texm, or permanent; hair reduction through selective targetiog of melanin i in halr
. -follicles, and for the treatment for pseudofolliculitis barbae (PFB)

The Iasers are also indicated for the reduction of red. pigmeutatxon in hypertrophic an,d
keloid scars where vasculanry is an integral part of the scar.

The CoolGlide lasers are indicated for use on all skin types (Fitzpatrick I-VI),
including tanned skin.

The intended use of the integral cooling system in the Altus CoolGlide laser
handpiece is to provide cooling of the skin, for the reduction of pain during laser
treatment, to aflow for the use of higher fluences for laser treatments such as hair
removal and vascular lesioms, and to reduce the potential side effects of laser
treatments.

Surgical Applicatipps:

The flasers are indicated for the incision/excision and cutiing, ablation,
coagulation/hemostatis of soft tissue in the performance of surgical applications in
endoscopy/laproscopy,  gastroenterology,  gemeral  swgery, head and
neck/otorhinolaryngology. (ENT), neurosurgery, oculoplastics, orthopedics, - plastic
surgery, pulmonary/thoracic surgery, gynecology (e.g. menorrhagia) and urology.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

{Diviston Sigh-Off)
Division of General. Restorative
and Neurological Devices

510(k) Number__ K02 2226

Prescription Use N OR Over-The-Counter Use

(Per 21 CFR 801.109)

(Optional Format 1-2-96)

510(k) Submission: Family of Altus Medicat CoalGlide Aesthetic Lasers Adachment 2~ Page 2
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S32nm:

For coagulation and hemostasis of vascilar and cutaneous lesions in dermatology
including, but not limited to, the following general categories: vascular lesions
fangiomas, hemangiomas (port wine), telangiectasia (facial or extremities
telangiectasias, venous anomalies, leg Veins)]; benign pigmented lesions (mevi,
lentigines, chloasma, café-au-lait, tattoos (red and green ink); verrucae; skin tags;
keratoses; plaques; cutaneous lesion treamment (bemostasis, color lightening,
blanching, flattening, reduction of lesion size).

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
[F NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-0
Division of General, Restorative
and Neurological Devices

510(k) Number__KOL2LL &

Prescription Use OR Over-The-Counter Use
{Per 21 CFR 801.109) '

(Optional Format 1-2-96)

510(k) Submission: Family of Altus Medical CoolGlide Aesthetic Lasers Anachment Z - Page 3
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Attachment 17 KO 2X22 L

510(k) Swmwmary for the
Family of Altus Medical CoolGlide Aesthetic Lasers

I. General Information
Subpmitter: Altus Medical, Inc.
421 Cowapn Road
Burlingame, CA 94010
Contact Persons: Kathy Maynor
Mike Levernier
Summary Preparation Date: July 5, 2002
0. Names
Device Names: Family of Altus Medical CoolGlide Aesthetic Lasers

Promary Classification Name: ~ Laser Powered Surgical Instrument (and Accessories)

L. Predicate Devices

e Family of CoolGlide Acsthetic Lascrs, manufactured by Altus Medical (K991798,
K991234, K003202 apd K014040);

e NLite Pulsed Dye Laser, manufactured by ICN (K000811, K0 14130, and K013461);

¢ Vbeam and Clearbeam Pulsed Dye Lasers, manufactured by Candela (K.013043 and
K013748);

s PhotoGenica Pulsed Dye Laser, manufactured by Cynosure (K012806);

e CoolTouch I and CoolTouch Il Nd: YAG lasers, manufactured by ICN (K014035 and
K003715); and

» Smoothbeamn Diode Laser, manufactured by Candela (K013825).

e Lyra Surgical Lascr System, manufzctured by Laserscope (K020021)

IV. Product Description

Family of Altus Medical CoolGlide Aesthetic Lasers are compnised of the following main
companents:

o a laser system console (inchuding software and control electronics),

a control and dispiay panel;

a permanently attached fiberoptic-coupled handpiece;

a skin cooling device iregrated into the handpiece;

a footswitch (or finger-operated exposure switch (handswitch) option integrated mnto
the handpiece)

+ arcmote interlock connector (disables laser when treatment room door is opened).

510(k) Submission: Family of Alrus Medical CoolGlide Aestheric Lasers Attachment 17 - Page |
Qﬂ 8,}" Attachment Revised: October 4, 2002
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V. Indications for Use

The family of Altus Medical CoolGlide Aesthetic Lasers are mtended for use in the
medical specialties of general and plastic surgery, dermatology, endoscopic/laproscopic
gencral surgery, gastroenterology, gynecology, otorhinolaryngology (ENT),
neurosurgery, oculopiastics, orthopedics, pulmonary/thoracic surgery and urclogy for
surgical and aesthetic applications.

1064n1m:

Dermatology:
The Altus Medical Aesthetic CoolGlide laser systems are intended for the

~ coagulation and hemostasis of benign vascular lesions such as, but not Limited to,
port wine stains, hemangiomas, warts, telangiectasia, rosacea, venus lake, leg
veins, spider veins and poikiloderma of civatte; and treatment of benign cutaneous
lesions, such as warts, scars, striae, and psoriasis. The lasers are also intended for
the reatment of benign pigmented lesions such as, but not limited to, lentigos
(age spots), solar lentigos (sun spots), café au lait macules, seboirheic keratoses,
nevi, chloasma, verrucae, skin tags, keratoses, tattoos (significant reduction in the
intensity of black and/or blue/black tattoos) and plagues.

Additionally, the lasers are indicated for pigmented lesions to reduce lesion size,
for patients with lesions that would potentially benefit from aggressive treatment,
and for patients with lesions that have not responded to other laser treatments.

The CoolGlide lasers are also indicated for the treatnent of wrinkles such as, but
ot limited to, pedocular and perioral wrinkles.

The CoolGlide lasers are also indicated for the removal of unwanted hair, for
stable long term, or permanent, hair reduction through selective targeting of
melanin in haix follicles, and for the treatment for pseudofolliculitis barbae (PFB).

The lasers are also indicated for the reduction of red pigmentation in hypertrophic
and keloid scars where vascularity is an integral part of the scar.

The CoolGlide lasers are indicated for use on all skin types (Fitzpatrick [-VT},
including tanned skin.

The intended use of the integral cooling system in the Altus CoolGlide laser
handpiece is 1o provide cooling of the skin, for the reduction of pain during laser
treatment, to allow for the use of higher fluences for laser treatments such as hair
removal and vascular Jesions, and to reduce the potential side effects of laser
treatinents.

510¢k) Submission: Family of Altus Medical CoolGlide Aesthetic Lasers Attachment 17 — Page 2
Attechment Revised: October 4, 2002
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Surgicai Applications:
The lasers are indicated for the incision/excision and cutting, ablation,

coagulation/hemostatis of soft tssue in the performance of surgical applications in
endoscopy/laproscopy, gastroenterology, general surgery, head and
neck/otorhinolaryngology (ENT), neurosurgery, oculoplastics, orthopedics,

plastic surgery, pulmonary/thoracic surgery, gynecology (e.g. menorrhagia) and
urology.

Indications for use {(532nm):

For coagulation and hemostasis of vascular and cutaneous lesions in dermatology
including, but not limited to, the following general categories: vascular lesions
[angiomas, hemangiomas (port wipe), telangiectasia (facial or extremities
telangiectasias, venous anomalies, leg veins)]; benign pigmented lesions (newi,
lentigines, chloasma, café-au-lait, tattoos (red and green ink); vemicae; skin tags;
keratoses; plaques; cutapeous lesion treatment (hemostasis, color lghtening,
blanching, flattening, reduction of lesion size).

V1. Rationale for Substantial Equivalence

The family of Alws Medical CoolGlide Aesthetic Lasers share the same general
indications for use, and therefore is substantially equivalent to the cwrently marketed
Altus Medical family of CoolGlide Acsthetic Nd:'YAG Lasers (K991798, K991234,
K003202 and K014040), the NLite Pulsed Dye Laser, manufactured by ICN (000811,
K014130, and K013461}), the Vbeam and Clearbeam Pulsed Dye Lasers, manufactured
Candela (K013043 and K013748), the PhotoGenica Pulsed Dye Laser, mapufactured by
Cynosure (K.012806), the CoolTauch I and CoalTouch I Nd:YAG lasers, manufacrured
by ICN (K014035 apd K003715), the Smoothbeam Diode Laser, manufactured by
Candela (K013825), and the Lyra Surgical Laser System, manufactured by Laserscope
X020021).

VIL Safety and Effectiveness Information

The new jndications for mse in dermatology, endoscopic/laproscopic general surgery,

gastroenterology, general swrgery, gynecology, otorhinolaryngology, neurosurgery,
oculoplastics, orthopedics, plastic surgery, pulmonary.thoracic surgery, and urology are
based upon the indications for usc for predicate laser systems,

Technologically, the CoolGlide family of aesthetic lasers is identical to the previous
predicate CoolGlide family (K014040). Therefore the risks apd benefits for the
CoolGlide laser family are commparable to the predicate devices.

We therefore believe that there are no questions of safety or effectiveness mised by the
inroduction of this device,

510(k) Submyssion: Family of altus Medical CeolGlide Aesthetic Lasers Attachment 17 - Page 3
Attaclonent Revised: October 4, 2002
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VIII. Cooclusion

The family of Altus Medical CoolGlide Aesthetic Lasers were found to be substantially
equivalent to the currently marketed Altus Medical family of CoolGlide Aesthetic
Nd:YAG Lasers (K991798, K991234, K003202 and K014040), the NLite Pulsed Dye
Laser, manufactured by ICN (KO000811, K014130, and K013461), the Vbeam and
Clearbeam Pulsed Dye- Lasers, manufactred Candela (8013043 and K013748), the
PhotoGenica Pulsed Dye Laser, manufactured by Cynosure (K012806), the CoolTouch [
and CoolTouch I Nd:YAG lasers, manufactuged by ICN (K014035 and K003715), the
Smoothbeamn Diode Laser, manufactured by Cendela (K013825), and the Lyra Surgical
Laser System, manufactured by Laserscope (K020021). The family of Altus Medical
CoolGlide Aesthetic Lasers share similar indications for use, design feahmres, and similar
functional features as, and thus are substantially equivalent to, the curremtly marketed

predicate devices.
510(k) Submission: Family of Altus Medica] CoolGlide Aesthetic Lasers Attachment 17— Page 4
© Attachment Revised: October 4, 2002
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Subj; Fwd: proposed agreement

‘Date:  11/19/99 10:27:24 AM Pacific Standard Time
From: ICEGROUPT

To. JFisherb77

"Forwarded Message:

Subj. proposed agreement

Date: 11/19/99 10:26:42 AM Pacific Standard Time
From; ICEGROUPY

"To. JFisher

“John, take a look at the agreement ! have outlined and let me know if we need to make changes. | look forward to your .
response! Jeff

-Forwarded Message:
.Subj; changesto agreement
.Date: 11/19/99 10:15:28 AM Pacific Standard Time
From. Babbittks
To. ICEGROUP1

The following agreement is between Dr. John Fisher, Eric Moore and Jeff Schmidt.

- It is agreed that Dr. Fisher and Eric Moore will sign together a lease agreement for the purchase of one Alexandrite laser
through ESC Medical Systems. Laser Works of Seattle accepts full responsibility in paying this monthly obligation. If in the
event laser works is unable to fulfill this obligation both Eric Moore and Jeff Schmidt (Laser Works, Prnciples) accept full
personal respensibility for the payment of this lease.

Dr. Fisher will receive compensation as follows: after the first 30 days of operation Dr. Fisher will receive 1000.00, 60 days

"1500.00, and 80 days 2500.00.

Laser works will continue to pay Dr. Fisher 2,500.00 per month or 5 % of net profits which ever is the greater for the remainder”
‘of the 9 month agreement. If after 8 months either party wishes to cancel the agreement they may do so with 60 days notice:
In the event of a canceliation Laser Works is to secure altemative financing and has 60 days to do so. Dr. Figher will receive
his normal compensation until the Laser lease has expired and is no longer in his name. During this agreement Dr. Fisher

agrees that from time to time it is necessary to speak with patients that may experience minor side effects to-Laser
treatment, and to also prescribe topical medications for pain relief.

Fridzy. November 19, 1999 Amenca Oniine: JFlsherST7 Page: 1

000154;
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FROM : 1R <7 PHONE NO. - 4254521688 sy Jun, 84 20688 a5 38PM Pt

Laser~Waorks

11501 SW Pacific Hwv Suite 102
Portland ©Dre 97223

USA
Phonc 503-244.8500
Fax 543-244-1554
Email icegroupl @wol.com
June 04, 2000

Altus
82] Cowan Road
burlingame, CA 94010

As a condition to the sale of the Coolglide laser system . such condition being incorporated by reference in the
purchase agreement, Luser—works! hereby certifies that:

1. Laser~-Works has identified and retained 8 Medical Director who has a current and valid medical
license issued by an accredited state medical licensing board.

2. Alluse of the Coolglide Svstem will be in full compliance with all statues, laws, regulations and rules
applicable in the state (Washington) where the pracedure 1s performed.

Signature of Medical Director ’_Jziél E\%Q—Q/ N\Q N

Medical license number N\D 3\ = C\ % = . NA

—
Stipnature of Laser~Works! President /f \5'A j

QOOLsY

BIANCHI, ELIZABETH 2005100073MD PAGE 292



GUARANTY/INDEMNITY AGREEMENT

This Guaranty and [ndemhity Agreement ("Agreement") is'entered into as of March 31, 2000, by and
between John Fisher, MD, an individual ("Fisher"), on the one hand, and Eric Moore ("Moore"), an
individual and Jeffery Brent Schridt ("Schmidt"), an individual, on the other hand. Collectively, Fisher,
Moore, and Schmidt are referred to herein as the "Parties” and each individually as a "Party”.

Recitals

WHEREAS, on or about March 31, 2000, Fisher and Moore entered into that certain ‘Lease

Agreement (the "Lease") calling for the lease of a medical device described as one "Altus CoolGlide Laser

System"” ("Laser") financed through Standard Capital Corporation ("Lessor”), a Massachuselts entity;

WHEREAS, Fisher and Moore are jointly and severally liable for the obligations aﬁsiﬁg under the

Lease;

WHEREAS, Fisher agreed to execute the Lease in exchange for the promise of Moore and
Schmidt to be fully responsible for the obligations and liability arising out of and relating to the Lease

a.nd.{or the Laser;

WHEREAS, it has always been and remains the intent of the Parties that Moore and Schmidt shall
be together and each personalIyILiable, and that Fisher shall not be liable in any manner whatsoever, for any
and all abligations relating to the Lease and the Laser;

WHEREAS, Fisher desires, and Moore and Schimudt would like to provide, this written Agreement
exonerating, indemnifying, subrogating, and holding harmless Fisher from and against any and all liability
associated with the Lease and/or the Laser.

NOW THEREFORE, for good and valuable consideration, the receipt and sufficiency of which is
hereby acknowledged, Moore and Schmidt hereby confirm the guarantee and indemnity, and the Parties agree
to the following:

Terms and Conditions

1. Moore 2nd Schmidt's Guaranty . Moore and Schmidt, jointly and severally, hereby
unconditionally and irrevocably guarantee the full and punctual payment by Moore and Schmidt of all fees and
all other sums payable under the Lease and the full and punctual performance and observance by Moore and
Schmidt of each and every one of the terms, conditions and covenants of the Lease to
be kept and performed by Moore and Schmidt. The Parties understand that the Lease requires

Guaranty/Indemnity Agreement, Page I of 4
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payments and/or other obligations by Fisher, notwithstanding, Moore and Schmidt shall be solely
responsible for all obligations arising out of or relating to the Lease or the Laser.

2. Indemnity/Exoneration. Moore and Schmidt together, and each of them, jomtly and severally,
and their respective heirs, beneficianies, and estates hereby agree to indemnify, defend, and hold harmless
Fisher, his spouse, estate, beneficiaries, heirs, agents, and attorneys from and against any and all Lability,
losses, costs, damages, claims, suits, actions, judgments, and expenses whatsoever, including, but not limited
to, costs and attorneys, fees (which attorneys shall be selected and hired at the sole discretion of Fisher),
arising out of, relating to, or in connechion with the Lease and/or the Laser, or any breach by Moore or
* Schmidt of this Agreement. Moreover, to the extent legally possible, Moore and Schmidt hereby exonerate
and shall subrogate Fisher from any liability under or related to the

" Lease or the Laser.

3. Fisher's Rights and Remedies Fisher shall be entitled to require Moore and Schmidt to fully
perform and observe each and every one of the terms, conditions and covenants of the Lease. Fisher may
proceed joint and severally against Moore and/or against Schmidt (or their respective heirs, beneficianes, or
estates) following breach or default by Moore andfor Schmidt of Lease , this Agreement, or concerning the
Lease. Upon notice of breach or default, Fisher shall be eatitled to collect immediately from Moore and/or
Schmidt all fees and all other sums payable under the Lease for the remainder of the term of the entire Lease.
Fisher shall be entitled to assert'any and all defenses and counterclaims that Fisher would have against Moore
and Schmidt under the Lease or this Agreemeat. Fisher shall not be Liable for any amounts owed by Moore
and/or Schmidt under the terms of the Lease and/or this Agreement. '

4.  Notice of Withdrawal and Release of Liability. Approximately nine (9) months after the
execution of the Lease, a review shall be made by Fisher, on the one hand, and Moore and Schmidt, on the
other hand, along with Lessor calling for an assignrment and delegation to Moore and Schmidt of Fishers
rights and responsibilities under the Lease, thereby releasing Fisher from any and all apparent obligations and

liabilities under the Lease.

5. Notices Whenever any -notice or demand is to be given under this Agreement the notice shail be
in writing and addressed to the Parties at their respective addresses as set forth below. Notices delivered by
overnight courier service (e.g., U.S. Express Mail or Federal Express) shall be deemed delivered on the
business day following mailing. Notices mailed by U.S. Mail, postage
prepaid, registered or certified with return receipt requested, shall be deemed delivered four (4) days after
mail'mg. Notices delivered by any other method shall be deemed given upon receipt. Notices by facsimile
transmission are acceptable under this Agreement provided that they are transmitted to the other Party's then
current facsimile number, and are deemed delivered one (1) hour after transmission if sent during the
recipient’s busmess hours, or 9:00 a.m. (recipient’s time) the next business day. Any Notice given to Moore
shall be deemed to provide constructive notice to Schmidt; any Notice given to Schrrudt shall be deemed to
provide constructive notice to Moore.

Guaranty/fndemnity Agreement, Page 2 of 4
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If to Fisher:. John Fisher, MD
55 Bell Street #203
Seattle, Washington 98121
Tel. No. (206) 728-1630 Fax
No. (206) 728-1596

If to Moore: Eric Moore
4008 171 Avenue SW Seattle,
Washington 98106

If to Schmidt: . Jeffrey Brent Schmidt
3663 SE Rockwood Street

Milwaukie, Oregon 97222

6. Applicable Law; Arbitration. This Agreement shall be governed by and interpreted
in accordance with the domestic laws of the State of Washington applicable to contracts made and performed
solely in Washington, without regard to conflict of law principles. Any action related to, to enforce, construe,
or interpret this Agreement shall be settled by arbitration in the city of Seattle, Washington in accordance with
the rules and regulations governing commercial arbitration promulgated by the American Arbitration
Association before a neutral arbitrator(s) (i.e., individual{s) who, to the
best of a Parties knowledge, do not have a bias in favor of, or against, any Party) having experience in matters
involving equipment leasing. The decision of the arbitrator(s) shall be final and binding on the Parties, and
judgment upon the award rendered by the arbitrators may be entered in the Superior Court of the State of
Washington in and for the County of King. Any arbitration award shall include '
attorneys' fees and costs {including costs of filing fees, expert witnesses, discovery, etc.} for the prevailing
Party. However, notwithstanding the foregoing, if any action is commenced against Fisher by a third party
relating to the Agreement, the Lease, or the Laser, the Parties hereto shzll be required to join in such action,
and the arbitration compulsion will not apply, at the sole discretion of Fisher.

7. No Assignment. None of Moore, Schmidt, or their respective heirs, beneficiaries, or estates
shall have the right to sell, assign, transfer or hypothecate (all hereinafter referred to as "assign” or an
"assignment) any right or interest pursuant to the Laser, the Lease, or this Agreement, nor delegate any
obligations under the Lease and/or this Agreement voluntarily or by operation of law, without the prior
express written consent of Fisher. Any such purported assignment of rights or delegation of duties without
such prior written consent shall be nuil and void ab initio and given no
force or effect. Any such purported assignment or delegation without such prior express written.consent shall
be considered a breach and default of this Agreement entitling Fisher to pursue any and all rights and remedies
provided in this Agreement and entitling Fisher to collect from Moore and/or Schmidt the greater of the entire
balance owned on the Lease, or the market value of the Laser.

S.  No Waiver, The failure of either Party at any time to enforce any right or rémedy available to
it under this Agreement with respect to any breach or failure by the other Party shall not be

Guaranty/Indemnity Agreement, Page 3 of 4
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constriued to be a waiver of such right or remedy with respect to any other breach or failure by the other
party.

9. Severability. If any provision of this Agreement is held nvalid, unenforceable or void, the
remainder of the Agreement shall not be affected thereby and shad continue m full force and effect.

10. Entire Agreement; Prior Agreements Superseded; Modification. This Agreement is the
entire agreement between the Parties relating to the Lease and Laser, and this Agreement replaces any and all
contemporaneous or prior negotiations, understandings, representations, or agreements between the Parties,
whether oral or written. The Parties aclcnowledgé that they have not relied on any promise, representation, or
warranty, express or implied, not contained in.this Agreement. No amendment modification or supplement to
this Agreement shall be effective unless it is in writing and either signed by all Parties, or signed by one Party

-if such Party is the Party to be charged.

It. Counterparts The Parties may execute " Agreement in two or more counterparts, which shall, in
the aggregate, be signed by each party. Each counterpart shall be deemed an original instrument as against any
party who has signed it. Facsimile copies of this Agreement are acceptable as original copies.

IN WITNESS WHEREOF, the Parties have executed this Agreement on the date set forth below,
effective as of the date first set forth in the first paragraph of this Agreement:

JOHN FISHER ' ERIC MOORE
an individual an individual
John Fisher - ' ' Eric Moore : E
Date: Date: %%
7S
JEFFERY BRENT SCHMIDT

an individual

Jeffery Brent Schmidt

Date:

Gu,aranty/Indemnity Agr:eement, Page 4 of4
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INSURANCE CONFIRMATION

Date: March 31, 2000
Lease Number:

FROM:
New Vista Ventures d/b/a Laser Works of Scattle
411 Strander Boulevard
Tulewila, WA 98188
& 2987
TO: Agent '
Agent’s/Broker’s Name: @on BY‘DLUI'/]
Broker Insurance Company: \ Thy, { T Ca
Street Address: /2.3 . vd.
City, State Zip: rtland , OF T332
Area Code/Phone Number: pr [ 226 -/ ¢6
FAX: So3 | 23V Goos

Gentlemen:

We have entered into a Lease Agreement (or an Equipment Fi nahcing Agreement) for an Altus
CoolGlide Laser System with all accessories thereto, with a valuc of $65,000.00:

The equipment is located at: New Vista Ventures d/b/a Laser Works of Seatile, 411 Strander Boulevard ,
Tulewila, WA 98188 |

This 1s a net leasc or finance and we are responsible for the insurance cost. Please see that we have
immediate coverage and notify the company shown below at once in the form of a copy of the insurance policy
or a Certificate of Insurance. If the latter is sent, please provide therein for thirty (30) days written notice in the
event of cancellation or alteration. ’

M PITYSICAL DAMAGE: Insurance is to provide for fire, thefi, extended coverage, vandalism and malicious
mischief for the full value of the equipment. 1s to be named a Loss
Pavge, as its interests may appear. '

& LIABILITY: Coverage should be written with minimum limits of $1,000,000 for BODILY INJURY.
is to be named an Additional Insured.

Foukasion COL9Z
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ANDARD

ZTW CAPITAL CORPORATION
Corporate Place 93 + 100 Burll Road + Andover, MA = 01810
Phone: 800-995-3273 + Fax: 978-749-3665

LEASE AGREEMENT:

VENDOR / SUPPLIER OF EQUIPMENT: SCHEDUI F OF PAYMENTS
NAME. Altus Medical CONTACT, Jehn Connors Term. Number of payments: 63
ADDRESS: 821 Cowan Road CITY: Burlingame STATE CA Z1P: 94010 n

1@ % 1,419.60 per monih'

J@ $ 0.00 per month'

NOTE. VENDOR IS NOT AN AGENT OR REPRESENTATIVE OF THE LESSOR, AND 1S NOT AUTHORIZED TO MODIFY ANY 1@ 5 1419.60 per month
OF THE TERMS OF THIS LEASE

PHONE: 656-552-9700

‘Cacepl as ollierwise indicated  [] QUARTERLY [0 OTHER

{Mole Applcable lases and insurance may be added,
see Paragraphs 10 and 17)

EQUIPMENT DESCRIPTION, (include senal numbers): PAYABLE AT SIGNING QF LEASE (check one)
Equipment Desgplion Sorial Numbers [ Secunty Deposi (see paragraphs 6 and 15) $
An Allus CoolGlide laser System with 2l accessories therelo () Fustony 1 Total Payment $ 141360
[ Other §
EQUIPMENT LOCATION (IF OTHER THAN BELOW) ACCEPTANCE OF LEASED EQUIPMENT
[Adlach addihonal schedule il locatons differ lor aach item of equipmenl) As Lessee, you achnowledge tial the eguipment cavered by this Lease has been completely and
savsfactondy dolvered. and after Wl nspecbion 15 accepled ho 2l purposes of the Lease  Your
ADDRESS acceplance shall be deemed efieclve and stevocable torty-exght (48) hours after delivery of the
Equ:pmentil you do not nokly us ol nonacceplance, of on e date you sign the Deliver & Acceplance
CITy STATE 2P PHONE- of Leased Equ:pmenl, whichever s eaer  We wel not fund the lease withoul a signed Delrvery &
Acceplance
ACCEPTED BY LESSOR: Standard Capital Corporation ACCEPTED BY LESSEE:
ay FULL LEGAL NAME QF LESSEE New Vista Ventures d/bfa Laser Works of Seattle
AUTHORIZED SIGRATURE T FEDERAL TAX 1.0 OR SOCIAL SECURITY # 912011905
BILLING ADDRESS: 411 Strander Boulevaid
CITY: Tulewila STAIE: WA ZIP: 98188
DATE THE UNDERSIGMED HEREBY AGREES TO ALL OF THE TERMS AND CONDITIONS AS SET FORTH ON BOTH SIDES OF THIS LEASE
AGREEMENT {AND ANY SCHE| E TO S LEASE), AKD CERTIFIES THAT THE EQUIPMENT SHALL BE USED FOR BUSINESS
Corporate Place 53 PURPOSE Y. v
100 Burtt Road Phone (800) 995-3273
Andover, }A 01610 Fax {978) 749-3665 4 /35 /OO
John A, Exéher ' DATED
TITLE:
PERSONAL GUARANTY

| heraby acknowledge that | am recenving 8 benelit fom Lis kease, and | jomlly & severally uncoadivonally guarantee the prompt paymeni m full of al obigabons ot the Lessee under this Lease. | lurther acknowledge thal his
leaze may Le amended kom tme 1o bme by execubian of lease schedules and thal by signing btow | reprosent and acknowiedge that a *conunuing guaranty” 1s bewng given, whech shall be i full force and efect and apply o all sueh future
schedules  This guaranty skal reman and continue n o] lorce and effet! a3 1 any reneeal, modificaton of exiznsion of e lease, and shiall lurher apply 10 ary add:bonal leases entered inta betwaon the lessor and the lessee Fom the
date of this guaranty forward, whether or not | have receved aobce of or consented to such renewal, modificabon exlension of addibonal keases | undersiand Lhal the lessor in enlering o such renewals, mod:fications, exlensions of
add.bonal kease transacbons, shall be relying upoa my guaranice horemn | alsa agree that you, the lessor may make other amangements with the kessee, such as releasing or compromising Me kessee's obfigations, and | wil sBT be
responsible or hose payments and ofher oblgatons  You do not have to not?y me d the Lessee falls 1o meet all of its ob%gations under the lease 1 the lessee 1ads 1o meel 3 of its obtigatons, | will mmedialely pay m accordance with
the default provisions of the Lease a7l sums due under the ong:nat terms of the Lease, and Fwil perlomm all other obligabons of the Lessee under the Lease, and | agree thal you do not have 1o proceed frst aganst the Lessee o exhavsl
other collateral before 1 am required 10 sabisly my obSgatons under this guaanty | wil reimburse you for all e expenses you meur in eniorcing any of your nghls against the Lessee or me, inchrding aftorneys fees. THIS GUARANTY
SHALL BE GOVERNED BY THE LAWS OF THE STATE OF ILLINOIS. | AGREE AND CONSENT TO THE JURISDICTION OF THE FEDERAL AND STATE COURTS LOCAFED IN CODX COUNTY, ILLINOIS, FOR THE
DETERMINATION OF DISPUTES BETWEEN US. Howevex, ynu agree thal we wil have the righl o commence any atlon n any Courl having the proper juisdebon lor that acbon | agree and consenl that you may serve me by

ANINDIVIDUAL[NohUes) o patfp

TR e ﬁ//‘

ric W. Moore, AN INDIVIDUAL (NO tiUBS) /" DATED

DATE

T A3 0hx

‘DatE

Dear Lessee, Please resd your copy al his Lease carehilly and leel bee 1o ash us any quesbons you may have aboul i We use the words you and youl 1o mean the Lesses indeated below  The words we, us, and our refer to the Lessor
indicaled bolow

1. LEASE AGREEMENT: You agree lo lease kom us and we agree 10 lease lo you, Ihe equipment Lsled above o on any schedule o Biis Lease. You uncondionally promuse o pay us the sum of all of the rental payments
indicated above or gn any schedule. Thi amount of cach rental payment shown above o an any scheduke is based on our estmated tolal cost of the equipment ncluding, il apphcable, inslaflabon costs. The rental payment shall be raised or
lowered, v a proportanale mannes, il e actual olai cost ol e equipment s greater han of less than the estimale, and you authorize us 1o adjusl e rental payment by un o len percent {10%) 1 1Lis necessary  You authorize us o insert in
this Lease any serial numbers and other kentfication ¢ata aboul the equipment, as well as any other omitled facival matiers.

2. UCC-ARTICLE 2A: You agree Lhat tis Lease s a Tinance Lease” undet Arlcle 2A of the Unilorm Commercial Code (UCCT)  You acknowledge tal (a) we did not select, manulacture or supply the equipment, bul al yout
tequesl we have purchased he equipment for lease i you, and {b) based on your twn udgmen, you have selecled e vendor or supplier of the equipment [ndwated above), and you have selegiod the parbcutsr equipment thal you are
\asing tom ys. You agree thal you have approved any purchase or supply contract bebween us and the vendor before signing Bus Lease; or, if you have entered inlo a purchase contract kor the equipment, you agree 1o assign it 1o us efiective
when we pay ot the equipmenl You may have rights under the supply o purchase contyaets, and you may eantact the supplier b a descnpton of those ngtts o any wamantes. To the exient permitied by applicable Law, you waive aay and
al mghts and rermedies conlerred upon you under UCC Secbons 2A-300 and 24-508 through 522,

1 NO WARRANTIES: We are leasing the equipment to you “A$ IS”. WE MAKE NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING WARRANTIES OF NON-INFRINGEMENT, MERCHANTABILITY, OR FITHESS FOR
A PARTICULAR PURPOSE OR ORDINARY USE [N CONNECTION WITH THIS LEASE. YOU UNDERSTAND AND AGREE THAT WE ARE INDEPENDENT FROM THE VENDOR OR SUPPLIER OF THE ECQHHPMENT, AND THAT
NEITHER THE VENDOR NOR ANY OTHER PERSON 1S OUR AGENT, NOR ARE THEY AUTHORIZED TO WAIVE OR CHANGE ANY TERM GR CONDITION OF THIS LEASE. YOU AGREE THAT MO REPRESENTATION,
GUARANTEE OR WARRANTY BY THE VENDOR OR OTHER PERSON IS BINDING ON US. So long as you are not in detaul under any of the ferms of his Lease, we tansler io you any wamantes made b us, as e owner of te
equipment, by the Vendar, manufacturer o supplier. YOU AGREE THAT ANY BREACH BY THE VENDOR OR OTHER PERSON WILL NOT RELIEVE OR EXCUSE YOUR OBLIGATIONS TO US, Regandiess of cavse, you will nat assert
any claim whatsocver againsl us kot loss of profits you expecied o make o any other direcl, tonsequential, speciat o indiect damages. I you have entered inte a maintenance agroemenl for the equipment, and the cost ol the mainteaance is
inctuded in your
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STANDARD CAPITAL CORPORATION

RE: Lease Number:

Dear Customer:

Reference is made to the above lease between you as Lessee and Standard Capital Corporation
(“Lessor”). All terms used herein, which are defined in the lease, shall have the same meaning
herein.

Provided you shall have promptly complied with all provisions of the lease to be performed by
you, you shall have the option to purchase all, but not less than all, of the Equipment “ as is,
where is,” at the end of the Initial Term (or at the end of any renewal or extended term if the
lease has been renewed or extended) at 10% of original cost plus all applicable taxces.

The option shall be exercised by your giving wriiten notice of exercise, delivered personally to
Lessor or mailed to Lessor, postage prepaid, certified U.S. mail retum receipt requested. Notice
must be received not less than 90 days nor more than 150 days prior to the scheduled termination
date (or any renewal or cxtended term if the lease has been renewed or extended) at the address
set forth above or at such other address as Lessor may specify.

In the event this option is not exercised by you, your responsibility will be stated in the Lease.
Should you have any questions, please call customer service at (800) 995-3273.

Very Truly Yours,

Standard Capital Corporation

1 Lessece: New Vista Ventures d/b/a Laser Works

of Seattle

>

/—‘\.
5 ARRARRIA M . 3t
%’ﬁ%‘%% ;ﬂ T
B3 a9 M*i@g-
Johry A. Fisher

Tith: -N\Es\hc,cw“ D cexol”
Date: 41/}7/%

100 Burtt Road ¢ Andover, MA 01810
Phone: 800-995-3273 ¢ Fax 978-749-3665
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DELIVERY AND ACCEPTANCE RECEIPT

Lease #

Instructions: upon receipt and inspection of the Equipment from the Vendor, this receipt must be signed by Lessee and mailed or otherwise
delivered to Lessor

To: LESSOR; Lease Number:

Re: Altus CoolGlide Laser System with all accessories thercto

Date: okl o/ 2000
/ :
The undersigned Lessee certifies that:

I. Lessee has received the equipment directly from the Vendor, and not from LESSOR as agent or
otherwise.

2. Lessee has inspected and tested the above equipment, which is afso all of the Property to be leased
under the lease referred to above, and found such equipment to be satisfactory in all respects. If the equipment
is only part of the Property specified in the Lease, refer to LESSOR for special instructions.

3. Lcssee accepts the equipment for all purposes under the lease.

4. Lessee understands that Lessce’s signature and delivery of this document to LESSOR starts the lease,
which cannot later be canceled by Lessee for any reason.

5. Lessec requests LESSOR to pay the Vendor for the equipment.
6. Lessec will supply insurance certificates to LESSOR within ten (10} days if not aiready delivered.

‘Failure to deliver insurance certificates is a lease default and LESSOR may charge an additional nisk fee until
such certificates are furnished as required.

Lessee: New Vista Ventures d/b/a Laser Works of Seattle

-‘,i!' e : "* ‘ = % r..: S
Prlnlcduhn A FiShCI’

Tlte:

17(11zLwn L’W@ms '
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ANDARD

CAPITAL CORPORATION

March 31, 2000

New Vista Ventures d/b/a Laser Works of Seattle
411 Strander Boulevard
Tulewila, WA 98188

Re: Lease No.
DUE DATE: March 31, 2000
Monthly
Rent
First Month
Lease Payment (First Month) $1,419.60
Sales Tax (8.60% WA) $122.09
Other Fees
State & Local Filing Fees; Credit $250.00
Investigation Costs; Documentation &
Processing Costs
TOTAL DUE $1,791.69

Please remit payment payable to “Standard Capital Corporation” and a copy of this
invoice with contract documentation to: 100 Burtt Road; Andover, MA 01810.

R.LIU'W

CORPORATE PLACE 93 « 100 BURTT ROAD ¢ ANDOVER, MASSACHUSETTS 01818 ¢ PHONE 978.749.9939 » FACSIMILE 978.740.3665 » WwWW.STANDARDCC.COM
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montily payments, you acknowledge that we are not responsible for any service, repairs, or mafr{'g’hﬁlﬁ&‘l&enl, and thal we &e not a party to the mainienance agleement; if you have a dispu
regarding maintenance of service. you will nevertheless continue 1o pay us all payments due under this Lease and any schedules to this Lease.

4, NON-CANCELABLE LEASE: THIS LEASE CANNOT BE CANCELED BY YOU FOR ANY REASON,

5. DELIVERY OF EQUIPMENT: You request that we arvange delivery ta you at your expense. If the equipment has nol been detivered, instalied, and accepted by you within forty-five {45) days from i
daie thal we ordered the equipment, we may on len {19 days writlen notice 10 you terminate the Lease and our oblgations 10 you.

6. TERM OF LEASE, ADMINISTRATIVE FEE: The Lease term will start an the date that any equipment is defivered 1o you ar your agent (the Commencement Date”) and will continue until you hiz:
mei all of your obligations under the Lease. Advance reatals ate not refundable if the Lease does not begin for any reasan. The payments of rent are payatle pencdically in advance as slated above or on &
schedute lo this Lease. The first payment is due on the Commencement Date. You will be notified in wriling £ we change your first payment date, and we may charge you interim rent lar any adjusiment pes
Therealter, your payments will be due on lhe same day of each month {or gther period indicated on the reverse side). All payments will be made fa us at our address on s Lease, or al the address which .
designate in writing, We will appty your payments 1o lale charges, taxes, fees and lease payments due and payable at our discretion. YOUR OBLIGATION TO PAY RENTALS TO US IS UNCONDITION
AND 1S NOT SUBJECT TO ANY REDUCTION, SET-OFF, DEFENSE, OR COUNTERCLAIM FOR ANY REASOR WHATSOEVER. Il you paid a security deposit 10 us, it will be held by us to secure «
performance under this Lease, and will be applied or retumed pursuant to paragraph 15.)-Ad-the Commencement Date of this Lease, you shall pay to us a one-lime administrative feo ant re -
§250.

7. ASSIGNMENT: Yeu may not sell, transler, assign of sublease the equipment withoutl our prior wrilien approval. We may sell, assign or transfer Lhis Lease and ewnership of
equipment without notifying you; and you agree that if we do, the new lessor will have the same rights and benefits that we now have, and will not have to perlerm any of our obligations. *
agree that the righls of the new lessor will not be subject Lo any claims, defenses or setoffs that you may have against us. However, any such assignment, sale, or transfer of this Lease or
equipman? will not relieve us of our obligations to you under this Lease.

8. OWNERSHIP, RIGHTS, AND QUIET ENJOYMENT: Except with regard Lo any compuler software which may be covered by 1his Lease, you agree that we are he awner of and have tde Lo -
equipment. If the Equipment includes computer saftware, wilh respect 1o that software, you acknowledge and agree Lhal (a) we ¢o not have, have not had, nar will in the future have any tille to or ownershic
the software; and {0) you have execuled or will execute a separale Software License Agreement with the Licensor of lhe software, and 'we are nol a party lo and shall have no responsibiliies whalsoeve:
regards o that Software License Agreemenl. You agree. at your expense, to prolect and defend our ttle or other rights to the equipment. Funher, you agree that you wil at all tmes keep the equipment ¢
trom any legal process or ficn whatsoever, and you shall give us immediate notice if any lagal process or fien is asserted or made agains! the equipment.  You shall have the nght to quiet use and enjoymer-
the equipment for the term of this Lease, provided you are not in defaull.

9. CARE, USE AND LOCATION; LOSS OF EQUIPMENT: You are responsible lor installing and keeping the eguipment in good working crder and repair. You will keep and use the equipment onl,
your agdiess shown on the reverse side, o on any atlached schedule, and you will only use it or business or commercial purposes and in comphance with ali applicable laws. You will not make any alleraus
1o he equipment wilhoul our prior witien consent, nor will you parmanenlly atiach Lhe equipment 10 your real eslate. Al the end of Ihe Lease term, you will retum the equipment to us af your expense. You
responsible for protecting the equipment from damage, except for ordinary wear and iear, and lrom any olher kind of loss whie you have the equipment of while il is being defivered 1o you. In the evem
equipment is tost or damaged, so long as you are nof in defaull under this Lease. then you shall have the oplion 10: () repair or replace the equipment, or (b) pay to us both the unpaid balance of the remar:
rent under the Lease and our tesidual inferesl in (he cquipment, present valued using a discount :ate of six (6%) pescent per yeas.

10. TAXES AND FEES: You agree lo pay when due all 1axes, fines and penalties relaiing to Lhis Lease.

11, INDEMNITY: We are nol responsible for any injuries or lasses ta you of any other person caused by the installation of use of the equipmert. You agree 1o reimburse us lor and lo delend us aga,
any claims for such losses or injuries, including thase arising out of negligence, tort of strict lability claims. This indemnity shall conlinue even afler He term of this Lease has expired.

12. INSURANCE: You agree thal we have the right {but not the oblgalion) to place, at your expense, properly insurance agamst loss, thefi, damage of destruction of the equipmenL. for up (o Ine
replacement value, unless you provide us with writlen evidence of your own insurance coverage which is satisfaciory 10 us and which identifies us as the loss payee. You also agree 1o provide and main!
public iability insurance naming us as an additional insured. Hf we place insurance {or you, you agree 10 pay Ihe expenses for (hal insurance in equal inslaliments allocaled lo each rental payment {glus inter
on such amount at 1,5% per month, o the highest rate parmiited by law); the expenses shall include the lull premium for the insutance and service fees which we of our designee customariy charge for plac
inswance. If any insurance praceeds are paid, you shall apply the insurance proceeds loward your tolat obligavons under this Lease; or, f you are nol in delault under tis Lease or any other obligation lo
and we olherwise consenl in wriling, you shall have the oplion 1o use the insurance proceeds to repair or replace the equipment. If we place insurance for you, you shall cooperate with our insuran
agent in connection wilh the placement and the processing of any claims. Nathing in this Lease shall create any insurance relationship of any type whatsoever between us and any other per:
or party. You agree that we are nol required to secure or maintain in lorce any insurance, in any amounis or upon any specific lerms and conditions. We reserve the right to terminate &
insurance coverage which we may arrange, and we may allow any such insurance coverage to lapse without having any liability {e your, You heseby appaint us as your attomey-in-fact lo mz
claims for, receive payment of, and execule and endorse all documents, checks, or drafts fod loss or damage under any insurance policies.

13. DEFAULT AND REMEDIES: If you do not pay rent when due, or il you Break any of your promises under 1his Lease or under any other agreement wilh us, or you become insolvent, assign y¢
assats for e henefil of your creditars, or enter {voluntarily or involuntarity] into a hankrupley proceeding, you will be in gelault. If you defaull we can require thal you return the equipment to us and pay to us
remaining balance of all of the renlal payments cue under Lhis Lease or under any other obligalion you may have now or in the fulure wilh us ("Other Cbligations™), present valued using a six {6%) percent ¢
year discount rate. I you fail lo retumn the equipment Lo us, in addition we can alse require thal you pay lo us our residuat interest in the equipment, present valued as noled above, You also agree (o pas
interest on afl sums due us lrom Lhe date of defaull untl paid ai the rate of one and ane-half (1-3/2%) percenl per month, bul only 1o the extent permutled by law. Il you default, we shall aiso be enblled to recc
from you all damages caused by thal defautt. We can also use any of the remedies available to us under the Uniform Commercial Code or any gther law. i we refer this Lease 10 an attomey :
enforcement or collection, you agree to pay our reasonable altorney's lees of at least 20% of the remaining balance of all the rental payments, plus our actual costs. I we have lo lake possessicr,
the equipment, you agree to pay the cost of repossession, storng, shipping. repairing and sefling the equipmenl. Althcugh you agree that we are nol obligated 1o do 50, il we decige to sell the equipment, &
we are able lo sell the equipment for a price that exceeds the sum of {(a} our cost of repossession and sale of the equipmenl and {b) the residual value of Ihe equipmen?, present valued as calculaled above, -
we shall give you a credit for Lhe amounl of such excess. You agree Lhat we do not have lo notify you hal we are selling the equipment. In any jurisdiction where such action is permitied by law, upon yC
breach of this Lease or under any Other Obligation, you hereby mrevocably authonize any attomey ol our choosing 1o appear in any courl of record lo conless judgment against you for all amounts <
heteunger, without stay of execution. You waive ssuance by us of service of process, all nghis, d any, to notice of default, demand, presentment, notice of intent to accelerate, notice of acceleration, notice
protest. notice of dishonor, all nghts of appeal and relief from any and all appraisemend, stay or exemption laws thea in ellecl. No remedy given in this paragraph is intended lo be exclusive and ez
shall be cumulative, but only to the extent necessary to permit us to recover amounts you owe us.

14. OTHER RIGHTS: You agree that any defay or failure to enforce our rights under this Lease {or under any schedule{s} lo lhis Lease or any other agreemends) shall nol prevent us from enlorging =
righs at a later time, Bolh parlies intend this Lease 1o be a valid and legal document. and agree that if any part is detemined to be unenlorceable, ail other parts will remain in full force and eflect. If -
document is found not lo be a Lease, then you gran! us a secudly inleres in the equipment. You also give us the night to immediately file, al yow expense, any Uniform Commercial Code (UCC?} finang:
slzlements or retated filings and you appoint us your aliomey-in-fact 1o sign your name o any such fiings that we make.

15. REDELIVERY OF EQUIPMENT; RENEWAL: You shall provide us with written notice, by certified mail. sent not less than 96 days nor mave than 150 days prior to the expiration of the Lease term,
your intenlion either 16 exercise any oplion Lo purchase afl but not less than all of the equipment {if we grant you such an option} or 1o refum the equipment 1o us at the end of the Lease team. For this notice
be effective. you must not be in default of any of your obligations to us. If you elect to retum he equipment to us at the expiration of the original or any renewal term of the Lease, you shall disconnect, prope:
package lor shipping. and retum all the equipment to us, insured and freight prepaid by you, in good repair, condition and waorking order 10 a location designated by us. Upon your purchase or retum of &
equipment, we may charge you a ttle transier or tease termination fee of up 10 §250.00. 1f we have not received written notice from you of your intention to purchase of retumn the equipment. this Lease v.
automatically renew for succeeding one-year periods, commencing at the expiration of the originat Lease teom, If this Lease is renewed, lhe advance payment of the last month's lease payment (as set forth ¢
the revefse side) shall apply 1o the last month of the renewal period, and shall not apply ta the last month of the initial tlerm.  Any Security depasit held by us shall continue to be held Lo secure your perfarmanc
for the renewal period. If you specifically requesl in wriing, and provided you have fulfiled afl of your obligations 10 us {including, if you elect, the refum of all of the equipment in good repair, condition ar
working order), we will refund your security deposit to you withoul inferest wilhin 90 days afier the end of the original or renewed lease 1em (or as otherwise required by applicable law), or at your direction v
may apply he security deposit toward your purchase of the equipment (if we grant you a purchase eption).

16. LATE CHARGE: If any part of a payment is not made by you when due, you agree {o pay us a late charge of tea {10%) percent of each such late payment to cover our additional mternal collecuc
averhead {to the extent permitted by law). You agree to pay us the lale charge nat later than ane manth lollowing the dale that lhe onginal payment was due.

17. ENTIRE AGREEMENT; CHANGES: This Lease contains the entire agreement between you and us, and it may not be aliered, amended, modified, terminaled o olherwise changed except in wnur
and signed both by you and us. A limiting endorsement on a check or other form of payment will not be effective to modrty your obligations er any of lhe olher terms and conditions of this Lease, and we m:
apply any payments received wilhoul being bound by such kmiling endorsements. Other than this Lease, we are nol parly to, of not bound by, and will not honor the lerms of any purchase order or oth-
agreement regarding the equipment or any financing therelor.

18, COMPLIANCE; NOTICES: In the event you fail to comply with any part of this Lease, we can, but we do not have lo, take any acton necessary to afleetl your compliance upon ten (10} days pi
wiitien notice to you. H we are required (o pay any amount fo oblain your compliance, the amount we pay plus all of our expenses in causing your compliance, shall become additional rent and shall be paid ¢
you al the time of the next due rental payment. If any notices are required under this Lease, they shall be sufficient if given personally or maied Lo the address sel lorth in this Lease by certified of registere
mai, postage prepaid, This Lease is for the benefit of and is binding upon you ang your personal fepresentatives, successors and assigns. .

19. CHOICE OF LAW; JURISDICTION: YOU AND WE AGREE THAT THIS LEASE SHALL BE BINDING WHEN ACCEPTED IN WRITING BY US AT QUR OFFICES, AND SHALL BE GOVERNED E
THE LAWS OF THE STATE OF ILLINOIS. YOU AND WE EACH CONSENT TO THE JURISDICTION OF THE FEDERAL AND STATE COURTS LOCATED IN COOK COUNTY, ILLINOIS FOR TH
DETERMINATION OF ALL DISPUTES ARISING UNDER THIS LEASE. HOWEVER, YOU AGREE THAT WE WILL HAVE THE RIGHT TO COMMENCE ANY ACTION IN ANY COURT HAVING TH
PROPER JURISDICTION FOR THAT ACTION. You agree and consent thal we may serve you by registerad or certrfied mail, which shalt be sufficient to obtain jurisdiction. YOU AND WE WAIVE TRIAL B
JURY IN ANY ACTION BETWEEN US.

20. REPRESENTATIONS AND COVENANTS OF LESSEE: You represent thal al financial and other information fumished 1o us was, at the lime of defivery, true and comect. During the term of I
Lease, you shall provide us with such intefim or annual financia! stalements as we request

FORM 601 3¢
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Date 5/29/02

Number of pages including cover shest 6

Facsimile
TO: Eric Moore From Lorraine Brooks
John Fisher, M.D & Eric Giobex Capital Group
Moore ‘

112 Main Street
East Rockaway, NY 11518
Phone Phone (516) 599-2100 ext 117

Fax 206-837-5180 Fax Phone (516) 599-5337
cQC:

At the request of Lumenis, The Globex Capital Group has attached the following set of lease
documentation for signature. The lease is for $91,600.00 for a Quantum SR HR. Sales Tax will
be hilled monthly.

1. US Bancom Lease ent - please sign where indicated. Personal Guaranty is iocated on
the bottom of the lease, please have each person sign by their respective name. Please sign
battorn of 2™ page as well.

nvoice — please remit.

Certificate of Acgeptance - Please sign whera indicated

Authorization Letter - Please sign where indicated.

Drivers License - Please Inciude a copy of the front and back of Dr. Fisher and Mr. Moore's
Drivers License.

Please fax signed documents to (516) 599-5337.

Please Overnight original documenis & make check payable
to:

aELP

Globex Capital Group
112 Main Street

East Rockaway, NY 11518
Atin: Lomaine Brooks

Our Federal Express Account # is 2073-5047-8
Please call me if you have any questions.

Thank you.

000198
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GLOBEX
Capxtal: Group

112 Maln Street, East Rockaway, NY 11518 (516) 599-2100

May 29, 2002

John Fisher M.D. and Eric Moore
411 Strander Blvd.
Tukwila, WA 98188

INVOICE
First and Last Months Payment : $ 3,960.00
8.8 Sales Tax - | $ 34848
Documentation Fee $_300.00
TOTAL DUE $ 4,608.48

Please make check payable to:
Globex Capital Group

112 Main Straet
East Rockaway, NY 11518

000199
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May 29, 2002

L_Lumaenis
2400 Condensa Sirest
Santa Clara, CA 95051

This letter hereby authorizes you to forward our deposit made via check/credit
card of $_5,000.00 for equipment ordered to the appropriate leasing compary,
with the understanding that these funds wiil be applied to the advance rentals,
sales tax and applicable fees on our iease for the equipment.

Thank you for your assistance in this matter.

Best regards,

John Fisher, M.D. Eric Moore '6

John Fisher, M.D. and Eric Moore
Print Name of iLessse

PO
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U.S. Bancorp Business Equipment Finance Group

Two Appletree Square, Suite 330 « Mtnr_l_eapotis, MN 55425
Te!l: B00-941-7456 » Fax: 800-571-7371

CERTIFICATE OF ACCEPTANCE
The undersigned John Fisher, M.D. and Eric Moore ("Lessee”) under the Lease Agreement
dated , 2002 the "Lease") between Lessee and U.S. Bancorp ("Lessor”) hereby

acknowledges recaipt of all the Equipment described in the Lease. Said Equipment has been
received in good order and working condition. Lessee hereby accepts the sare in agccordance

with all the terms and conditions of the Lesase, and agrees that Lessor has fully and
satisfactorily performed all covenants to be performed by Lessor pursuant to the Leasa.
Lessee acknowledges the fact that upon signature of thls documant, all terms and conditions of
the Leasa, Inciuding noncancellabliity clause, will come into full force and effect.

Lessee warrants that the present location of the equipment is:
411 Strander Bivd,
Tukwila, WA 98188

Lessee: J Fisher d Eric Moare
By: & &) oo
Title: -
Date:
(Formn2/01)
Q000X
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1. LEABE AGREEMENT: You agree t» Jease from u “.persens| property descrbed under “MTEM DESCRIPTION® o 13 modifiea by supplaments to thiy Master
Agrosment from tmuy 16 Ume signed By you and ua {sud __ 3perty end any upgrades, repiacaments, refralrs and any odc, L eeterred to & “Equipment) for buniness
. purpoaes only. YU 8gma by alf tha temns and oonditions containad in this Agreement snd any supgiemeril, which ingathe: 'aré 3 COMpies swiement of 0ur Agesmant

regarding the fistad Equipmem (‘Agresment’) and supsrsedes any purchase ofder or outstanging mvaice. This Agresment may be modified anty oy written agreamen
ang not by course of perfommanco. This Agreerment beoomes valid upon exeqution try us and wil begin on the Lease Commansament Datw shown and will continus
from ova first duy of the foliowing month for Ma furnber of conseculive months stown, The term witt be extonded manth-o-month unless yau aand us wiltten notice
that you do not want i renswed =t [east ainaty (80) days befors the end of ony Term and then you must axsrclge one of e mher wo options. Lokses with £1.00
purcraesg option wil not be renewed. if any proviskon of this Agreemant L= dectared unenforceable In any jurisdiction, the other proviglons herain siall remain in &l
force and sffact In thst jurlsdiction and all others. The laase payabla from the manth of /ease commanceman shall be proreted from the monfly Lasse Payment
Amount aet fortn,

2 RENT: Rent will ba payablae in nstaliments, each in the amoum of the baaks remal payment shawn pius any epplicable sales tax, use tax. plus 112t of tha amount
satimated by us to bo persangl properly tax of e Equipment for aach year of this Agreemant. If we pay ehy b on your behalf. you agree to relmburse us oromptly.
You will pay the advancs payment on the data you sign this Agresment. Subsmuent ingtatiments wil be pryabis on tha first day of each rentsl psymen petiod ghown
peginning after the first renial payment period. We will have the fght w apply alt sums received from you, io ahy emounts due 6nd owed D ub snder the nyms o!f this
Agreament.

3. COMPUTER SOFTWARE: Ngt withatanding any other tarms and conditions of the Agreemorni, you agrea that as 1o eoftwars only: 2) We nave nol ad,"do not
have. nar wil have any lily 10 guch saftware, b) you have exesuted o7 will exocuts & sapamite softwers liconse zgresment and wo 3% not o party to and have no
responaibllifies whetscever in ragards tw such license agresment, ¢} you have stleced such suftware and as per leaso paragraph 6, WE MAKE ND WARRANTIES
OF MERCHANTABILITY, DATA ACCURACY, SYSTEM INTEGRATION, OR FITNESS FOR A PARTICULAR LISE AND TAKE ABSOLUTELY NO RESPONSIBILITY
FOR THE FUNGCTION OR DEFECTED NATURE OF SUCH SOFTWARE, WE ARE FINANCING THE ACQUISITION QF THE SOFTWARE ONMNLY AND ARE NOT
RESPONSIBLE FOR ANY YPGQRADES OR SUPPORT. .

4. OWNERSHIP OF EQUIPMENT: We ara the owner of the Gquipment and have sak this 1o the Equipment (exciuding softwara).

8. WARRANTY DISCLAIMER: WE MAKE NG WARRANTY, EXPRESS OR IMPLIED, INCLLIDING THAT THE EQUIPMENT 1§ FIT FOR A PARTICULAR
PURPOSE OR THAT THE EQUIPMENT (S MERCHANTABLE. YOU AGREE THAT YOU HAVE SELECTED THE SUPPLIER AND EACH TEM OF EQUIPMENT
BASED UFON YOUR OwN JUDGMENT AND DISCLAIM ANY RELIANCE UPON ANY STATEMENTE OR REPRESENTATIONS MADE BY US OR ANY
SUPPLIER. WE DO NOT TAKE RESPONSIBILITY FOR THE INSTALLATION OR PERFORMANCE OF THE EQUIPMENT. THE SUPPLIER {5 NOT AN AGENT
OF OURS AND NOTMING THE SUPPLIER STATES CAN APAECT YOUR OBLIGATION UNDER THE AGREEMENT. YOU wILL CONTINUE TO MAKE ALL
PAYMENTS UNDER THIS AGREEWENT REQARDLEES OF ANY CLAIM OR COMPLAINT AGAINST SUPPLIER OR THE EQUIPMENT.

8. LOCATION OF EQUIPMENT You will f:eep and usa tha Equipmont only at your sddritss shown ebave and you agres nat lo maove It unleds wa agree o It At the
and of the Agreemont tarh, you will rsum the Equipment to a location wa specily a1 your expensa, in rotail naslable condition. full working oriaer and in complseta
ropalr.

7. LDSS OR DAMAGE: You are repponsibia for the risk of fogs or deatruclion of o demege to the Equipmant. No such foea or darnage relieves you from the
psyment cbligetians under this Agresment. You agree to promplly notify us in writing of any lass or domago and will pay uB the present valug of tha fatal of alt
unpald payments for the full [ease mrm plus e estimated falr markat valua of the Equipmant at the end of the nally scheduled term, ail discountad at sk percent
(8% per ysar, Any proceeds of Insurance will be peid 1 ug and epplied, at our aplion, egainst any \oss or damage.

8. COLLATERAL PROTECTION AND INSURANCE: You agree to keep the Equipmant fully insured againg! lgas with ue 36 10S payes In amount not lesa than the
roptacemant cost untll tia Agroement s ermingied, You akso agree to oblrin a senersl public Rabillty Ineursnce policy Irom amwons wha is acceptabie 1o us Bnd to
nchios us as an Inzured on the gelicy. You agreo to provide us carificates or other evidance of Insuranco acceplable o us before tis Agreement bagins of, we wilt
snrofl you In our proporly damagae program and bt you a poperty damage surcharpe a3 2 rasull af our increasad credil riskt 3nd adminlstretive costs. As long a8 you
femaln curenl, In he evam of g loss, {excluding losses rasufing from an act of God), tha replacemant value of the Equipmernt will be applled againet any oes ar
damege a3 per paragraph 7, YOU MUST BE CURRENT TO BENEFIT FROM THIS PROGRAM. NOTHING IN THIS PARAGRAPH WILL RELIEVE YOU OF YOUR
RESPONSIEILITY FOR LIABILITY INSURANCE COVERAGE ON THE EQUIPMENT. .

8. INDEMNITY: We an hot rasponsible for eny los3 of Injurios caused by the insmliation of usa of the Equipmem. You 2gres 10 hold ue harmioss and reimourse us
for 1033 and to defend us agsinst any ciairm for losses or mjury catsed by the Equipment,

10, TAXES AND FEEB: You ogroe o pmy when due all tmms (inchuding pareoral property tax. fimes, snd penahies) and feos mlating o this Agreament or tha
Equipmant Il wa pay any of these 1683 fof you. You agre W relmburse us and 1o pay us 8 processing f@e for each payment we make on your bahalf. In sddition. you
agree 1o pay Us any fIng lees prestribed by tha Unjform Camnenddal Code (LICC) or ciher law and réimburea ua for all 36la and exponses invalved In documantng
and serviging this transacton. ¥eu further agres 1o pay us $1:23.00 an the dato the first loass payment I8 tus I cover the axpensa of anginating this Agreamant.

11. ABRIGNMENT: YOU HAVE NO RIGHT TO SELL. TRANBFER, ASSIGN OR SUBLEASE THE EQUIPMENT OR THIE AGREEMENT. Wae may Sell, assipn, or
transler this Agreement without nofios to you. You dares that it we sell, assign ar transtfer this Agraament, the new awner will have the same righls and banefile that
we heve naw and will Rot havo 1o perform urmy of our ahligations. You agrea that the rghis of the now ewner will not be subjedt t any claims, defénses, ar sel-offs Mat
you may hayve againet ue. .

12. DEFAULT AND REMEDIES: If you da nat pay any loaga payment or ather sum due to Us of sy oiher pary when due or I you boak any of your promiges in the
Agreement or any other agreament with us, you will ba in defoult, If 2y part of m payment i late. you 2gres 1o poy & lete Chingo of 15% of the popyment which is late or

- less, the MOHMUM chamys aflowed by faw. If you ars gver In default, at our option, we can tunhinata ar cancal hls Agreament and requiré that you (1) pay the unpald
batance of this Agroemem (discounted at 8%), (3) pay the amount of any purchase option and i none lu spacifisd, 20% of the orginal Equipment cost which
rapresens cur antclpaled reaidusl vahuo in e Equipment; and (8} retum fha Equinmaem to us 1o & 1008t designated by ua We recover INtarem on ary unpild
betunca at the ratwe of 8% per annum. We May also use anz:of tha remadies pvailabls to us under Ariicle 2A of the Unifant Coen: Coda as anatted In the State
of Minnesqta or ary ather low. If we refer this Agieemant to an atomay for collection, you Bgree to pay our reasonabla attomey’s feas and ctudl Count cosis. i we
have 1 taka possevsion of the Equipment. you Bgree to pay the ¢oet of repoasassion. The net procaeds of tha sake of eny repossessed Bquipment will bo credited
pgRinst what you owe ua unaer tis Agrsement YOU Al E THAT WE WILL NOT BE RESPONSIBLE TO PAY YOU ANY CONSEQUENTIAL OR INCIDENTAL
DAMAGES FOR ANY DCEFAULT BY US UNDER THIS AGREEMENT. You agree that any deky or fallu @ énforce our rights under this Agreamant does not provert
uS fram enforcing eny ngMe at @ [ater Bme. You agres this is s finence 16898 under Arlicle 24 of the UCC and your rights and remecles are gaverned exciusivaly by this
Agretmant and you wahve ony s all othar rights and remsdiea.

13. UCC FILINGS: You grent us a security interest in the Eguipment if this Agrosmaent I6 doemad a secumg transaction and you authorize us 1o recor a Ucea
financlng smismant or s.!rm?p;'rB ingtrument end appoint us your aliomey-in-aci to execute and deliver such IngTument. 1 order 1 show our Interestin the Equipment.

138, LESSEE GUARANTY: You agree to submit te original masier aase documents with th advance payment to the Leasar via ovemight courler e sama day af
tha facalmiie ransmission of the leasa document. Loesos wolves the fighl to chasienge In sourl tha authenticity of a faxed copy of this Agraemen and the fxed copy
shatl ba considered tha original and shall be the binding Agrearmsn for the purposes of any eaforcement nofion under paregroph 122

15. LAW: Thiy Agrearmant will be deamed fully exocuted and performed in tho state of Minnesoto upen signing by U.S. Bencom and will be govemad by and
constued 11 ACCOMIANCH wHh Minnesota Bw. You mxpressly cansent fo jurisdicion and vonua of any $1sta of faderat court in the stama of Minnesota and waive the right
10 objact on the baals of Forum Neon Cormvenicna. You waive tho fght 1o tral by jury for any ¢lalm or acdon anising eut of or relaling to this Agreemsnt or thg Equiprnent.

srgnam@

U.S. Bancam Busineas Gaulpmant Financo Group John Fisher M.D.
Two Appleires Squars, Sulie 330 - Minneapolie, MN 54425

Tel! 800-941-7458 + Fax; 800-571-7371 5,9,,“@

Corporate Hoadquaners: 115 w Colloge Drive, Marzhall. MN E8258 Agreament § Eric Moore

fermudez, cam, 2/101
© Copynght 2001 by .S, Bancarp

(§8.9)5(8)71
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. = ‘E-Z’ L ase Agreement
Healtheare Financg Services Agresmant #:

{This dacumen Is wiittan in “Plaln Engish-. Thuwomlyuumdyourmrertummmer. Thnwordswe us, and our fefer © U.5. Bancorp. Evary
oMy hasbeanmadobolhnhataconfuul D fant agy-to-read ag)

Customer
Lega! Busineas Name ,j__b_g_Elsng[._M.D_.g__d_E_g.Mm_____ Supplier's Name Lumenis

. Address 2400 Condensg Streat
Address 411 Strander Biyd City, Stats, Zip $anta Clara, CA 95091
City, State, Zip  Tukwilo, WA BR188 Salesparson '
Phone # Fax 4 Phong # B800-835-1313 Fax #
E-mail Addrass E-malil Addrass

1. Specily Equipment: e . i L
Quantity Equipment Descripion Sorial Number
1 Quantum SR HR )

‘2.~Provide us with some basic information -

Social Security #: Federal Tax ID #:
Busineas Type: [1Partnership [IFropristorshlp [JComparetion—if Corporalion, State of Incorporation: Years in Business:
Your Present Bank: Branch: Phone #

3. ‘Selectyour Lease Term : (Appticable takasiare ifdaddition tonthié payient shawn). *
Lease Term in Months: 80 Monthly Peyments: $ 1,980 00 Advance Payment- $ 3,960.00

You shall have the following options #t the end of the original Agreement tern, provided the Agreement
has Aot terminated eaty end no event of default under the Agresment has occumred and Is continuing.
1) Purchase the Eqmpman! for me followmg purchase option: _D_qg_w

: m the

By signing balow, you adthedge and acoem a.n tamma and cmdmorw on the back of his Agmm Upon our verbat wnﬂfmalm of delivery snd occeptancs of
e Equipman indicaied sbove, Your promisos hesein will be krevecable end uncondiiond! In o respeets, You undgretand and agres hat we heve purchased the
Eguipmart from the Supplier. and you may ¢omiact the above Suppller far your warranty dgitts, if any. which we transfar o you for the 12 of this Agreament You
understand and agree thet in the svent that you are not satistied with he dalivary, instailstion, or porformance of the Equipment, you ehall anly look to smtities othar
than U.5. 8ancorp such as the manufacturer, nstallar, or carrer, gnd shall not assen 2gamst U.5. Bancorp any claim or def9n$s hat you may have wih reference to
e Boulprrant or its installaton. Your approval as Indicated by your vestal confirmailon is 8 condition pracatent to the sftestivensean of this |easy. By slgning balow, tho
undaraignad cansents to end aullcrizes the use of hiaher consumar cradit report by us from tme ta ma a8 MaY be needed in tha credit and collection process and
further authorizes Danks, trede referencea, creait buteaus, and financial Instindions the Aght 10 provida personal and bualness infurmaton via fax o ovar the phona to
U.5. Bancorp for purposas of revigwng this applicaton for business credit. THIS IS A NONCANCELLABLE.HRREVpCABLE AGREEMENT. THE AGREEMENT
CANNOT BE CANCELLFD OR TERMINA'

John Fisher. M.D. and Edc Moore _ {) @ éf,cf /7// /%’D'Zﬂ
Camipany Namo John Fisher, MD _ : “"
:9:°3ign the guaranty' (please’do notinciudy atite). , R L L ’

As eddillonat inducement for us o enter Into the Agreement, the undersigned ryou') unmndnlomﬂy pwsonauy guarmmas 1t tne customer will make all payma'nh
and maet all obligations reguired under this Agreement end anmy supplements fulty and promplly. You agree that we maey make otner arangamenis including
Compromizo or settlament with the customer and you will waiva all dafansss and natice of thase changes and will remain responsibie for e payment and obilgations
of thls Agreement. Wa do not have to natty you It the customer Is bt defauit. If the customer defaulta, you wi immadistoly pay in accorgance with tha dufault provision
of the Agresmemn &l sume due under tho original tormo of the Agreemant and will porform all ather abligations of the Agreement. if It I8 necaszory for ut W procend
'sgally to enforce this guaranty, you expreéssty congent to the jurisdiction of tho count 9&t oul in paragraph 18 Bnd agree 0 Pay &l costs. Including oTomeya feas
incurrad In enforcomant of thte guamnty. N is not necesaary for us 1o procoad first ageinst tho custoMmaer o e Equipment beforo anforcing this guaranty. By signing
s guaranty, tha undersigned condents to Brd aythorizos the use of hisher coneumar crecit repart by ve from time 1o Bma o3 may De Nesdad In tha cedR and
colloction procoss And further auhorzes banks, rade referentes, credt burapus, and financiel institulions he ﬂgh‘l o provide personal and businoss hifomation via
fax or oves the phons ta U.S. Bancorp far purposes of reviewing thls applicatian for huingse

- .
G % e
Sighature of Peraonol Guarartor Dala ignature of Fersonsl Guaramor Dare
Jahn Fishar, M.D. Erlc Moore
Print Narme Homo FPhong Number Print Name Home Phone Numbar
Horne Addness (Not PO, Bax) Home Address (Not P.O. Bax)

U.S. Bancormp Business Equipment Finance Group - Aceeptance

Leesor: U.S. Paneorp Businoss Equlpment Finance Group Tide Lease Commencement Date

023
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STATE OF WASHINGTON

DEPARTMENT OF HEALTH

20435 72nd Avenue South, Suite 200 « Kent, W.;shr'ngmn 98032

Health Systems Quality. Assurance Division
Investigation Service Unit

WITNESS NOTIFICATION FORM

PLEASE BE ADVISED THAT ANY WRITTEN
STATEMENT YOU MAKE MAY BE RELEASED
TO THE PERSON UNDER INVESTIGATION [FF
A STATEMENT OF CHARGES IS ISSUED.
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Signature

/Datc r
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STEPHAN O. FIELSTAD PLLC
ATTORNEY AT LAW
1424 FOURTH AVENUE, SUITE 909
SEATTLE, WASHINGTON 98101-2217
VOICE: {(206) 903-0664
FaX: (206) 903-6144
EMaIL: fjelstad@winstarmail.com

December 24, 2002
Via Facsimile and Mail

Gayle M. Crowley

Health Care Investigator
Department of Health

20435 72" Ave., S., Suite 200
Kent, WA 98032

Re:  Letter of Representation and Notice of Appearance for Marilyn Gelnette

Dear Ms. Crowley:

This is to give you notice that I represent Marilyn Gelnette conceming the Department of
Health's investigation and related issues set forth in your letter to Ms. Gelnette dated December
16, 2002. My appearance on her behalf concerns matters related to her work as an employee of
Laser Works of Seattle located in Tukwilla, Washington.

Please feel free to call me regarding the Department’s investigation of Ms. Gelnertte.

Very truly yours,

SOF:s0f
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12/23/02

The 11/19/1888 Laser leasing agreament between Jeff Schmidt, Eric Moore (Owners of
LaserWorks) and John Fisher states that the agreement can be terminatea with 80days natice
from elther party, and that laserwarks is to find alternative financing for the lasers,

This i8 1o notify Joff Schmidt and Eric Moore of my request to be removed from the lease of the
ESC Alexandrite laser, and the Aitus Coolglide lasers within 80 days.

John Fisher MD
Segttie

-

-

R Y st

Recelved. Eric Moore  Representing LaserWorks of Seattie Date *

000206
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Crowley, Gayle M

From: John Fisher [j_anthony_fisher@yahoo.com]
Sent:  Monday, December 23, 2002 4:40 PM

To: Crowley, Gayle M

Subject: Staternent

Just following up to make sure you received my faxed statement. If you have any other questions, please contact
me,

John Fisher MD
Seattle
206 680-7752

Q0207
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Crowley, Gayle M

From: John Fisher [j_anthony ﬁsher@yahoo com]
Sent: Tuesday, January 14, 2003 5:01 PM

To: Crowley, Gayle M

Subject: Re: Read. Statement

Dear Ms. Crowley:

As we discussed, on 12/23/02 | went into the LaserWorks facility at South Center to give them written notice of
my request to be taken off of the leases for the lasers. You may recall that | resigned as medical director the week
previously.

| was surprised to find that there appeared to be treatments still going on at the time of my visit on the 23rd. | saw
one patient that appeared to have a facial sun burn which was weaping openly and appeared to have vaseline or
anfibiotic cintment on it.. | was quite surprised by the extent of the damage. | asked him if he had been sun
burned, as it was in a distribution that a skier might get on the face. He said no, 'he was having some treatments
done'. It was my assumption that he was having treatment at the Laserworks center but he did not say directly,
and | did not ask any further questions.

Please let me know if you have any other questions.

Sincerely John Fisher
----- Original Message -----

From: Crowley, Gayle M

To: 'john fisher'

Sent: Tuesday, January 14, 2003 9:22 AM
Subject: RE: Read: Statement

Thanks, Dr. Fisher, for your cooperation in this matter. I'm trying to get this case wrapped up by next Tuesday,
Jan 21st. Ifit's possible to get those documents and your statement to me by the end of the week, | would
appreciate it.

Also, thank you for responding to my E-mail so quickly. Have a good day.

From: john fisher [mailto:j_anthony_fisher@yahoo.com]
Sent: Tuesday, January 14, 2003 9:02 AM

To: Crowley, Gayle M

Subject: RE: Read: Statement

Hello Gayle:
I have not had any further contact with Laser works since we last spoke. 1 am sorry | have
not faxed you my request to be taken off the leases yet, [-will do that this week, and make

a brief statement about my vist there.

Sincerely,

John Fisheri<Gaple. Crowley@DOH. WA.GOV> wrote:
Q00208
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Good moming, Dr. Fisher. Have you had any further contact with Laser
Works? Do you know if they still have you listed as their "Medical
Director?" Also, you were going to E-mail me a statement regarding your
observations when you went in and saw Eric. [ never received it. If you
could please give me an update.

Thank you,
Gayle Crowley

--—-Onginal Message-----

From: John Fisher [mailto;j_anthony_fisher{@yahoo.com]
Sent: Tuesday, December 24, 2002 6:07 PM

To: Crowley, Gayle M

Subject: Read: Statement

This is a receipt for the mail you sent to
"John Fisher'" at 12/24/2002 1:45 PM

This receipt verifies that the message has been displayed on the reciptent's
computer at 12/24/2002 6:06 PM

John Fisher
33C Etruna Sireet,
Seattle, WA 98109

Do you Yahoo!?
Yahoo! Mail Plus - Powerful. Affordable. Sign up now

00209
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Crowley, Gayle M

. From:  Stephan O. Fjelstad [flelstad@winstarmail.com]
Sent: Wednesday, January 15, 2003 9:42 AM
To: Crowley, Gayle M
Subject: Letter Re: Practice of Medicine

Gayle:

Attached is the letter we have discussed previously for your review prior to our meeting this afternoon. | look
forward to meeting you.

Stephan Fjelstad

¢OVZ210
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Crowley, Gayle M

From: john fisher [|_anthony_fisher@yahoo.com]
Sent:  Friday, January 17, 2003 7:47 AM

To: Crowley, Gayle M

Subject: Re: Laser Works

"Crowley, Gayle M" <Gayle. Crowley@DOH.WA.GOV> wrote:

Good moming, Dr. Fisher. Do you remember the name of the pharmaceutical
company the Lidocaine was ordered from? Did you make a copy of the
prescription? Do you remember how many times you ordered Lidocaine for
Laser Works? I am trying to find out this information. Eric was unable to
show me any of the containers or information.

Have you had any contact with anyone from Laser Works?

Gayle Crowley

Health Care Investigator
Department of Health

20435 72nd Ave. S, Suite 200
Kent, WA 98032

(253) 395-6709

(253) 395-6724d FAX

"The Department of Health works to protect and improve the health of people
in Washington State."

I believe the product was Lasercaine. I do not have copies of the order. The company was faxed a copy
of my DEA with my permission. It never occured to me that this was a prescription product. Some of
the skin products carried by Laserworks are not prescription, but the distributor wants to see one, just to
prove il is being used in a professional office, and not a beauty salon.

I have had no further contact with Laserworks.

Good luck. Let me know if there is anything else.

JOhn

I found this on the internet, and [ believe this is the place (Arizona) the DEA number was sent. They will
have my name on record if so. | have no other information. 1 believe they only ordered once from this
place. The order was actually shipped to my work place, and I took it over myself. There were about 15,

15g containers in the shippment.

"« LaserCaine Forte (lidocaine and tetracaine) Supplied in a one pound jar, 15Gm or 7.5Gm tube. Apply

.
o1l
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by rubbing onto desired area with sufficient layers such that skin is not visible through cream. Repeat
every 15 minutes. No occlusive dressing necessary. Onset varies with skin thickness: thin skin: 25-40
min. medium skin: 44-55 min. thick skin: 55-65 min. LaserCaine becomes clear as it reaches skin
temperature. Re-apply until it becomes opaque again and then add small amounts, as needed, to cover

bare spots. Unit dose package ordered by calling 1-808-262-9938 (Phoenix, AZ.) ( I think this is
the place)
John Fisher

33C Etruria Street,
Seattle, WA 98109

Do you Yahoo!?
Yahoao! Mail Plus - Powerful. Affordable. Sign up now

00012
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To: Fisher, John
Subject: RE: Checking in.

Good morning, Dr. Fisher. The statement and information you provided to the Department of Health in this
investigation would be accessible by any attarney for Laserworks if a statement of charges is issued and discover

is requested.

Certain information you provided may be redacted depending on a legal review by a Department of

Health staff attorney. As a licensed medical physician you were required to cooperate in the investigation under
the UDA, 18.130.180. You have been forthright with cooperating with this investigation and the Investigative
Report will note such.

---—-Original Message-----

From:

Fisher, John [mailto:lohn.Fisher@METROKC.GOV]

Sent: Tuesday, February 11, 2003 9:23 AM
To: Crowley, Gayle M
Subject: RE: Checking in.

Gayle:

| am concerned that | will be a 'witness for the prosecution’ in this matter. | have nothing personal against
the clinic. They also have my name on the leases still. | do not want to get these guys angry, and risk being
stuck with lasers. Is the information that | have provided you confidential?

JOhn

02/12/2003

-----QOriginal Message----- :
From: Crowley, Gayle M {mailto:Gayle.Crowley@DOH.WA.GOV
Sent: Friday, February 07, 2003 2:27 PM

To: 'Fisher, John'

Subject: RE: Checking in.

Thank you for all of your help. | would like to just ask you one more question, Dr. Fisher. Do you
know approximately what time you were in Laserworks on the 23rd of December and saw the
patient with the male patient/client/customer with a raw face? | am trying to identify the patient you
saw. Apy help would be great.

Other than that, I'm just about finished with my investigation. Hope all is well with you.

-----0Original Message-----

From: Fisher, John [mailto:John.Fisher@METROKC.GOV]
Sent: Tuesday, February 04, 2003 10:41 AM

To: Crowley, Gayle M

Subject: Checking in.

How is the investigation progressing?
| have had no further contact with Laserworks.

John Fisher, MD
Seattle

Q00213
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Crowley, Gayle M

To: Fisher, John
Subject: RE: Checking in.

Thanks so much, Dr. Fisher. | obtained all the records for that day and can now narrow things down. Have a
good day.

-----Qriginal Message-----

From: Fisher, John [mailto:)ohn.Fisher@METROKC.GQOV]
Sent: Friday, February 14, 2003 2:24 PM

To: Crowley, Gayte M

Subject: RE: Checking in.

Gayle:
| am sorry that | forgot to answer your question in my reply to your email:

It was in the afternoon, around 3pm | believe that | saw that patient at the clinic. Looked like a young man
in his mid twenties.
John

----- QOriginal Message-----

From: Crowley, Gayle M [mailto:Gayle.Crowley @DOH.WA.GOV]
Sent: Friday, February 07, 2003 2:27 PM

To: 'Fisher, John'

Subject: RE: Checking in.

. Thank you for all of your help. | would like to just ask you one mare question, Dr. Fisher. Do you
know approximately what time you were in Laserworks on the 23rd of December and saw the
patient with the male patient/client/customer with a raw face? | am trying to identify the patient you
saw. Any help would be great.

Other than that, I'm just about finished with my investigation. Hope all is well with you.

From: Fisher, John [mailto:John.Fisher@METROKC.GOV]
Sent: Tuesday, February 04, 2003 10:41 AM

To: Crowley, Gayle M

Subject: Checking in.

How is the investigation progressing?
| have had no further contact with Laserworks.

John Fisher, MD
Seattle

0002214
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SR Statement of : John A. Fisher MD
gy oo L.ocatlon where statement is laken: Seattle, Washington.

STATEMENT.

Approximately October of 1999, | was approached by Jeff Schmidt and Eric Moore with a
proposition. They had a laser hair removal business in Portland, Oregon and wanted to expand
into the Seattle market. Jeff had also been in the hair removal business in the past in Seattle. He
had sold his interest in a clinic already, anad wanted to start his own up now.

Mly friend was their medical director in Portland. He had given them my name as an MD that they
might te able 1o work with. My friend 101d me that Je#f and Eric had been reliable to work with
and that there was very little work involved.

They proposed that | have 1he position of medical direclor. There was no formal agreement,
contract or actual job description. The position was mainly for the purposes of getting better
financing for the project. The job description was to:

“...speak to patients that may experience minor side effects to Laser treatment, and to also
prescribe topical medications for pain relief.”

Basad ¢on the experience thal Jeff and Eric had in the business, and the fact a colleague of mine
w35 vrorking with them, | agreed to take their offer. Both Eric and Jelf agreed to sign personal
guarantees also,. should something happen to the company. | never had any ownership in the
company.

I was to be paid primarily to compensate me for the risk of putting my name on the lease of the
ESC Alexandrite taser. | was never contacted by the salesman or the company in this transaction.
1 simply faxed signed documents to the company as requested.

{ was never involved in any planning of the clinic set up, the day to day running, training of staff
etc. ! did not sign off on any of the forms etc thal were being used in the trealment of their clients.
It was my understanding that the laser work was done by RNs.

In the several years of our relationship, | was called only one time. It was in the first year of the
operation. A young woman had some irmitation following a procedure done at the clinic. | spoke
directly with the patient, and agreed to meet with her to assess her condition. | met her at the
clinic and found that she had some minor follicular Irritation thal required no treatment at thal
time.

I was called only one other time. In the middle of 2002, { was called about a prescription for
LazerCaine, a topical anesthetic of 5% lldocaine. This product was apparently a prescription
product, and the supplying phammacy needed a copy of my DEA number. | called Costco
pharmacy in Seattle to see if they had a product like this. They said they did not, and that it must
9¢ a proprietary product or formulation done by the specific pharmacy that jaser works was
deating with. | agreed to provide the information requested fo the pharmacy that Laserworks was
1girg. s0 that they could get the product. | was not sure if the product was really a prescription
‘tern. or that the pharmacy was just being very cautious where they sent the product. My DEA
Aumbar was also requested for a line of skin care products, that were also non-prescription. The
company that was marketing the products, just wanted to keep them in professional settings so
they requested proof of a medicai director. | do not recall the names of those products.

000215
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fn April of 2000, | was approached by Jeff and Eric to sign on another laser, for financing
purpeses once again. They wanted to apen a clinic in Lynnwood, Washington. | agreed to this
second laser, and was again compensated for my signing. | never saw the Lynnwood office, nor
was | involved in the staffing of the office. My understanding was that they also had an RN in the
, Lynnwood office doing the procedures. Ultimately, it was my understanding that this second
Ci v office was sold to the RN herself, for her 10 run on her own,

On Tuesday the 17", | recaived a call from Gayle Crowley, an investigator for the Department of
Health in Washington. She told me that she had serious concerns about the practices going on at
Laserworks in Southcenter. | was surprised to hear that she had spoken to Eric Moore the night
before to ask about the services performed at Laserworks, and who was performing them.

Ms. Crowley informed me that | could be held responsible for the actions of the laser works staff,
and that as medical director, | was responsible for the training and oversight of their practice.
This was certainly not my understanding of the responsibility of the position.

| 2greed to meel with Ms. Crowley to cooperate fully with her investigation. After hanging up the
p0ne, | immediately contacted Eric Moore, to discuss my conversation with Ms. Crowley. |
alvised him of my intent to resign my position as medical director. | faxed a signed resignation to
him immediately.

The following Friday am, | metl with Ms. Crowley to provide her with some documents that | had
pertaining to the leases of the lasers. | was shown several forms that are used in the Laserworks
offices for the intake of their clients. | was shocked to see the very medical nature of these forms.

1 certify under penalty of perjury under the laws of the State of Washington that the foregoing is
true and comect:

\2/2zfon R e

Name: Johin Fisher

Address: 33C Etruria Street, Seattle, WA 88109

Telephone: 206 680-7752
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STEPHAN Q. FJELSTAD PLLC

ATTORNEY AT LAW
424 FOURTH AVENUE, SUITE 909
SEATTLE, WASHINGTON 98101-2217
VOICE: (206) 903-0664
FAX: (206) 903-6144
EMAIL: fjelstad@winstarmail.com

January 15, 2003

Gayle M. Crowley

Health Care Investigator
Department of Health

20435 72™ Ave., S., Suite 200
Kent, WA 98032

Re:  Department of Health Letters to MarilyniGeélnéifé; Shaney Shoengarth and Cheri
Winsterstein

Dear Ms. Crowley:

As you know, I represent three employees of the company Laser Works of Seattle,
namely Marilyn Gelnette, Shaney Shoengarth and Cheri Winterstein (collectively, the
“employees™).: You forwarded letters to Ms. Shoengarth and Ms. Winterstein dated December
19, 2002, and an identical letter to Ms. Gelnette of December 16, 2002, indicating that the
Department of Health (DOH) had received a complaint against these individuals and has initiated
a preliminary investigation into the allegation DOH apparently received that they may be
advertising and practicing in medicine. This responds to the invitation in your letters to the
employees for an explanation of their work as it relates to the issue of whether they are actually
violating state law by practicing medicine. Certainly it has never been their intent or
understanding that they were practicing medicine in any respect.

I would like to emphasize preliminarily that Laser Works has been operating at its
location in Tukwilla, Washington for nearly four years now. Prior to opening Laser Work’s
doors, the principals of the company diligently explored the question of whether their business
was subject to any statutory licensing or other regulations in Washington. They conciuded that
no such statutes or regulations applied; if they had thought any such requirements existed, they
would have gladly made application and complied. Their due diligence involved analysis of
existing laws and discussions with other members of the same industry. In this effort, they also
contacted representatives of the laser equipment manufacturers to determine whether there
existed any special restrictions or laws pertinent to Washington State applicable to this industry,
and again were informed of no such laws ormesthittiioms.

Qo021
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Page 2

I know you previously spent time at Laser Works’ premises, but certain aspects of the
services the company offers and the employees’ roles in providing those services bear emphasis.
It is important to stress first that the nature of Laser Work’s services is strictly cosmetic. People
do not come to Laser Works complaining about health concerns or seeking treatment for any
type of ailment, injury or sickness. Neither the employees nor anyone at Laser Works diagnoses
or offers advice related to health problems. Laser Work’s customers simply want to enhance
their appearance by reducing the amount of hair on some portion of their physique or by
improving the appearance of their skin.

In short, Laser Works provides cosmetic, non-invasive treatments for hair reduction and
skin rejuvenation. By non-invasive, we mean that Laser Works’ treatments never involve the
breaking, cutting or piercing of the skin, or, of course, the cutting or severing of underlying
tissues. The treatments are dermatologic and surficial, contained to the outer layer of the skin or
dermis and no blood results from the process. No needles or injections of any kind are used.
The treatments are performed using light, non-surgicat laser or pulsed light equipment. This
process allows the neutralization of hair follicles to reduce hair on the body and the rejuvenation
of skin by eliminating or reducing age spots, tiny surface vein capillaries and minimization of .
fine skin lines and wrinkles.

Laser Works also includes micro-dermabrasion among its services, as do many of the

local beauty salons and spas. Micro-dermabrasion is another strictly cosmetic, very mild
procedure that essentially provides a light skin scrub to clean skin pores and exfoliate or clean

. away dead cells from the outer layer of the surface of the skin. It is not a skin resurfacing
technique. The main purpose is simply to soften the skin. It is tantamount to receiving a
“facial.” Again, the process is strictly non-invasive, involving no piercing or cutting of the skin.
And, again, micro-dermabrasion is a very common skin rejuvenation procedure and practiced by
numerous beauty salons, spas and cosmetologists generally.

None of the employees has ever pracliced Botox or tattoo removal procedures at Laser
Works: Laser Works does not now offer and has never offered these procedures.

Each of the employees participates in operating the laser and pulsed light equipment and
providing the related treatments for hair removal and skin rejuvenation. Although we are
unaware of any licensing or certification options for operation of laser or pulsed light machinery,
each of the employees is very skilled in operating the equipment. Shaney Shoengarth, has been.
with Laser Works for nearly three years and has close to four years of experience with laser and
pulsed light equipment. Marityn Gelnette has worked with laser and pulsed light technology for
over two-and-one-half years and also does microdermabrasion at Laser Works. She holds a
license in electrolysis and cosmetology in California where she lived formerly. She also
participates in in-take and evaluation of Laser Works customers, including ensuring that they
fully understand the company’s disclosure and information form regarding treatments. Cheri
Winterstein has done laser and pulsed light treatments now for over one year, and alscddegs
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Page 3

dermabrasion at Laser Works. Laser Works has never received a complaint that any of these
employees has ever caused any kind of serious or permanent injury to any Laser Works customer
in providing treatments during their tenures at the company.

Neither the employees nor anyone at Laser Works has ever prescribed or dispensed any
type of drug or medicine for internal use to any customer. Laser Works 18 not in the business of
prescribing or supplying drugs or medicines and does not advertise itself in that manner. | have
also investigated the company’s past use of lydocaine. Lydocaine is a strictly external, topical
créme applied to partially numb the skin. 1t can be purchased over-the-counter in
nonprescription strength.

For some time, neither Laser Works and nor any of the employees have stored or
supplied any lydocaine at the premises, and have no intention of acquiring more lydocaine for
any purpose. There simply is no real need for lydocaine in Laser Works® services. The last time
Laser Works received any lydocaine was several months ago when it ordered a small shipment
of about fifteen small containers. It was supplied to a tiny fraction of Laser Works” customers to
be applied to their skin prior to treatments. Since that time, no one at Laser Works has ordered
any more lydocaine and will not do so. No other créme or other substance similar to lydocaine,
nor any other external or internal drug or medicine has ever been supplied to anyone at Laser
Works. (We also note that none of the persons who have supposedly complained to the DOH,
which led to this investigation, had used lydocaine.)

Laser Works and the employees currently use four machines for the various hair removal
and skin rejuvenation services. The trade names and manufacturers of the equipment include the
“Aurora” manufactured by Syneron, the “Cool Glide” by Altus Medical, the “Alexanderite” by .
ESC Sharp Plan and the “IPL.” by Luminous. Our understanding is that two of these machines
are more properly described as intense pulsed light systems rather than lasers because the light
energy they emit is not sufficiently concentrated to be classified as lasers. None of these
machines is a surgical laser as they are not designed or used to cut or pierce human skin or
tissues.

In fact, the latest generation of “laser” equipment, including the Aurora used at Laser
Works, now incorporates radio frequency (as used in electrolysis) and reduces the amount of
optical light energy emitted by approximately one-half. It is questionable that such mild energy
light emissions even qualify these systems as intense pulsed light or lasers at all.

Laser Works purchased two of its machines without the assistance or involvement of its
medical director, Dr. John Fisher, or of any other physician. No such assistance by medical
personnel was requested or required. The other two machines were purchased with Dr. Fisher’s
assistance and signature. Although Dr. Fisher may have suggested otherwise to you, the
singular reason for purchasing the initial (wo machines through Dr. Fisher is that having a
physician’s signature in the transactions allowed Laser Works to procure favorable financing

000219 -
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arrangements from the manufacturers. Our understanding is that because they are all non-
surgical lasers, none of the machines, including the two purchased with Dr. Fisher’s assistance, is
technically restricted to be sold only to medical physicians by the federal or Washington state
law or regulations. We have not yet found any reference in the literature or purchase
documentation accompanying the equipment {or on the equipment itself) any notice that the
machines are restricted to purchase or use only by licensed physicians or medical personnel. As
such, none of the employees has been operating equipment that can, by law, only be sold to {or
operated by) medical personnel with prescriptive authority.

We do understand that certain manufacturers have a company preference or policy to sell
laser equipment to medical physicians and the involvement of a doctor facilitates purchase and
financing. We have found no definitive authority, based on our research thus far, however, that a
physician’s involvement is absolutely required by federal or Washington law to buy the
equipment. If you are aware of FDA prohibitions or other federal or Washington laws that do
restrict the machines Laser Works uses only to purchase by medical professionals, please advise
us. (We have also reviewed the MQAC Policy of 10/25/02 regarding use of lasers as a separate
matter and will address it below.) We do know that the type of laser and pulsed light equipment
Laser Works uses is freely sold and purchased on the resale market without any restriction
whatever; anyone with the money can repurchase these machines, and we are unaware of any
regulation or restriction in that market. We are further aware that other industries, such as beauty
salons, use the less expensive laser or pulse light technology in their own skin rejuvenation
services.

We continue to research the numerous FDA classifications and regulations, as well as
state law, to determine whether these machines are necessarily prescription devices that can only
be sold to medical personnel with prescriptive rights, and regardless of whether they will be put
to a “medical” use or application. Again, we would welcome information you may have in this .
inquiry that we have not yet uncovered. Clearly the FDA regulates lasers pursuant to 21 CFR
Part 1000.15 as “radiation emitting products™ and “medical devices” under the Federal Food,
Drug and Cosmetic Act (the FD&C), Section 201. CFR 1040 et seq., moreover, contains
elaborate performance standards and designation and warning information that is to accompany
certain classifications of lasers. The FDA’s Center for Devices & Radiological Health, however,
also says that not all radiation-emitting products come with medical applications and ctaims such
as to meet the definition of a “medical device.” Certainly the FDA, under the FD&C subjects -
medical devices to premarketing (and some postmarketing) regulatory controls. Whether the
machines purchased by Laser Works’ are necessarily medical devices that can only be sold to
licensed physicians for the uses to which Laser Works puts them remains a question, particularly
under Washington state law.,

With respect to other activities by Dr. Fisher in his role as medical director for Laser
Works, he has never, to our knowledge, prescribed drugs or medicines to Laser Wanlk'3s
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customers related to services or treatments provided by Laser Works. As a precaution, he has
been available to Laser Works as an on-call consultant and for oversight.

In our telephone conversations, you have also mentioned that one of Laser Works’ forms
given to its customers contains the following language: “I understand that I will receive medical
treatment....” This form does not correctly portray the nature of any services Laser Works offers
and by no means 1s a representation that Laser Works or its employees actually believe that the
services they have been providing are actually medical treatments. The form containing this
language is a very recently revised document. The only reason it indicates “medical” treatments
is that at the time the form was recently changed, Laser Works was considering eventually
offering Botox treatments, which it would have done through a medical physician, and simply
wanted its form to accommodate that potential treatment along with its other services. This
would negate the need to offer multiple forms.

Laser Works’ previous form, including the version used immediately before this recently
revised one, had no language at all suggesting Laser Works offered any sort of “medical”
treatment. Prior to contemplating Botox, Laser Works, as is reflected in the old form, did not
consider its hair removal or skin rejuvenation procedures related to “medical” treatments. This
new form literally contains an error in drafting because Laser Works has, since the printing of
the new form, elected not to offer Botox treatments. Accordingly, the form will be revised again
so that it does not indicate to customers that they will receive medical treatments.

You also mentioned that Laser Works uses a form called “Patient Medical History.”
Again, Laser Works has never used this form with the intent or belief that its customers are
medical “patients” and that it is providing medical services. I would point out that another of
Laser Works’ standard forms is entitled “Customer Comments and Concerns,” which emphasizes
that Laser Works views and refers to the users of its services as “customers” or ““clients” rather
than as medical “patients” who receive medical treatments. [ would also emphasize that using a
form asking a few questions pertinent to a person’s medical history does not in itself mean that
the services the employees provide are indeed medical practices. The aim of the medical history
form is simply to discern any conditions that might affect a customer’s skin, and does not
involve some sort of medical diagnosis. The same questions would be pertinent to many other
practices in other non-medical industries, such as cosmetology, esthetics or electrolysis. In any
event, so as not to convey to its customers the wrong impression that it is engaging in medical -
practices, Laser Works will also revise this form so that it uses the word “customer” or “client”
rather than *patient.”

Similarly, the print advertisements Laser Works uses do not use the word “medical” or
otherwise indicate that customers will receive medical treatments. Those advertisements
emphasize “hair removal” and “laser facials” to reduce hair, age and sun spots and other
dermatological blemishes—in the same manner that innumerable spas, salons, cosmet
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and other non-medical practitioners advertise their services to accomplish the same cosmetic
goals.

We do not believe that the services provided by Laser Works and its employees qualify
as the practice of medicine under the relevant state statutes and case law interpreting those
statutes. The practice of medicine under Washington law is defined in RCW 18.71.011:

A person i$ practicing medicine if he does one or more of the following:

(1) Offers or undertakes to diagnose, cure, advise or prescribe for any human
disease, ailment, injury, infirmity, deformity, pain or other condition, physical
or mental, real or imaginary, by any means or instrumentality;

(2) Administers or prescribes drugs or medicinal preparations to be used by any
other person;

(3) Severs or penetrates the tissues of human beings;

(4) Uses on cards, books, papers signs or other written or printed means of
giving information to the public, in the conduct of any occupation or
profession pertaining to the diagnosis or treatment of human disease or
conditions the designation “doctor of medicine,” “physician,” “surgeon,”
“m.d.” or any combination thereof unless such designation additionally
contains the description of another branch of the healing arts for which a
person has a license...

Lk a4

We believe subpart (3) does not apply to Laser Work or the employees’ practices because
none of the services or treatments they provide involves severing or piercing the tissues of their
customers. As described above, all methods practiced by the employees involve no cutting of
the skin, much less underlying tissues.

Subpart (4) aiso does not apply to Laser Works’ practices because none of the company’s
advertising marketing or other forms of supplying written information to the public uses the
terms doctor of medicine, physician, surgeon, or M.D. as defined by the statute. Similarly, in
State v. Pollman, 51 Wash. 110, 98 P. 88 (1908), the only case discussing this statutory
prohibition (under the predecessor statute to RCW 18.71.011), the court prohibited conduct by an
individual who actually printed the words “physician™ and “doctor” on his office doors. Laser
Works engages in no such conduct. Nowhere in its printed materials, moreover, does Laser
Works hold itself out as practicing medicine in any way or otherwise offering services involving
the diagnosis or treatment of human disease, injury or ailments of any kind.
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With respect to subpart (2) concerning drugs, neither Laser Works nor the employees
have ever prescribed any drug to any customer and has never provided any drug to anyone for
internal use. As mentioned earlier, Laser Works previously had small amounts of lydocaine that
a few customers were given as a mild, topical and external application prior to treatments. The
lydocaine was not a medicine or drug for treatment of any disease, ailment or any particular
condition. It simply provided a mild analgesic for customers who expressed concern about
potential pain. Lydocaine is no longer provided by anyone at Laser Works for any purpose, and
has not been available for some time, because it is simply not necessary given the nature of
treatments offered by Laser Works and the employees. No one at Laser Works will order any
more Lydocaine or any type of similar external or topical substance. No other drugs or
medicines of any kind, whether prescription or non-prescription, are available to customers at
Laser Works. 1 would note also that it is questionable whether lydocaine as previously used at
Laser Works qualifies necessarily as a “drug” for purposes of defining medical practice, at least
under case law. In Kelly v. Carroll, 36 Wash.2d 482, 488, 219 P.2d 79 (1950), the court
observed that a “drug” is a substance “used as a medicine,” and that a “medicine” is a substance
used “in treating disease.” In this matter, none of the employees used lydocaine to treat any
disease or illness.

We believe subsection (1) does not apply because no one at Laser Works purports to
“diagnose,” “cure” or “prescribe” anything to anyone. Nor do they advise any customer
concerning any “disease, ailment, injury, infirmity, deformity, pain” or any other “condition”
related to health or healing. The curing or prevention of some sickness or injury or the
restoration of health is clearly the underpinning of both the letter and spirit of this statute and the
meaning of the “practice of medicine.”

The services the employees provide at Laser Works are strictly cosmetic in nature and
that is how they are advertised. Particuiarly given the non-invasive nature of the procedures used
at Laser Works, we do not believe the legislature intended or a court would find that these
procedures should be regulated as the practice of medicine. For example, one court, interpreting
the predecessor statute to RCW 18.71.021, ruled that the type of “advice” that constitutes
“practicing medicine” included prescriptions and advising a diabetic to discontinue use of insulin
and to restrict his diet to exclude carbohydrates. State v. Karsusky, 197 Wash. 87, 84 P.2d 390
(1938). In another case, the unlicensed individual “diagnosed” a person’s “ailments,” employed
manual manipulations to give medical advice and prescribed diet as a cure. State v. Greiner, 63
Wash. 46, 114 P. 897 (1911). Cases such as these (and we have found no contrary cases under
the current version of the statute) involve circumstances critically distinct from Laser Works’
procedures.

We also note that several other industries routinely practicing much more invasive,
painful and risky procedures than Laser Works are not regulated as the practice of medicine.

Electrologists, for example, pierce the skin with needles in order to neutralize hair follicles.
Simtlarly, tattoo artists and body piercers use needles to break the human skin and deeper into
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body tissues. The practice of esthetics involves the use of electrical appliances, waxings and
chemical compounds—often referred to as “chemical peels”—that are frequently much more
disruptive to skin surfaces, resulting in serious redness and skin peeling, than Laser Works’
procedures. Numerous salons and cosmetology shops also perform chemical perms that present
similar risks, and use less expensive laser technology in their services.

Certain of these and similar industries are regulated (e.g., RCW 18.16 for cosmetologists,
barbers and manicurists), others are not. Certainly none of them, however, is regulated as the
practice of medicine. By analogy, we believe Laser Works’ procedures also should not require a
medical license. It may be time for the state legislature to pass laws requiring licenses and
regulations for Laser Works’ industry, or deem it appropriate to include this business under, for
example, RCW 18.16. In that event, Laser Works and the employees will gladly comply with
any requirements. [t seems inappropriate and inequitable, however, to simply declare that the
employees are practicing medicine given the nature of their services and the fact that other
industries are not so regulated.

On the topic of regulations, we further note that at a broader regulatory level, neither the
procedures Laser Works employs nor those of the industries listed under RCW 18.16 are
included among the numerous industries defined as “health professions” under RCW
18.120.020(4) or as “health care services” under RCW 48.44.010(1). We believe this is
appropriate precisely because of the non-medical and cosmetic nature of Laser Works’ services
and those governed by RCW 18.16—it simply is not about a person’s health, is not a health care
service or healing art, but instead concerns purely a person’s appearance.

We recognize that despite our interpretation of applicable statutes and case law, the
Medical Quality Assurance Commission (“MQAC”) very recently issued a policy statement
entitled “Use of Lasers in Skin Care and Treatment” (the “policy statement™). Although we do
not believe the policy statement necessarily means Laser Works’ services are the practice of
medicine, we want 1o assure you that the employees and Laser Works fully intend to cooperate
with the DOH and to bring their procedures into compliance with the MQAC as deemed
necessary through this investigation process.

We note initially that the first paragraph of the policy statement assumes most lasers are
restricted for sale only to persons with “prescriptive authority.” As we noted above, our research
continues on the question of whether the laser and pulsed light equipment used at Laser Works is
conclusively restricted in that manner. What the MQAC does make clear in the same paragraph,
however, is that “the use of a laser for dermatologic purposes, such as hair removal” can be
delegated to persons without prescriptive authority. For all of the reasons discussed above, we
believe the procedures used at Laser Works by the employees are all for “dermatologic
purposes” and therefore can be performed by non-physicians. All of Laser Works services are
dedicated to the singular purpose of improving the appearance of its customers’ skin.
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Nonetheless, Laser Works and the employees are committed to working with the DOH
and to achieving comphiance with the MQAC’s policy statement. We recognize that the policy
statement sets forth a number of recommendations for “appropriate oversight” by a physician
regarding the procedures that may be delegated regarding the use of lasers. Please be assured
that the employees and Laser Works intend to address these provisions and comply with them to
the extent possible to ensure proper continued oversight by a physician. We have some concern
that certain of the requirements may be difficult to achieve immediately. For example, we are
unaware of whether physicians can acquire actual certification in the “theory and use” of lasers,
as seems to be recommended for the oversight physician in subpart (3) of the second paragraph
of the policy statement. We will, however, explore that issue with the MQAC as well as any
other topics the DOH believes need to be addressed concerning Laser Works’ practices.

We would like to underscore that we believe Dr. Fisher has provided the proper
availability as is emphasized in the policy statement, as he has always been accessible by phone
if needed. To the extent the DOH believes more or different involvement by a physician is
necessary to comply with the policy statement, Laser Works will work to provide such additional
oversight immediately. We also underscore that the employees are highly skilled with years of
experience in using the laser and/or pulsed light machines as is also underscored in the policy
statement. We are generally confident that the skill and experience level of the employees
compares well with other businesses performing the same services throughout the state.

Again, the employees and Laser Works are committed to working with the DOH to
satisfy its concerns and will make adjustments to Laser Works® procedures to ensure compliance
with any requirements deemed necessary. We look forward to the process of exchanging
information with you and of tdentifying any such necessary changes. We believe there are
additional facts and evidence that may be pertinent to your investigation. As we receive such
evidence and facts we will supply them to you and request that you do not at this time finalize
your report until we have had that opportunity.

Very truly yours,

STEPHAN O. E DPLLC
N /T,\z

SOF:sof
cc: clients

Q0O

BIANCHI, ELIZABETH 2005100073MD PAGE 330



FROM : Laser Works of Seattle - PHOME ND. : 2865756816 Jan, 02 2283 01:28FM P3

- DEPARTMENT OF HEALTH .
- HEALTH PROFESSIONS QUALITY ASSURANCE DIVISION

LICENSING REQUIREMENT NOTIFICATION

I, Mariyn Geinette, have been advised it the practics of Medicine within the state of |
Washington requires proper licensing by the Department of Health. By signing my nama below)
and returning this notification to the Department, | acknowledge recelpt of the necasstty to be
- JUsensed to pm?g; Medidga'lt'g'm etate of ‘Washington. Furthermare, my signéture below
does nt constitute an admittance that | have practiced with - PR
N certification. p ciced withaut the proper ficensure. otk . .

Slgnad: 7”’7%1/ V’aij m
: Marilyny Gbinette
Dated: ,Ll! 2 1170'2--". 200_%

tgcf-:, Su'.'."“wt.rz‘j A gﬁW, A cnsenorard
Shat ol A QMWS Maf'c,ﬁl nore
EL , T e Hioere. Qnacky ceolrydliceric

Jiuh}, G TR e QorrnpArs Ao rwu,'

4 Z l’,‘- 8 I s -
B . ’ ; . . \ , - c .}"’ ey e f"’ e R S
IR, ) jla 27 L gy A st

000226

BIANCHI, ELIZABETH 2005100073MD PAGE 331



STEPHAN O. FIELSTAD PLLC
ATTORNEY AT LAW
1424 FOURTH AVENUE, SUITE 909
SEATTLE. WASHINGTON 98101-2217
VOICE: (206) 903-0664
FAX: (206) 903-6144
EMAILL: fjelstad@winstarmail.com

December 26, 2002

Via Facsimile and Muail

Gayle M. Crowley

Health Care Investigator
Department of Health

20435 72™ Ave., S., Suite 200
Kent, WA 98032

Re:  Department of Health Investigation of Marilyn.Gelnette, Shaney Shoengarth and
Cheri Winterstein

Dear Ms. Crowley:

This is simply to confirm our agreeinent made on the telephone on December 24, 2002 to
extend the deadline by one week for my clients to return the licensing requirement notification
forms you previously forwarded to them with your letters of December 16 (Ms. Gelnette) and 19,
2002 (Ms. Shoengarth and Ms. Winterstein). By my calendar, the due date for Ms. Gelnette was
previously December 30, 2002, which makes her deadline now January 6, 2003, with the
resEonses for Ms. Shoengarth and Ms. Winterstein now due by January 9, 2003. Your December
16" and 19" letters also invited my clients 1o respond in writing regarding their work and
whether they believe they have violated state law. We intend to submit at least preliminary
written responses on this subject by the same dates as now set for the licensing notification forms
(January 6" and 9™), and presume those timeframes will work for you. Please let me know right
away 1f any of this does not meet with your approval.

QOLIL
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Page 2

| thank you for your courtesy in extending these deadlines. As we also discussed on the
phone, in the meantime | am attempting to get up to speed as quickly as possible on the
background facts so that we can meet soon as you suggested. [ will be in touch with you on that
topic. Feel [ree also to telephone me with any matters you would like to discuss further.

Very truly yours,

SOF:sof
clients

oup . is
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STEPHAN O. FIELSTAD PLLC
ATTORNEY AT Law
1424 FOURTH AVENUE, SUITE 909
SEATTLE, WASHINGTON 98101-2217
VOICE: (206) 903-0664
FAX: {(206) 903-6144
EMaIL: fjelstad@winstarmail.com

January 7, 2003
Via Facsimile and Mail

Gayle M. Crowley

Health Care Investigator
Department of Health

20435 72" Ave., S.. Suite 260
Kent, WA 98032

Re:  Department of Health Investigation of Marilyn Gelnette, Shaney Shoengarth and
Cheri Winterstein

Dear Ms. Crowley:

This is simply to confirm the contents our telephone discussion on January 3, 2003 in
which we agreed to meet at my office on January 15, 2003 at 2:00pm to discuss the DOH
investigation involving my clients. We also agreed that the licensing requirement notification
forms you provided my three clients as well as an initial letter on behalf of all three in response
to the issues raised in your letters of December 16 and 19, 2002 to them, will not need to be
forwarded to you until the time of our meeting on January 15, 2003.

[ look forward to our meeting.

Very truly yours,

SOF:sof
clients

QOULZLY
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LASER ~ WORKS!

informed Consent
Skin Rejuvenation

| understand that the IPL Quantum SR is an IPL device used for skin
rejuvenation and that clinical resuits may vary in different skin types. |
understand that there is a possibility of rare side effects such as scarring and .
permanent discoloration as well as short-term effects such as reddening, mild
burning, temporary bruising and temporary discoloration of the skin. These effect
have ali been fully explained to me : (please initial)

Based on the clinical experience and discussion with other physicians we have
found that those people who tend to sunbum rather than tan usually obtain good
results on the first and subsequent visits. On the other hand, those who tan
more easily tend to have more variation in their results. Some patient in this
category will experience partial results and some will experience no improvement
at all. -

| understand that the treatment by the IPL Quantum SR system involves a series
of treatments and the fee structure has been fully explained to me.

| also understand that there are options for cosmetic skin treatment that are
available and each of these other options have fully been explained to me
(Please initial)

With this in mind, | am choosing to try the IPL Quantum SR non-invasive
treatment for Photorejuvenation.

| have read and understand this agreemeﬁt and al! my questions have been
addressed and answered to my satisfaction. | agree to the terms of this
agreement.

| understand that there is a 24-hour cancellation policy, and a $75.00 minimum
fee or half of the treatment cost will be charged. (Please initial).

| understand that Laser - Works! Does not offer a money back policy. if for some
reason | am unsatisfied with the results of my IPL treatment | realize that there
will be no cash refunds. (Please initial)

Client's name (please print):

Signature:

Date:

Witness:

' 56 15
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APPENDIX D
GENERAL SUMMARY

THE INFORMATION CONTAINED IN THIS REPORT, WITH IT'S ACCOMPANYING
EVIDENCE AND EXHIBITS, SHOULD BE CONSIDERED IN CONJUNCTION WITH THAT
INFORMATION INCLUDED IN THE COMPANION CASE FILES FOR THE MATTER ‘
REFERENCED ABOVE ON THE COVER PAGE OF THIS REPORT.

This investigation was initiated by receipt of a complaint at the Unlicensed Program of the
Department of Health, from on September 4, 2002.

complainant, says he received treatment for hair removal from the respondent on August 28,
2002. He alleges the respondent, Marilyn Gelnette, told him she could guarantee him 100%
that if he had treatment on his cheek, he would be able to go to work and be fine. He says he
let her perform the treatment. He alleges she only treated his left cheek because the laser
broke before she could finish the other side. He alleges after the treatment, his cheek was red
and he received blisters. At the date of this E-mail complaint, September 4, 2002, he alleges
his cheek is starting to get back to their normal color.

- The complainant is wondering what can be done to stop this from happening to him or another
person. He says no one should go through this treatment. Page 1

On September 9, 2002, the Unlicensed Program requested a field investigation be conducted to
verify if the respondent is providing any type of medical services for which requires licensure.
Page 2

On September 17, 2002, a telephone interview was conducted with the complainant of the
companion case file. She provided names of patients and also gave information regarding
t aser Works and how the business is run.

On October 22, 2002, information was obtained from the Intemet website for the State of
Washington Cosmetology Board, including the requirements for licensure.  Pages 3-12

On December 17, 2002, information about laser treatment and equipment from various
agencies was obtained from the Depariment of Health, Unlicensed Program Manager.
Pages 13-30

On December 17, 2002, a telephone interview was conducted with Dr. John Fisher, medical
director of Laser Works, Inc. Dr. Fisher was not aware an investigation was open. He bacame
the medica! director to help the company with financing of the faser. He doesn't have much
contact with the business, but does receive a monthly check for $500 for them to use him as
their medical director.

Dr. Fisher states in the three years he has been involved in the business, he was only called to
see someone once, just after the business opened. He has not been to the business in at least
six months and has not worked with or know any of the employees working at the Laser Works.

Dr. Fisher is full time employed as the Public Medical Doctor for King County, in the jail systems
at different locations. It is his understanding the owners of Laser Works, Inc. have nurses
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providing treatment in their offices. He s unaware of any non-medicai personne! providing
treatment to patients.

Dr. Fisher explained he ordered Lidocaine (later identified as 5% topical) for the business and
the prescriptions were mailed directly to Laser Works. A Memo To File was prepared from this
interview. Page 31

On December 17, 2002, a field visit was made to the respondent’s place of efnpioyment, Laser
Works, Inc., with health care investigator Jim Voiland. Pictures were taken of the front reception
office, treatment rooms, equipment being used for treatment, and framed posters.

An interview was conducted with owner Eric Moore. Mr. Moore states his employees are not
performing any medical treatment to individuals who come in for their services. He identified
these individuals as clients or customers.

Mr. Moore says they did not hire Dr. Fisher to be the medical director out of necessity. They
hired Dr. Fisher so they could have him order the lasers and obtain easier and better financing.
Dr. Fisher was mainly a figurehead for the financing, and had little to do with the day-to-day
operations of the business. .

Mr. Moore says this office has seen 1,000’s of peopie. The employees have been trained by
the companies on how to work the lasers. He says nothing the employees do when working
with the lasers require a physician or nurse. He identified the respondent as being a
. cosmetologist and that she started working her in June 2002. He and the respondent usually do
" the intakes on all incoming patients/clients/customers. They find out Wthh areas and describe

. --the process and costs.

VWhen Mr. Moore was asked about the respondent and companion case respondents using
prescription strength Lidocaine on patients/clients/customers, he says Lidocaine is only given to
someone in pain that requests it. He says it's not a big deal. He couldn’t remember the fast
time they received any Lidocaine, but says it is rarely used. He faxes a request to Dr. Fisher,
who then orders it and it is delivered by mail to the business. Mr. Moore was unable to show us
a container of Lidocaine or where it is stored in the office, when asked, but walked around the
office and opened cabinet doors.

Mr. Moore described the four lasers being used. He says they do have a microdermabrasion
machine, but do very few treatments. Even though botox treatments are listed on Laser Works
forms, he says this office does not perform these treatments. A Memo to File was prepared
from this interview.

A copy of all Laser Works forms and brochures, located in the front reception office, were
obtained. A review of these forms included the following:

+ Reminder and Referrals — This form includes the following comment “Following
a botox treatment you should see improvements within 72 hours...”

e Informed Consent Form — Per owner Eric Moore, this is the new form they are using.
This form first sentence reads, "l understand that | will receive medical treatment
From Laser Works of Seattle.”

» ' Patient Medical History
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o Patient Medical History — Vascular Treatment

. Post Treatment — Vascular

» Pre-Treatment - Vascular

e Treatment lLog

» Medical History — Skin Rejuvenation

* Informed Consent — Microdermabrasion

o ' Informed Consent — Skin Rejuvenation

» .Client Information Skin Rejuvenation

. Skin Rejuvenation (IPL) Post Treatment Care.
A review was made of Laser Works appointment book. A sample of files were obtained,

including individuals previously identified by the complainant and companion case file -

compiainant. Pages 32-134
On December 17, 2002, a letter was delivered to the respondent and an interview was
conducted. The respondent denied she is performing any type of medical treatment or
practicing medicine. The respondent did not want to sign the Licensing Requirement
Notification at this time. Pages 135-137 :
On December 17, 2002, Dr. Fisher faxed a copy of his resignation as Medical Director for Laser
Works, Inc. A telephone message for Dr. Fisher verified this letter was also faxed to Eric Moore

at his home, per Mr. Moore's request. Page 138

On December 18, 2002, a copy of the Medical Quality Assurance Commission’s Policy was
obtained from Dr. Heye. Pages 133-140

On December 19, 2002, information regarding the drug, 5% Xylocaine {Lidocaine) was obtained
from the 1997 Edition of the Physicians’ Desk Reference. Page 141

On December 19, 2002, information was obtained from several Internet Websites, including the
Federal Drug Administration (FDA), and copies printed. Further contact was made with Kathy
Maynor at Altus Medical. Ms. Maynor faxed laser FDA information. She also provided the
explanations showing how the lasers are categorized, who can buy them, and who can use
them. Pages 142-184

On December 20, 2002, an interview was conducted with Dr. John Fisher. Dr. Fisher provided
documents he had pertaining to his association and agreements with owners Eric Moore and
Jeff Schmidt of Laser Works. These documents include copies of laser lease agreements.

During this interview, Dr. Fisher signed a Witness Notification Form. He expressed his concem
about the investigation and how it could affect his license to practice. Pages 185-204
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On December 23, 2002, a Notice of Appearance was received from the respondent’s attomey,
Stephan Fjelstad. Mr. Fjeistad is also reépresenting the two companion case file respondents.
Page 205

During the course of conduchng this mvestlgahon Dr. Fisher provided correspondence by E-
mail. Dr. Fisher also faxed a copy of the termination of the laser leasing agreement between
himself, Jeff Schmidt, and Eric Moore. Pages 206-214-

On January 15, 2003 Dr. Fisher provided a statement. He described in detail how he became
the medical director of Laser Works, Inc. Dr. Fisher said he was paid primarily to compensate
him for the risk of putting his name on the lease of the ESC Alexandrite Iaser

Dr. Fisher says he was never involved in the planning or set up of the clinic or the day-to-day
running of the clinic. It was his understanding the laser work was to be done by RN's. In the
several years he has been the medical director, Dr. Fisher says he has been called only once,
during the first year of operation.

Dr. Fisher also discusses his ordering of the prescription for Lazercaine, a tepica_l anesthetic of
5% lidocaine. Pages 215-216

On January 15, 2003, the respondent’s attomey provided the respondent’s written response.
This written response is the same one as for the two companion case file respondents. The
respondent’s attomey describes in detail how Laser Works, Inc. is performing its operations at
the Tukwila location. He says prior to the business opening it's door, the principals diligently
explored statutory licensing and regulations in Washington.

The respondent’s attorney describes treatment provided by employees at Laser Works and says
the nature of their services is strictly cosmetic. He says none of the employees diagnose or
offer advice related to health problems. Customers simply want to enhance their appearance.

The respondent’s attomey says the respondent has worked with laser and pulsed light
technology for over two and one half years and also does microdermabrasion at Laser Works.
He says she holds a license in electrolysis and cosmetology in California, where she lived
formerly.

The respondent’s attomney states none of the employees, including the respondent, have ever
prescribed or dispensed any drug or medicine for intemal use 10 any customer. He denies any
employees have stored or supplied any lidocaine at the premises, and have no intention of
acquiring more for any purpose. He says the last time Laser Works received lidocaine was
several months ago when a small shipment of fifteen containers were ordered. The
respondent’s attomey says the lidocaine was supplied to a tiny fraction of Laser Works
customers to be applied to their skin prior to treatrments.

The respondent’s attorney explains Dr. Fisher's role as medical director for Laser Works, Inc.
He says Dr. Fisher has never, to their knowledge, prescribed drugs or medicines to any
customers.

The respondent's attorney denies the services Laser Works and their employees are providing
qualify as the practice of medicine under Washington State law.
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The respondent completed the Licensing Requirement Notification form by signing and also
providing a written statement. Pages 217-229

| On January 27, 2003, patient treatment records were obtained by subpoena. These were a
sampling of records for individuals receiving treatment from December 17, 2002 through
January 15, 2003.

A review of the records indicates several patients/clients/customers were given lazercaine
(lidocaine) during the treatment process. This is noted on Evidence Page #411, and Evidence
Page #621. A comment from the treatment provider suggestlng lidocaine is hsted on Evidence
Page #455. Pages 230-683

On January 27, 2003, the respondent’s attorney provided copies of three forms that have been
revised and are being used at Laser Works. They are as follows:

‘e Customer Comments and Concems
Informed Consent Form
o Client Medical History Pages 684-687

On January 31, 2003, a telephone interview was conducted with Dr. Elizabeth Bianchi. She
states she is currenﬂy the medical director for Laser Works Inc. Dr. Bianchi states she is also
the medical director of Nouveau (sp?) of Spokane. She says she lives and works in Spokane,
but has made a visit to Laser Works. She also works for Planned Parenthood in Spokane. Dr.
Bianchi said she understands she is responsible for the day to day treatment being provided at
Laser Works, and is going to work with the Medical Quality Assurance Commission.

On February 18, 2003, a' telephone interview was conducted with the complainant. The
complainant says it took almost two weeks for his cheek to look normat again after receiving
treatment from the respondent. He alleges the treatment was stopped because the laser broke
before the respondent could finish. He was given a white antibiotic cream to put on his cheek
by the respondent.

2002-09-0004U1 / MARILYN GELNETTE
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DECLARATION OF BRANDITH G. IRWIN, M.D.

Pursuant to RCW 9A.72.0835, the undersigned certifies that:

1.

I am a duly licensed and Board certified physician practicing dermatology in
Seattle, Washington. My background and experience are summarized in the
attached curriculum vitae.

The following statement is based upon my training and experience in the field of the
application of laser energy to human tissue.

The use of laser for hair removal and for skin treatment involves the use of energy
that penetrates the skin and underlying tissues and that such penetrating energy
can be the cause of such symptoms such as redness, swelling, blistering, in-grown
hair, and scarring.

Lasercaine and lidocaine (4% or greater) are topical numbing agents and are
available by prescription only. They are capable of causing death if used
improperly.

The undermgned certifies under penalty of perjury that the forgoipg is true and correct.
. ‘7 26 /A . ‘ %%

Dated this _{/ £°/ 1% Seattle, Washington
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FROM : MADISON SKIN AND LASER Fax NO. : 2862156658 ~, Pug. B2 2085 @1:4@PM P2

CURRICULUM VITAE

Brandith Gail Irwin, M.D.,

Address: 110} Madison, Suite 1490, Seattle, WA 98104
Telephone: (206) 2156600

Place of Birth: Scattle, Washington

EMPLOYMENT:

04/99 to present Madison Skin and Laser Cenler, Brandith Irwin, M.D_, PLLC
1991 w0 1999 Minor & James Medical Group

BOARD CERT[FICATION'
Dermatology, 1991 (rccc:nﬁed 2001)
Intemal Medxcme 1987
o HONORS AND AWARDS
_' Dermalology Foundauon Leaders Soc:ety, 2002-Pr<scnt
Appearance on Oprah Wmfrey show to chscuss agmg sk_m
A.'lpha Omega Alpha Mcdlwl Honor Soc:ety

' Nauoml Den-natolony Foundauon Rwea.rch Fellowshxp Award, 1990

T Seanle Marrazme 2001 2002 2004 L:stcd asa top dermatologzst in the Pugct Sound area.
LASER EDUCATION' ' ‘

_ 72000—2005 _ ASDS Mectmgs. MD Mccun,s, lntematmnal Conference on Agmg Skm (Pans).l'_ .
. : o [ndmdual P‘mccptoxshlps

- 1998-2000 Preceptorsl:up EmTonch Alexandrite. LaSer Workshop (Los Gatloq CA}
| : . Multi-Light I:isemace (Swttle WA. 05/99). .

SR . -Multi-Light Preccptorsh;p (Leos Gattos, CA- 02/99)

- 1996 UCSF Course:. Techniques for facial rejuvenation

1995 Coherent CO¥ Ultra Pulse Training course (Seattle)
. " . . Sripp’s Institute/La Jolla (two-day practlcum with Dr. Richard Fuzpamck)
" 1993 . 'SmnfordLaserOourse .

a 1993 to. presem Usé of YAG, Candcla, MUIII-L;Ight Alexandnte. Epi-Touch, Erbium and
: o Ultm Pulse (1995) lasers, Elos and Thermage (RF)

PUBLICATIONS

Your Best F aCLI.A)Oh.I'IXYOlIIBEStWHhUut Plas {‘igj Sm;g ‘ ‘m. 1y. Hay House 2002

- P
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FROM :

MADISON SKIN AND LASER L FAX NO. @ 2062156658 I Aug. B2 2005 B1:46PM F2

CURRICULUM VITAE
Brandith Gail Irwin, M. D.
Address: — 1101 Madison, Suite 1490, Seattle, WA 98104
Telephone: (206) 215-6600
Place of Birth: Scattle, Washington
EMPLOYMENT:
04/99 to present Madison Skin and Laser Center, Brandith Irwin, M.D., PLLC
1991 1 1999 Minor & James Medical Group
BOARD CERTIFICATION

Derimatology, 1991 (rcccmﬁed 2001)
Intcma! Medlcme. 1987
. HONORS AND AWARDS'
_' Dermatology Foundanon Leadm; Soc:ety, 2002-Pmem
Appearanq:e on Oprah Winfrey show to dxsauss agmg skm
Alpha Omega Alpha Modl.cal Hohor Soctety

' Nahonal Dennatoiogy Foundahon Reseamh FCHOWShlp Award, 1990

" Sezttle Maﬂazme, 2001 2002 2004 L:stcd asa top dermatolog:st in the Pugct Sound area.
LASER EDUCATION ' -

. 20002005 . ASDS Meetmgs. AAD Mcctings, Intcmatlonal Conference on Aging Skin (Pam.)."l o
o . Individual Preccptorshlps

T 1998-2000 Preceptorshxp EptToach Alexandrite Laser Workshop (Los Gattos CA)
' : Multi-Light lAservice: (Seattle, WA. 05/99).
. . -Multi-Light Preceptorship (Los Qattos, CA - 02/99)
o 1996 'UCSF Cotrse:- Techilques for facial rejuvenation

1995 Coherent CO¥ Ultra Pulse Training course (Seattle)
: . Sripp’s Institute/La Jolla (two-day pracucum with Dr. Richard Fuzpamck)
A 1993 : Stanford Laser Course’ '

o 1993 to. prcsenr Use of YAG, Candcla, Mulll-nght Alexandrite, Epi-Touch, Erbium and
‘ ¥ Ultra Pulse’ (1995) lasers E]os and Thermage (RF)

~ PUBLICATIONS: . .

Your Best Face: DoongYourBwt“ﬁthout PlastlcSurzerv 'Hay House 2002
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
'UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice ) :

of Medicine by: .) Docket No. 04-07-B-1063UR
MARILYN GELNETTE FINDINGS OF FACT, CONCLUSIONS OF
_ LAW, AND FINAL ORDER OF DEFAULT
Respondent. ) (Failure to Respond)

S

This matter comes before the Senior Health Law Judge, Presiding Officer, for

final Order of Default. Based on the record, the Presiding Officer, on designation by the
| Secretary of Health now issues the following:
Section 1: FINDINGS OF FACT

1.1 On April 20, 2005, the Program issued a Notice of Intent to Issue a Cease
and Desist Order (Notice of Intent) alleging unlicensed practice of medicine by
Respondent. A Notice of Opportunity for Settlement Hearing, and Answer to Notice of
Intent to Issue Cease and Desist Order and Request for Settlement and Hearing were
also issued at that time. These documents were served by U.S. Mail at Respondent'’s
last known addresses on June April 20, 2005.

1.2 On June 3, 2005, the Adjudicative Service Unit served upon Respondent a
No_tice of Failure to Respond.

1.3 Todate, the Adjudicative Service Unit has not received an Answer to the
Notice of Intent to Issue Cease and Desist Order.

1.4  The Secretary has no reason to believe Respondent is in active military

service of is a dependent of a member of the military in active military service.

FINDINGS OF FACT, CONCLUSIONS OF LAW AND FINAL ORDER OF DEFAULT PAGE10F 5
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1.5  The Department of Health has filed the Declération of Unlicensed Program
Manager, Diavid Magby, with attached exhibits.-

1.6  Marilyn Geinette, Respondent, has never held a credential to practice as a
health care professional in the state of Washington. |

1.7  During the timeframe including the period between November 5, 2002
through January 9, 2003, Respondent worked at a hair removal and skin rejuvenation
clinic known as Laser Works of Seattle (Laser Works), located in Tukwila, WA, where
the activities described herein occurred. |

" 1.8 Respondent offered laser treatment to human patients as a cure for and to -
arhelioratel excessive hair, Wrinkles and unsightly veins.

1.9  Respondent advised prospective patients that the laser energy éhe

.applied was “medical treatment” with anticipated “clinical résults" and potentially harmful
side effects.

1.10 Respondent applied penetrating laser energy to human patients for hair
removal, wrinkle reduction, and improvement in the appearance of leg veins. Such
applications caused color changes, blisters and welts in the patients’ tissue.

1.11 Respondent provided antibiotic ointment to one or more patients who
suffered tissue damage from the laser applications and advised patients as to methods
of treatment for such damage.

Section 2: CONCLUSIONS OF LAW

2.1 The Secretary of Health has jurisdicfion over Respondent and over the
subject matter of this proceeding.

2.2 Respondent is subject to the provisions of RCW chapters 18.71.011 and

18.71.021.

FINDINGS OF FACT, CONCLUSIONS OF LAW AND FINAL ORDER OF DEFAULT PAGE 2 OF 5
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2.3 Respondent did not file a response to the Notice of Intent to Issue Cease
and Desist Order within the time allowed by WAC 246-10-203. Pursuant to
RCW 18.130.09b(1) and RCW 34.05.440, Respondent is_ in default and the Secretary
may issue a dispositive order based on the evidence presented fo it.

2.4  Based upon the Findings of Fact in Section 1, Respondent engaged in the
unlicensed practice of medicine in violation of RCW 18.71.011(1), (2), (3) and RCW
18.71.021.

25 The Secretéw.detemines that sufficient grounds exist to issue a Cease
and Desist Order to Respondent, pursuant to RCW 18.130.190.. |

Section 3: ORDER

Based on the foregoing Findings of Fact and Conclusions of Law, the Secretan‘(
of Heaith hereby makes the following FINAL ORDER.

3.1 Respondent shall permanently CEASE AND DESIST from engaging in
any and all conduct constituting practice of medicine unless she has obtained
appropriate licensure or otherwise meets an exemption

3.2  Respondent shall pay a civil fine in.the amount of one thousand dollars
($1,000.00). The fine shall be paid by certified or cashier’s check or money order within
sixty (60) days of the filing of this order, payable to the Department of Health,
Unlicensed Practice Program, P.Q. Box 1089, Olympia WA 98507-1099.

3.3 The effective date of this Final Order is the date the original bearing the
judge’s signature is filed with the Adjudicative Service Unit. The Respondent shall not

submit any fees or compliance documents until after the effective date of this Final

Order.

FINDINGS OF FACT, CONCLUSIONS OF LAW AND FINAL ORDER OF DEFAULT PAGE 30OF 5
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Section 4: NOTICE TO PARTIES

As provided in RCW 34.705.461(3), RCW 34.05.470, and WAC 246-11-580, either
party may file a petition for reconsideration. The petition must be filed. with the
Department of Health, Adjudicative Service Unit, P.O. Box 47879, Olympia,
WA 98504-7879, within ten (10} days of service of this Final Order. The petition must
state the specific grounds upon which reconsideration is requested and the relief
requested. The petition for reconsidération shall not stay the effectiveness of this Final
Order. The petition for reconsideration is deemed to have been denied twenty (20)
days after the petition is filed if the Secretary of Health has not acted on the petition or
served written notice of the date by which action will be taken on the petition.

"Filing" means actual receipt of the document by the Adjudicative Service Unit,
RCW 34.05.010(6) and WAC 246-10-102. This Final Order was "served" upon you on
the day it was deposited in the United States mail, RCW 34.05.010(18).
/) |
i
i
i
I
/]
I
"
I
i

i
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Proceedings for judicial review may be instituted by filing a petition in the superior
court in accord with the procedures specified in chapter 34.05 RCW, Part V, Judicial
Review and Civil Enforcement. The petition for judicial review must be filed within thirty

(30) days after service of this Final Order, as provided by RCW 34.05.542.

DATED ' ' , 2005.

STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

PRESIDING OFFICER

Presented by:

—Z

TERESK LANDREAU, WSBA# 9591
Departfment of Health Staff Attorney

J/k% Y. :'7’:,_26'@ ;/

Date

[ INTERNAL TRACKING NUMBERS: PROGRAM NO. 2002-09-0004Ul
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STEPHAN O. FJELSTAD PLLC

ATTORNEY AT LAW
1001 FOURTH AVENUE, SUITE 3200
SEATTLE, WASHINGTON 98154
VOICE: (206) 340-6100
FAX: (206) 340-6105
EMAIL: sfjelstad@northstarlaw.com

May 12, 2005
Via Facsimile and Mail

Department of Health
Adjudicative Service Unit
P.O. Box 47879

Olympia, WA 98504-7879

Re:  Inthe Matter of the Unlicensed Practice of Medicine by

Cheri Winterstein; Docket No. 04-08-B-1006UR,; Program No. 2002-08-0019;
Shaney Shoengarth; Docket No. 04-08-B-1007UR; Program No. 2002-12-0013;
and

Marilyn Gelnette;, Docket No. 04-07-B-1063UR; Program No. 2002-09-0004.

Dear Adjudicative Service Unit and Health Law Judge:

[ recently received notices of intent to issue cease and desist orders and other documents
from the Depariment of Health (DOH) for each of the above-named individuals. I previously
represented these individuals concerning the initial phases of the DOH investigation. Because
approximately two years has passed since we last heard from the DOH in thesc matters,
however. we assumed the investigation had ended. 1 have not heard from or communicated with
these individuals for approximately those same twa years.

After now receiving the notices of intent to issue the cease and desist orders, [ have
attempted to contact all three of them and have been unsuccessful—I do not have and cannot find
current addresses or telephone numbers for any of them. The company where they previously
worked and where [ contacted them previously is no longer in business. I did contact an
individual who used to work with them years ago, who believes that Ms. Winterstein and Ms.
Gelnette moved out of the State of Washington some time ago, and that all of them (including
Ms. Shoengarth) retired from the type of work for which the DOH commenced its investigation.
That is as much as [ have been able to leam thus far.
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. May 12, 2005

Page 2

I also do not believe the DOH notices sent to these individuals at their previous
workplace address reached them, in other words, to my knowledge, they have as yet been
notified of the DOH’s cease and order or of their options for responding.

Given my inability thus far to contact these individuals, 1 cannot purport to represent
them at this time, and I request that you not construe this letter as a notice of appearance. Ido
believe, however, that it would be in their best interest for me to request, on their behalf, an
additional sixty (60) days for their responses to the cease and desist notice. Please accept this
letter as that request. This will afford me time in which [ will continue to attempt to contact the
three respondents and determine whether they would like me to represent them again and, if so,
whether they are amepable to signing the proposed stipulated findings of fact, conclusions of law
and agreed orders to cease and desist, and otherwise submitting answers to the notice,

I would appreciate your forbearance in this matter as I believe it would be in everyone's
best interest to give these individuals an opportunity to respond.

Very truly yours,

SOF:sof

cc:

Richard McCartan, AAG
Attorney General’s Office
P.O. Box 40109

Olympia, WA 98504-0109

Teresa Landreau
Staff Attorney, Dept, of Health
P.O. Box 47873

Olympia, WA 98504-4345
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
_ SECRETARY OF HEALTH
. UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice of

Medicine: ’ ‘Docket No. 04-07-B-1063UR
MARILYN GELNETTE, _ DECLARATION OF SERVICE BY
Respondent. MAIL

Program No. 2002-09-0004

Under penalty of perjury under the laws of the state of Washington, | declare that
the following is true and correct: |

On April 20, 2005 | served a true and correct copy of a Notice of Intent to Issue
Cease and Desist Order, Notice of Opportunity for Settlement and Hearing; Answer to
Notice of Intent to Issue Cease and Desist Order and Request for Settlement and o
Hearing; and Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to
Cease and Desist by placing same in the U.S. mail postage prepaid, on the following

parties to this case:

Richard McCartan, AAG Marilyn Gelnette
Attorney General's Office 411 Strander Blvd Ste 108
P.O. Box 40109 Tukwila, WA 98188

Olympia, WA 98504-0109

Stephan Fjelstad
Attorney at Law

1424 Fourth Ave, Ste 909
Seattle, WA 98101-2217

(%I\AJ& MM

Efika Quinn-Ellenbecker, Legal Assistant \

Original filed with:
Department of Health
Adjudicative Service Unit
P.O. Box 47879

Olympia, WA 28504-7879

DECLARATION OF SERVICE BY MAIL PAGE 1 OF 1
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice of

Medicine: Docket_ No. 04-07-B-1063UR
MARILYN GELNETTE, DECLARATION OF SERVICE BY
Respondent. MAIL

Program No. 2002-09-0004

Under penalty of perjury under the laws of the state of Washington, | declare that
~ the following is true and correct:

On April 27, 2005 | re-served a true and correct copy of a Notice of Intent to Issue
Cease and Desist Order; Notice of Opportunity for Settlement and Hearing; Answer to
Notice of Intent to Issue Cease and Desist Order and Request for Settlement and
Hearing; and Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to
Cease and Desist by placing same in the U.S. maii postage prepaid, on the following
parties to this case:

Richard McCartan, AAG

Attorney General's Office

P.O. Box 40109

Olympia, WA 98504-0109
(w/o enclosures)

Marilyn Gelnette
c/o Stephan Fjelstad
Attorney at Law

1001 4" Ave Ste 3200
Seattle, WA 98154-1003

Erika Quinn-Ellenbecker, Legal Assistant
Original filed with:

Department of Health

Adiudicative Service Unit

P.O. Box 47879

Olympia, WA 98504-7879

DECLARATION OF SERVICE BY MAIL PAGE 1 OF 1
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
: SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice of
Medicine by: Docket No. 04-07-B-1063UR .
' NOTICE OF OPPORTUNITY FOR
MARILYN GELNETTE, - | SETTLEMENT HEARING
Respondent.

You are notified that a Notice c:f Intent to Issue Cease and Desist Order has been
issued by the Unlicensed Practice Program (Program), a copy of which is enclosed. The
Notice of Intent to Issue Cease and Desist Order initiates the process by Which the Office
of Professional Standards, designee of the Secretary of Health, will determine whether
you have engaged in the unlicensed practice of medicine pursuant to the meaning of
RCW 18.108.030 as alleged in the Notice of Intent to Issue Cease and Desist Order. If
you are found to have engaged in the unlicensed practice of medicine, the Presiding
Officer may issue a permanent Cease and Desist Order and impose a civil fine, as
provided in RCW 18.130.190.

You may request an adjudicative proceeding by filing an answer to the Notice of
Intent to Issue Cease and Desist Order. Your answer to the Notice of Intent provides you
the opportunity to request an adjudicative proceeding or to waive the opportunity for an
adjudicative proceeding, pursuant to RCW 34.05.413 and WAC 246-10-203. An answer
form is enclosed.

YOUR ANSWER TO THE NOTICE OF INTENT TO ISSUE CEASE AND DESIST
ORDER MUST BE RECEIVED BY THE ADJUDICATIVE SERV!CE UNIT WITHIN

TWENTY (20) DAYS FROM THE DATE THIS NOTICE WAS MAILED TO YOU. If the

NQTICE OF OPPORTUNITY FOR SETTLEMENT HEARING " PAGE10QOF 4
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twenty (20) day limit results in a hardship upon you, you may request in writing an
extensidn,for good cause not to exceed sixty (60) additional days. A request for
extension must be received by ihe Adjpdicative Service Unit within twenty (20) days from
the date this notice was mailed to you. The Pre;siding Officer will grant an extension for
good cause.

Failure to file an answer within the twenty (20) day time limit or within thé time limit -
established by a hardship extension constitutes a default. Pursuant to RCW 34.05.440
and WAC 246-10-204, a default will result in the loss of your right to an adjudicative
proceeding, including a hearing, and resolution of the case without your participation. A
default may result in the issuance of a permaneﬁt Cease and Desist Order and the
imposition of a civil fine.

If you waive your opportunity for settlement and hearing, the case will be resolved
without your further participation. Resolution of the case may include the issuance of a
permanent Cease and Desist Order and the imposition of a civil fine. You may submit a
written statement for consideration by the Presiding Officer, so long as that statement is
feceived by the Adjudiqative Service Unit within twenty (20) days of the date this notice
Fv"v;s ﬁ"lal'ilédi {ol you oriwit'hin‘ tiu—:“ lirme iimit est-ab_li—s-h-éd- by-a hardship extéﬁé.ion. |

If you request an adjudicative proceeding, you will have an obportunity to settle the
maltter prior to a hearing. In seeking a settlement, you may submit a written statement
and any supporting materials for consideration. A writtéh settlement offer may be
included with the Notice of Intent to Issue Cease and Desist Order or may be sent to you

at a later date. If a setllement cannot be achieved through written documents, a

settiement conference will be held. If a settlement cannot be reached, then the matter will

NOTICE OF OPPORTUNITY FOR SETTLEMENT HEARING PAGE 2 OF 4
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proceéd to a hearing.

Notice of the date, time, and location of the hearing will be sent to you at least
seven (7) dag-/s in advaﬁce. At the hearing, you may appear personally and may be
represented by counse! at your. own e*pense. The Hearing wi_ll be scheduled and
conducted according to the requirements of the Administrative Procedure Act, chapter
RCW 34.05, and the procedural rules of WAC 246-10.

| if you request an adjudicative proceeding but fail to appear or participate in a
hearing or other stage of the adjudicative procéeding, you may be held in default
Pursuant io RCW 34.05.434, the names, addresses, and telephone numbers of the
Presiding Officer, the parties to whom notice is given, and their representatives are
attached and incorporated herein by reference.

Respondent shéll inform the Unlicensed Practice Program and the Adjudicative
Service Unit, in writing, of changes in residential or business address within thirty (30)
days of any such change. Changes shall be sent to Department of Health, Unlicensed
Practice Program, P.Q. Box 47874, Olympia, WA 98504-7874 and Department of
Health, Adjudicative Service Unit, P.O. Box 47879, Olympia. WA 98504-7879.

DATED this /2 day of Q/MJ 2005

STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

KO@ o M@é

DAVID MAGBY
Unlicensed Practicé Program Manager

1_ INTERNAL TRACKING NUMBER: PROGRAM NO. 2002-09-0004
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Pursuant to RCW 34.05.434, the following parties, representatlves and ofﬂcers
have been given notice of this proceeding.

Adjudicative Service Unit

Department Of Health

P.O. Box 47879

Olympia, WA 98504-7879

Phone: 360-236-4677

Fax: (360) 586-2171

Unlicensed Practice Program
Department Of Health

Chyma Miller-Smith, Program Manager
‘Po Box 47874

Olympia, WA 98504-7874

Phone: 360-236-4659

Aftorney For Unlicensed Practice Program
Richard Mccartan, AAG

Attorney General's Office

P.O. Box 40109

Olympia, WA 98504-0109

Phone: 360-664-4998

Representative Of The Secretary Profession For Purposes Of Settlement Negotiations
Teresa Landreau, Staff Attorney
Department Of Health

Legal Unit

P.O. Box 47873

Olympia, WA 98504-7873

Phone: 360-236-4845

Fax: 360-236-4930

Health Law Judge, Presiding Officer
Department Of Health
F.O. Box 47879

Olympia, WA 98504-7879
Phone: 360-236-4677
Fax: 360-586-2171
Respondent

Marilyn Geinette

411 Strander Bivd Ste 108
Tukwila, WA 98188
Phone: (206) 575-8300
Attorney For Respondent
Stephan Fjelstad

1424 Fourth Ave, Ste 909
Seattle, WA 98101-2217
Phone: (206) 903-0664

NOTICE OF OPPORTUNITY FOR SETTLEMENT HEARING PAGE 4 OF 4
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1.5  Respondent applied penetrating laser energy to human patients for hair removal,
wrinkle-reduction, and improvement in the appearance of leg veins. Such applications
caused color changes, blisters and welts in the patients’ tissue.
1.6  Respondent provided antibiotic ointment to one or moré patients who suffered
tissue damage from the laser applications and advised patients as to methods of
treatment for such damage. |
Section 2: ALLEGED VIOLATIONS

2.1 The conduct described in Sections 1.1 through 1.6 constitutes the unlicensed
practice of medicine in violation of RCW 18.71.011(1), (2), and (3) and RCW 18.71.021.

RCW 18.71.011 Definition of practice of medicine --

Engaging in practice of chiropractic prohibited, when.

A person is practicing medicine if he does one or more of

the following:

(1) Offers or undertakes to diagnose, cure, advise or

prescribe for any human disease, ailment, injury, infirmity,

deformity, pain or other condition, physical or mental, real or

imaginary, by any means or instrumentatlity;

(2) Administers or presbribes drugs or medicinal
preparations to be used by any other person;

(3) Severs or penetrates the tissues of human beings;

RCW 18.71.021 License required. No person may practice’

or represent himself or herself as practicing medicine without

first having a valid license to do so.

2.2 The violation described in paragraph 2.1 constitutes grounds for issuance of a
cease and desist order pursuant to RCW 18.130.190.

R/

1l
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed : :
Practice of Medicine of: Docket No. 04-07-B-1063UR
MARILYN GELNETTE NOTICE OF INTENT TO ISSUE
CEASE AND DESIST ORDER

Respondent

David Magby, Manager of the Unlicensed Practice Program (Program), on
designation by the Secretary of Health, makes the aIIegatibns below, which are
supported by evidence contained in program case file no. 2002-09-0004.

Section 1: FACTUAL ALLEGATIONS
1.1 Marilyn Gelnette (Respondent) has never held a credential to practice as a
heatth care professional in the state of Wa-shington.
1-.2 During the timeframe including the period between November 5, 2002 through
January 9, 2003, Respondent worked at a hair re&uoval and skin rejuvenation clinic
known as Laser Works of Seattle (Laser Works), located in Tukwila, WA, where the
activities described herein occurred.
1.3  Respondent offered laser treatment to human patients as a cure for and to
ameliorate excessive hair, wrinkles and unsightly veins. |
1.4 Respondent advised prospective patients that the laser energy she applied was
“medical treatment” with anticipated “clinical results” and potentially harmful side
effects.

/!
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. B

RCW 18.130.190 Practice without license -- Investigation
of complaints -- Cease and desist orders -~ Injunctions --
Penalties.

(1) The secretary shall investigate complaints concerning
practice by unlicensed persons of a profession or business
for which a license is required by the chapters specified in
RCW 18.130.040. In the investigation of the complaints, the
secretary shall have the same authority as provided the
secretary under RCW 18.130.050.

(2) The secretary may issue a notice of intention to issue a
cease and desist order to any person whom the secretary
has reason to believe is engaged in the unlicensed practice
of a profession or business for which a license is required by
the chapters specified in RCW 18.130.040. The person to
whom such notice is issued may request an adjudicative
proceeding to contest the charges. The request for hearing
must be filed within twenty days after service of the notice of
intention to issue a cease and desist order. The failure to
request a hearing constitutes a default, whereupon the
secretary may enter a permanent cease and desist order,
which may include a civil fine. All proceedings shall be
conducted in accordance with chapter 34.05 RCW.

(3) if the secretary makes a final determination that a person
has engaged or is engaging in unlicensed practice, the
secretary may issue a cease and desist order. In addition,
the secretary may impose a civil fine in an amount not
exceeding one thousand dollars for each day upon which
the person engaged in unlicensed practice of a business or
profession for which a license is required by one or more of
the chapters specified in RCW 18.130.040. The proceeds of
such fines shall be deposited to the health professions
account.

(4) if the secretary makes a written finding of fact that the
public interest will be irreparably harmed by delay in issuing
an order, the secretary may issue a temporary cease and
desist order. The person receiving a temporary cease and
desist order shall be provided an opportunity for a prompt
hearing. The temporary cease and desist order shall remain
in effect until further order of the secretary. The failure to
request a prompt or regularly scheduled hearing constitutes
a default, whereupon the secretary may enter a permanent
cease and desist order, which may include a civil fine.

NOTICE OF INTENT TO ISSUE CEASE AND DESIST ORDER ~ Page3of5
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(5) Neither the issuance of a cease and desist order nor
payment of a civil fine shall relieve the person so practicing
or operating a business without a license from criminal
prosecution therefore, but the remedy of a cease and desist
order or civil fine shall be in-addition to any criminal liability.
The cease and desist order is conclusive proof of unlicensed
practice and may be enforced under RCW 7.21.060. This
method of enforcement of the cease and desist order or civil
fine may be used in addition to, or as an alternative to, any
provisions for enforcement of agency orders set out in
chapter 34.05 RCW.

(6) The attorney general, a county prosecuting attorney, the
secretary, a board, or any persen may in accordance with
the laws of this state govemning injunctions, maintain an
action in the name of this state to enjoin any person
practicing a profession or business for which a license is
required by the chapters specified in RCW 18.130.040
without a license from engaging in such practice or operating
such business until the required license is secured.
However, the injunction shall not relieve the person so
practicing or operating a business without a license from
criminal prosecution therefore, but the remedy by injunction
shall be in addition to any criminal liability.

(7) Unlicensed practice of a profession or operating a
business for which a license is required by the chapters
specified in RCW 18.130.040, unless otherwise exempted
by law, constitutes a gross misdemeanor for a single
violation. Each subsequent violation, whether alleged in the
same or in subsequent prosecutions, is a class C felony. All
fees, fines, forfeitures, and penalties collected or assessed
by a court because of a violation of this section shall be
remitted to the health professions account.

2.3 Pursuant to RCW 18.130.190 the Secretary of Health is authorized to issue a
cease and desist order against a person upon a determination that such person has
engaged in or is engaging in unlicensed practice of medicine and may impose a fine of Qp
to one thousand dollars {$1,000.00) for each day of unlicensed practice.

i
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Section 3: NOTICE TO RESPONDENT
David Magby, Manager of the Unlicensed F‘ractice Program, alleges that the
conduct referenced herein affects the public heaith, safety, and welfare; that a notice
should be issued and served as provided by law to the Respondent giving the
Respondent the opportunity to respond to the charges that she practiced as a physician
withoet the proper license, and that if the Respondent fails to defend against these
matters a permanent Cease and Desist Order may be issued and a civil fine imposed

without further notice or opportunity for a hearing.

DATED this /¥ dayof /04 ) 2005.

4

STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

é)uuj YA
DAVID MAGBY
Unlicensed Practice Program Manager

| <de
RICHARD MCARTAN  WSBA# €323
Assistant Attomey General Prosecutor

| INTERNAL TRACKING NUMBER: PROGRAM NO. 2002-09-0004 |
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed Practice of o -
Medicine by: Docket No. 04-07-B-1063UR
ANSWER TO NOTICE OF
MARILYN GELNETTE, INTENT TO ISSUE CEASE AND
Respondent. DESIST ORDER AND REQUEST FOR
SETTLEMENT AND HEARING
TO: Correct Name:

Marilyn Gelnette
411 Strander Blvd Ste 108 Correct Address:
Tukwila, VWA 98188

Phone: (206) 575-8300 Correct Phone:

INSTRUCTIONS: This form may be used to answer the Notice of Intent to Issue

Cease and Desist Order and to request settlement and a hearing. Correct your hame,
address, and telephone number above, if necessary, enter your answers below, and sign
and date this form. Return it to:

DEPARTMENT OF HEALTH

ADJUDICATIVE SERVICE UNIT

P.O. BOX 47879

OLYMPIA, WA 98504-7879

TELEPHONE: (360) 2364677

THIS FORM MUST BE RECEIVED BY THE ADJUDICATIVE SERVICE UNIT
WITHIN TWENTY (20) DAYS FROM THE DATE THIS NOTICE WAS MAILED TO YOU.

If the twenty (20) day limit results in a hardship upon you, you may request in writing an

extension for good cause not to exceed sixty (60) additional days. A request for

ANSWER TO NOTICE OF PAGE 1OF &
INTENT TQ ISSUE CEASE AND DESIST ORDER

AND REQUEST FOR SETTLEMENT AND HEARING
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extension must be received by the Adjudicative Service Unit within twenty (20) days from
the date this notice was mailed t6 you. The Presiding Officer will grant an extension for
good cause. Failure to file an answer within the twenty (20) day time limit or within the
time limit established by a hardship extension constitutes a default. 'Pursuant to RCW
34.05.440 and WAC 246-10-204, a defauit will result in the loss of your right to an
adjudicative proceeding, including a heéring, and resolution of the case without your
participation. A default may result in the issuance of a permanent Cease and Desist
Order and the imposition of a fine.

Section 1: REQUEST FOR ADJUDICATIVE PROCEEDING

INSTRUCTIONS: Mark one (1) of the following:

O I waive my opportunity for settlement and hearing. | am enclosing my
written statement and/or any materials | wish to have the Presiding Officer
consider in disposition of the case.

O | request an opportunity for settlement and a hearing if settlement is not
reached. | understand that a scheduling order will be issued and that | (or
my attorney) will be required to participate in all stages of the adjudicative
proceeding in accordance with WAC 246-10.

O | accept the settlement offer as proposed in the Stipulated Findings of
Fact, Conclusions of Law, and Agrged Order to Ceas_e and Desist (Agreed
Order). | have signed that settlement offer and am returning it. In the
event that the settlement is not accepted by the Presiding Officer, |

request a hearing.

ANSWER TO NOTICE OF - PAGE 2 OF 5
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Section 2: REPRESENTATION

INSTRUCTIONS: Mark the appropriate response and provide correct information:

a I will be represented by an attorney who must file a Notice of Appearance.
His/her name, address, and telephone number are:

Name:

Address:

Telephone:

O I will not be represented by an aﬁdrney.

Section 3: RESPONSE TO ALLEGATIONS

INSTRUCTIONS: Indicate below whether you admit, deny, or do not contest each

of the alleged facts and alleged violations contained in the numbered paragraphs in the
Notice of Intent to Issue Cease and Desist Order. Check one (1) response for each
numbered paragraph.

]

/

i

/"
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Paragraph Number { Admit [ Deny | Do Not Contest

1.1
1.2
1.3
1.4
1.5
1.6
2.1

2.2
2.3

INSTRUCTIONS: Mark the appropriate response:

O | have attached a sworn statement in my defense or in mitigation of
charges.
O | have not attached a sworn statement.

Section 4: INTERPRETER REQUEST

INSTRUCTIONS: Complete the appropriate information if you request an

interpreter because of a primary language other than English and/or because of a hearing
or speech impairment. If you later determine that an interpreter will be necessary, you
must nolify the parties listed in the Notice of Opportunity for Séﬁlément and Hearing.
Costs for an interpreter will be paid pursuant to WAC 246-10-121.

O | request Ithat a qualified interpreter be appointed to interpret for me or for

my witness(es). My (or my witness(es)’) primary language is

O I request that a qualified interpreter be appointed to interpret for me or for

ANSWER TO NOTICE OF PAGE4OF 5
INTENT TO ISSUE CEASE AND DESIST ORDER
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my witness(es). My (or my witness(es)’) hearing or speech impairment

requires an interpreter able to communicate in the following language:

Section 5: PROCEDURAL RIGHTS
Pursuant to .RCW 34.05, you have the right to demand a hearing, to be
represented by an attorney at your own expense, to subpoena witnesses or the
production of books or documents, and to otherwise defend against the allegations in the
Notice of lntent to Issue Cease and Desist Order.
The Secretary of Health has adopted procedural rules for the exercise of these
rights and for the conduct of any adjudicative proceeding you request. The rules are

contained in WAC 246-10.

DATED: , 2005.

MARILYN GELNETTE
Respondent

[ INTERNAL TRACKING NUMBER: ' PROGRAM NO. 2002-09-0004 |
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

In the Matter of the Unlicensed -

Practice of Medicine of: Docket No. 04-07-B-1063UR

MARILYN GELNETTE STIPULATED FINDINGS OF
_ FACT, CONCLUSIONS OF LAW,
Respondent. AND AGREED ORDER TO
CEASE AND DESIST

The Unlicensed Practice Program (Program) of the Department of Health
(Department), by and through Teresa Landreau, Departiment of Health Staff Attorney, and
Marilyn Gelnette, Respondent, represented by her attorney, Stephan Fjelstad, stipulate
and agree to the following:

Section 1: PROCEDURAL STIPULATIONS
1.1 The Program of the Department has served on Respondent a Notice of Intent to
Issue Cease and Desist Order (Notice), under the above docket number, which alleges
that Respohdent engaged in conduct constituting unlicensed practice of medicine.
1.2 Respondent understands that the state of Washington is prepared to proceed to a
hearing on the allegations in the Notice.
1.3 Respondent understands that she has the right to defend herself against the
allegations in the Notice by presenting evidence at a hearing.
1.4 Respdndent understands that , should the State prove the allegations in the Notice,
the Secretary of Health (Secrelary) has the power and authority to issue a permanent

Cease and Desist Order and impose a fine under RCW 18.120.190.

STIPULATED FINDINGS OF FACT, CONCLUSIONS OF LAW, Page 10f6
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1.5 Respondent and the Program agree to expedite the resolution of thfs matter by
means of this Stipulated Findings of Fact, Conclusions of Law, and Agreed Order to
Cease and Desist (Agreed Order).
1.6 Respondent waives the opportunity for a hearing on the Notice contingent upon
signature and acceptance of the Agreed Order by the Secrefary.
1.7  This Agreed Order is not binding unless and until it is signed and accepted by the
Secretary.
1.8 _ Should this Agreed Order be rejected, Respondent waives any objection to the
participation at hearing of the Health Law ;Judge who heard the Agreed Order
presentation.
Section 2: STIPULATED FACTS

‘Respondent and the State stipulate and agree to ehtry of the following findings of
fact:
2.1 Marilyn Gelnette (Respondent) has never held a credential to practice as a health
care professional in the state of Washington.
2.2  During the timeframe including the period between November 5, 2002 through
January 9, 2003, Respondent worked at a hair removal and skin rejuvenation clinic known
as Laser Works of Seattle (Laser Wbrks), located in Tukwila, WA, where the activities
described herein occurred. |
2.3  Respondent offered laser treatment to human patients as a cure for and to
ameliorate excessive hair, wrinkles and unsightly veins.
2.4 Respondent advised prospective patients that the laser energy she applied was

“medical treatment” with anticipated “clinical results” and potentially harmful side effects.

STIPULATED FINDINGS OF FACT, CONCLUSIONS OF LAW, Page 2 of 6
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2.5 Respondent applied pénefrating laser energy to human patients for hair removal,
wrinkle reduction, and improvement in the appearance of leg veins. Such applications
caused color changes, blisters and welts in the patients' tissue. |
26 Reépondent provided antibiotic ointment to one or more patients who suffered
tissue damage from the laser applications an'd advised patients -as to methods of
treatment for such damage.
Section 3: CONCLUSIONS OF LAW

Respondent and the State stipulate and agree to entry of the following conclusions
of law based on the stipulated findings of fact, above:
3.1 The facts above in Section 2 establish that Respondent has engaged in conduct
constituting unlicensed practice of medicine in violation of-RCW 18.71.011(1) (2) (3) and
RCW 18.71.021.
3.2 The Secretary has jurisdiction over Respondent and over the subject matter of this
proceeding under RCW 18.130.190. |
3.3 The Secretary has the power and authority to issue a permanent Cease and Desist
Order and impose a fine under RCW 18.130.190.
3.4  The stipulated findings of fact and conclusions of law herein constitute grounds for
the issuance of a permanent Cease and Desist Order under RCW 18.120.190.

Section 4: AGREED ORDER

Based on the preceding stipulated Findings of Fact and Conclusions of Law, the

State and Respondent hereby stipulate and agree to the terms and conditions of this

Agreed Order:

STIPULATED FINDINGS OF FACT, CONCLUSIONS OF LAW, Page 3 of 6
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4.‘1 Respondent shall permanently CEASE AND DESIST froﬁ engaging in any and all
conduct constituting practice of medicine unless she has o'btained appropriate licensure or
otherwise meets an exemption.

4.2  Respondent shall pay a civil fine in the amount of ten thousand dollars ($10,000.00)
within sixty (60) days of the filing date of the Agreed Order. Nine thousand dollars
($9,000.00) of the fine shall be stayed on condition Respondent compties with the terms of
this order. The remaining c;ne thousan-d dollars ($1000) shall be paid by cert'ified or
cashier’s check or money order within six (6) months of the filing of this order, payable to |
the Department of Health, and mailed to the Department of Heaith, Unlicensed Practice
Program, P.O. Box 1099, Olympia, WA 98507-1099.

4.3 The effective date of the Agreed Order is the date the original bearing the judge’s
signature is filed with the Adjudicative Service Unit. The Respondent shall not submit any
fees or compliance documents until after the effecti.ve date of this Agreed Order.

i
"
I
/"

i
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, Marilyn Gelnette, 'hereby certify that | have read this stipulated Findings of Fact,
Conclusions‘of Law, and Agreed Order to Cease and Desist in its eﬁtirety; that my counsel
of record, Stephan Fjelstad, has fully explained the legal significance and consequence of
_ it; that | fully understand and agreé to all of it; and that & may be presented to the
. Secretary without my appearance. If the Secretary accepts this stipulated Findings of

Fact, Conclusions_ of Law, and Agreed Order to Cease and Desist, | understand that | will

receive a signed copy.

MARILYN GELNETTE
Respondent

Date

STEPHAN FJELSTAD, WSBA #
Attorney for Respondent

Date
{!

i

"

I

i

i
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Section 5: ORDER

The Secretary of Health accepts and enters this stiputated Findings of Fact,

Conclusions of Law, and Agreed Order to Cease and Desist.

DATED this day of

2005.

Presented by:

STATE OF WASHINGTON
DEPARTMENT OF HEALTH
SECRETARY OF HEALTH
UNLICENSED PRACTICE PROGRAM

Health Law Judge

TERESA LANDREAU, WSBA #9591
Department of Health Staff Attorney

Date

| INTERNAL TRACKING NUMBER:

PROGRAM NO. 2002-09-0004 “|
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Health Professions Quality Assurance Division
Investigation Service Unit

MEMORANDUM

DATE: December 5, 2005

TO: Lisa Noonan
Disciplinary Manager

FROM: Robin Crowell-Pisano
Unlicensed Practice Unit

SUBJECT: Marilyn Gelnette
2002-09-0004U1

Attached is a copy of the investigation report and Cease and Desist Order for
Marilyn Gelnette.

Ms. Gelnette was practicing medicine without a license.
If you have any questions, please feel free to contact Chyma at (360) 236-4659.
Thank you!

Enclosure
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DEPARTMENT OF HEALTH
HEALTH PROFESSIONS QUALITY ASSURANCE DIVISION

CONFIDENTIAL INVESTIGATION REPORT
PREPARED FOR THE
SECRETARY, DEPARTMENT OF HEALTH

i e e v e vl e e e e o

Case # 2002-09-0004U1
RESPONDENT: MARILYN GELNETTE

(Companion Case #2002-08-0019U1 Winterstein & #2002-12-0013UI Shoengarth)

v e e v e e ek ok

TABLE OF CONTENTS

APPENDIX A - RESPONDENT INFORMATION
APPENDIX B - COMPLAINANT INFORMATION
APPENDIX C - CONTACT LIST

APPENDIX D - GENERAL SUMMARY
APPENDIX E - EVIDENCE/EXHIBITS
APPENDIX F - POSSIBLE VIOLATIONS
APPENDIX G - ACTIVITY REPORT

APPENDIX H - REQUEST FOR INVESTIGATION
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Investigator: Gayle M. Crowley
Health Care Investigator
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APPENDIX A

RESPONDENT INFORMATION

NAME: MARILYN GELNETTE
BUSINESS ADDRESS: 411 Strander Bivd., Suite 108
Tukwila, WA 98188
BUSINESS TELEPHONE #:  (206) 575-8300

RESIDENCE ADDRESS: N/A
RESIDENCE TELEPHONE #: N/A

LICENSE NUMBER: Unlicensed
DATE ISSUED: N/A
EXPIRATION DATE: N/A
BIRTH DATE: N/A
SPECIALIZATION: N/A
PREVIOUS COMPLAINT HISTORY: 0/0

ATTORNEY IDENTIFICATION: Stephan O. Fjelstad, PLLC

2002-09-0004U!1 / MARILYN GELNETTE
Page 2 of 22 pages
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APPENDIX B

COMPLAINANT INFORMATION

NAME 4 - Identity - Whistleblower.

BUSINESS ADDRESS:

4 - Identity - Whistleblower Regarding Health Care ...

BUSINESS TELEPHONE # :

RESIDENCE ADDRESS: N/A

RESIDENCE TELEPHONE #: N/A

ATTORNEY: N/A
ATTORNEY ADDRESS: N/A

ATTORNEY TELEPHONE #: N/A

2002-09-0004U1 / MARILYN GELNETTE
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APPENDIX C

CONTACT LIST

John A, Fisher, MD
33C Etruria Street
Seattle, WA 98109
(206) 680-7752 Home
(206) 205-2410 Work
(206) 680-7752 Pager

Eric Moore

Laser Works of Seattle

411 Strander Blvd., Suite 108
Tukwila, VWA 98188

(206) 575-8300

(206) 501-7710 Cell

George Heye, MD
Medical Consultant
Medical QA Commission
1300 SE Quince

P. O. Box 47874
QOlympia, WA 98504
(360) 236-4795

Kathy Maynor

Altus Medical, Inc.

821 Cowan Road
Burlingame, CA 94010
((650) 259-5586

Rosie McGrew
Department of Licensing
Cosmetology

(360) 664-6625

Elizabeth Bianchi, MD
10808 46" Ave.
Spokane, WA

(509) 926-8462 Home
(509) 995-0368 Cell

2002-09-0004U1 / MARILYN GELNETTE

Page 4 of 22 pages

BIANCHI, ELIZABETH 2005100073MD PAGE 430



Gayle M. Crowley

Health Care Investigator
20435 72" Ave., S, Suite 200
Kent, WA 98032

(253} 395-6709

2002-09-0004U1 / MARILYN GELNETTE
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APPENDIX D

GENERAL SUMMARY

THE INFORMATION CONTAINED IN THIS REPORT, WITH IT'S ACCOMPANYING
EVIDENCE AND EXHIBITS, SHOULD BE CONSIDERED IN CONJUNCTION WITH THAT
INFORMATION INCLUDED IN THE COMPANION CASE FILES FOR THE MATTER
REFERENCED ABOVE ON THE COVER PAGE OF THIS REPORT.

This investigation was initiated by receipt of a compiaint at the Unlicensed Program of the
Department of Health, from , on September 4, 2002.

complainant, says he received treatment for hair removal from the respondent on August 28,
2002. He alleges the respondent, Marilyn Gelnette, told him she could guarantee him 100%
that if he had treatment on his cheek, he would be able to go to work and be fine. He says he
let her perform the treatment. He alleges she only treated his left cheek because the laser
broke hefore she could finish the other side. He alleges after the treatment, his cheek was red
and he received blisters. At the date of this E-mail complaint, September 4, 2002, he alleges
his cheek is starting to get back to their normal color.

The complainant is wondering what can be done to stop this from happening to him or another
person. He says no one should go through this treatment. Page 1

On September 9, 2002, the Unlicensed Program requested a fieid investigation be conducted to
verify if the respondent is providing any type of medical services for which requires licensure.
Page 2

On September 17, 2002, a telephone interview was conducted with the complainant of the
companion case file. She provided names of patients and also gave information regarding
Laser Works and how the business is run.

On October 22, 2002, information was obtained from the Internet website for the State of
Washington Cosmetology Board, inciuding the requirements for licensure.  Pages 3-12

On December 17, 2002, information about laser treatment and equipment from various
agencies was obtained from the Department of Health, Unlicensed Program Manager.
Pages 13-30

On December 17, 2002, a telephone interview was conducted with Dr. John Fisher, medical
director of Laser Works, Inc. Dr. Fisher was not aware an investigation was open. He became
the medical director to help the company with financing of the laser. He doesn’t have much
contact with the business, but does receive a monthly check for $500 for them to use him as
their medical director.

Dr. Fisher states in the three years he has been involved in the business, he was only called to
see someone once, just after the business opened. He has not been to the business in at least
six months and has not worked with or know any of the employees working at the Laser Works.

Dr. Fisher is full time employed as the Public Medical Doctor for King County, in the jail systems
at different locations. It is his understanding the owners of Laser Works, Inc. have nurses
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providing treatment in their offices. He is unaware of any non-medical personnel providing
treatment to patients. :

Dr. Fisher explained he ordered Lidocaine (later identified as 5% topical) for the business and
the prescriptions were mailed directly to Laser Works. A Memo To File was prepared from this
interview. Page 31

On December 17, 2002, a field visit was made to the respondent’s place of employment, Laser
Works, Inc., with health care investigator Jim Voiland. Pictures were taken of the front reception
office, treatment rooms, equipment being used for treatment, and framed posters.

An interview was conducted with owner Eric Moore. Mr. Moore states his employees are not
performing any medical treatment to individuals who come in for their services. He identified
these individuals as clients or customers.

Mr. Moore says they did not hire Dr. Fisher to be the medical director out of necessity. They
hired Dr. Fisher so they could have him order the lasers and obtain easier and better financing.
Dr. Fisher was mainly a figurehead for the financing, and had little to do with the day-to-day
operations of the business,

Mr. Moore says this office has seen 1,000's of people. The employees have been trained by
the companies on how to work the lasers. He says nothing the employees do when working
with the lasers require a physician or nurse. He identified the respondent as being a
cosmetologist and that she started working her in June 2002. He and the respondent usually do
the intakes on all incoming patients/clients/customers. They find out which areas and describe
--the process and costs.

When Mr. Moore was asked about the respondent and companion case respondents using
prescription strength Lidocaine on patients/clients/customers, he says Lidocaine is only given to
someone in pain that requests it. He says it's not a big deal. He couldn't remember the last
time they received any Lidocaine, but says it is rarely used. He faxes a request to Dr. Fisher,
who then orders it and it is delivered by mail to the business. Mr. Moore was unable to show us
a container of Lidocaine or where it is stored in the office, when asked, but walked around the
office and opened cabinet doors.

Mr. Moore described the four fasers being used. He says they do have a microdermabrasion
machine, but do very few treatments. Even though botox treatments are listed on Laser Works
forms, he says this office does not perform these treatments. A Memo to File was prepared
from this interview.

A copy of all Laser Works forms and brochures, located in the front reception office, were
obtained. A review of these forms included the following:

o Reminder and Referrals — This form includes the following comment. “Following
a botox treatment you should see improvements within 72 hours...”

« Informed Consent Form — Per owner Eric Moore, this is the new form they are using.
This form first sentence reads, "l understand that | will receive medical treatment
From lLaser Works of Seattle.”

o Patient Medical History
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» Patient Medical History — Vascular Treatment

» Post Treatment — Vascular

s« Pre-Treatment — Vascular

« Treatment Log

e Medical History — Skin Rejuvenation

» Informed Consent — Microdermabrasion

« Informed Consent — Skin Rejuvenation

o (lient Information Skin Rejuvenation

» Skin Rejuvenation (IPL) Post Treatment Care
~ A review was made of Laser Works appointment book. A sample of files were obtained,

including individuals previously identified by the complainant and companion case file

complainant. Pages 32-134
On December 17, 2002, a letter was delivered to the respondent and an interview was
conducted. The respondent denied she is performing any type of medical treatment or
practicing medicine. The respondent did not want to sign the Licensing Requirement
Notification at this time. Pages 135-137
On December 17, 2002, Dr. Fisher faxed a copy of his resignation as Medical Director for Laser
Works, Inc. A telephone message for Dr. Fisher verified this letter was also faxed to Eric Moore

. at his home, per Mr. Moore's request. Page 138

On December 18, 2002, a copy of the Medical Quality Assurance Commission’s Policy was
obtained from Dr. Heye. Pages 139-140

On December 19, 2002, information regarding the drug, 5% Xylocaine {Lidocaine) was obtained
from the 1997 Edition of the Physicians’ Desk Reference. Page 141

On December 19, 2002, information was obtained from several Internet Websites, including the
Federal Drug Administration (FDA), and copies printed. Further contact was made with Kathy
Maynor at Altus Medical. Ms. Maynor faxed faser FDA information. She also provided the
explanations showing how the lasers are categorized, who can buy them, and who can use
them. Pages 142-184

On December 20, 2002, an interview was conducted with Dr. John Fisher. Dr. Fisher provided
documents he had pertaining to his association and agreements with owners Eric Moore and
Jeff Schmidt of Laser Works. These documents include copies of laser lease agreements.

During this interview, Dr. Fisher signed a Witness Notification Form. He expressed his concemn
about the investigation and how it could affect his license to practice. Pages 185-204
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On December 23, 2002, a Notice of Appearance was received from the respondent’s attomey,
Stephan Fjelstad. Mr. Fjelstad is also representing the two companion case file respondents.
Page 205

During the course of conducting this investigation, Dr. Fisher provided correspondence by E-
mail. Dr. Fisher also faxed a copy of the termination of the laser leasing agreement between
himself, Jeff Schmidt, and Eric Moore. Pages 206-214

On January 15, 2003, Dr. Fisher provided a statement. He described in detail how he became
the medical director of Laser Works, Inc. Dr. Fisher said he was paid primarily to compensate
him for the risk of putting his name on the lease of the ESC Alexandrite laser.

Dr. Fisher says he was never involved in the planning or set up of the clinic or the day-to-day
running of the clinic. it was his understanding the laser work was to be done by RN's. In the
several years he has been the medical director, Dr. Fisher says he has been called only once,
during the first year of operation.

Dr. Fisher also discusses his ordering of the prescription for Lazercaine, a topical anesthetic of
5% lidocaine. Pages 215-216

On January 15, 2003, the respondent’s attorney provided the respondent’s written response. '
This written response is the same one as for the two companion case file respondents. The
respondent’s attomey describes in detail how Laser Works, in¢. is performing its operations at
the Tukwila location. He says prior to the business opening it's door, the principals diligently
explored statutory licensing and regulations in Washington.

The respondent’s attorney describes treatment provided by employees at Laser Works and says
the nature of their services is strictly cosmetic. He says none of the employees diagnose or
offer advice related to health problems. Customers simply want to enhance their appearance.

The respondent’s attorney says the respondent has worked with laser and pulsed light
technology for over two and one half years and also does microdermabrasion at Laser Works.
He says she holds a license in electrolysis and cosmetology in California, where she lived
formerly.

The respondent’s attorney states none of the employees, including the respondent, have ever
prescribed or dispensed any drug or medicine for intermal use to any customer. He denies any
employees have stored or supplied any lidocaine at the premises, and have no intention of
acquiring more for any purpose. He says the last time Laser Works received lidocaine was
several months ago when a small shipment of fifteen containers were ordered. The
respondent’s attomey says the lidocaine was supplied to a tiny fraction of Laser Works
customers to be applied to their skin prior to treatments.

The respondent’s attorney explains Dr. Fisher's role as medical director for Laser Works, Inc.
He says Dr. Fisher has never, to their knowledge, prescribed drugs or medicines to any
customers.

The respondent’s attorney denies the services Laser Works and their employees are providing
qualify as the practice of medicine under Washington State law.
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The respondent completed the Licensing Requirement Notification form by signing and also
providing a written statement. Pages 217-229

On January 27, 2003, patient treatment records were obtained by subpoena. These were a
sampling of records for individuals receiving treatment from December 17, 2002 through
January 15, 2003,

A review of the records indicates several patients/clients/customers were given lazercaine
(lidocaine) during the treatment process. This is noted on Evidence Page #411, and Evidence
Page #621. A comment from the treatment provider suggesting lidocaine is listed on Evidence
Page #455. Pages 230-683

On January 27, 2003, the respondent’s attorney provided copies of three forms that have been
revised and are being used at Laser Works. They are as follows:

s Customer Comments and Concerns
* [nformed Consent Form
» Client Medical History Pages 684-687

On January 31, 2003, a telephone interview was conducted with Dr. Elizabeth Bianchi. She
states she is currently the medical director for Laser Works Inc. Dr. Bianchi states she is also
the medical director of Nouveau (sp?) of Spokane. She says she lives and works in Spokane,
but has made a visit to Laser Works. She also works for Planned Parenthood in Spokane. Dr.
Bianchi said she understands she is responsible for the day to day treatment being provided at
Laser Works, and is going to work with the Medical Quality Assurance Commission.

On February 18, 2003, a telephone interview was conducted with the complainant. The
complainant says it took almost two weeks for his cheek to look normal again after receiving
treatment from the respondent. He alleges the treatment was stopped because the laser broke
before the respondent could finish. He was given a white antibiotic cream to put on his cheek
by the respondent.
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Page #'s

31
32-33
34-42
43
44-61
62-63
64—69
70-79
80-93
94-102
103-109
110-120
121-129
130-134
135-137
138

139-140

141

APPENDIX E

EVIDENCE & ATTACHMENTS

Description

Respondent’s E-mail complaint letter received September 4, 2002.
Request for field investigation by Unlicensed Program Manager.
Information obtained from the Cosmetology Board.

Faxed information and documents received from the Unlicensed Program
Manager.

Memo to File of telephone interview with Dr. Fisher.
Memo to File of interview with Eric Moore.

Digital pictures taken at Laser Works Inc.

Picture disk.

Laser Works forms.

Laser Works brochures.

Treatment records of | s- Heatincare informatio.. |,

Treatment records of| s- reatncare inform... .

Treatment records of | s- Heaincare information Readily Id.
Treatment records of s- Heancare informatoo... |,

Treatment records of s - Heaincare information Re..|.

Treatment records of | - Healihcare information ... |,

Treatment records of | s- Hearncare information Readily... .
Treatment records of | s- Healihicare Informatio

Unlicensed letter delivered to respondent.

Faxed copy of Dr. Fisher's resignation letter to Eric Moore and Laser Works, Inc.

Medical Quality Assurance Commission’s Policy on Use of Lasers in Skin Care
and Treatment.

Physician's Desk Reference (1997 edition) of drug 5% Xylocaine (lidocaine).
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142-148
149-157
158-184
185
186-203
204
205

206

207-214
215-216
217-225
226

227-229
230-262
263-269
270-274
275-283
284-293
294-297
298-310
311-313
314-317
318-324
325-329
330-337

338-349

Laser information obtained from various intemet websites. -

Laser Facts information -obtained from FDA Internet website.

Faxed information and E-mail received from Kathy Maynor, Altus Medical.
ASI printout of Dr. John Fisher's license information.

Records and documents obtained from Dr. Fisher.

Witness Notification form of Dr. Fisher.

Notice of Appearance from the respondent's attomey, Stephan Fjelstad.

Termination of the 11/19/1999 Laser leasing agreement received from Dr. Fisher,
dated December 23, 2002.

E-mail correspondent with Dr. Fisher.

Statement of Dr. Fisher.

Respondent’s written response signed and submitted by respondent’s attorney.
Licensing Requirement Notification form signed by the respondent.
Correspondence from the respondent’s attorney.

Daily appointment book records of Laser Works, Inc.

Treatment records of | s-rear.. |

Treatment records of| z- Heatthcare informati.. |,

Treatment records of| s- Heaiincare infor... |,

Treatment records of s - rearncare informati.. |

Treatment records of - reancare informat... .

Treatment records of s reanc.. |

Treatment records of | 5. veaincare informatio..

Treatment records of s rearncare inom.. |

Treatment records of 3 - Hearncare information...

Treatment records of s - rearncare inomaton re... |,

Treatment records Of | - Heatincare informai... |.

Treatment records 01 3 - Healthcare Information Readily |
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350-358 Treatment records of

359-369 Treatment records of
370-385 Treatment records of
386-396 Treatment records of
397-409 Treatnﬁent records of
410-418 Treatment records of
419-421 Treatment records of
422-427 Treatment records of
428-431 Treatment records of
432-452 Treatment records of
4537459 Treatment records of
460-469 Treatment records of
470-474 Treatment records of
475-479 Treatment records of
480-484 Treatment records of
485-489 Treatment records of
490-493 Treatment records of
494-499 Treatment records of
500-507 Treatment records of
508-511 Treatment records of
512-524 Treatment records of
525-534 Treatment records of
535-543 Treatment records of
544-547 Treatment records of
548-556 Treatment records of
557-560 Treatment records of
561-565 Treatment records of
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566-580 Treatment records of

581-583 Treatment records of

584-594 Treatment records of

595-597 Treatment records of
.598-612 Treatment records of

613-618 Treatment records of

619-626 Treatment records of

627-635 Treatment records of

636-644 Treatment records of

645-652 Treatment records of

8653-665 Treatment records of

666-668 Treatment records of

669-673 Treatment records of

674-677 Treatment records of

678-680 Treatment records of

681 Subpoena served requesting appointment schedules and patient treatment

records.

682-683 Letter from respondent’s attorney regarding the subpoena request and records.
684-687 Revised forms of Laser Works, Inc.
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APPENDIX ¥

POSSIBLE VIOLATIONS

RCW 18.130.190

2002-09-0004U1 / MARILYN GELNETTE
Page 15 of 22 pages

BIANCHI, ELIZABETH 2005100073MD PAGE 441



10.

11.

12.

13.

14.

15.

16.

09-16-2002

09-16-2002

09-17-2002
09-17-2002

09-17-2002

09-17-2002

09-17-2002

10-22-2002

10-22-2002

10-22-2002

10-22-2002

12-16-2002

12-17-2002

12-17-2002

12-17-2002

12-17-2002

APPENDIX G

ACTIVITY REPORT

Received case file.

Reviewed case file. Field visit will be necessary. This case is companion
to #0019 unlicensed case. Different respondents, but same business
office.

Reviewed case and discussed with Lloyd and Jim.

Researched information.

T/C to C on companion case file. Conducted interview with C over the
telephone. C does not want to sign a Whistleblower. She was actually
an employee of the business. She gave information regarding the
business and how itis run. Former employee.

Looked up on the Internet and other information on AS| and also
telephone book.

T/C to business. Obtained business hours, etc.

T/C to Chyma. ?'s concerning what an unlicensed can do regarding
Laser, Chemical Peels, etc. She has had a case before, but not the same
as these.

Looked up on the Internet information about the Cosmetology Board, etc.
Printed the information.

T/C to the Cosmetology Board. Left message for contact with someone
here,

T/C from Rosie, Cosmetology Board.

Prepared unlicensed letter to deliver to R at unannounced field visit to
Laser Works.

T/C to Chyma, unlicensed Program Manager. She will fax information to
me on iaser equipment and use, etc.

Received faxed information. Reviewed fax.
T/C to Jim Voiland, regarding meeting me this AM at Laser Works.

T/C to DBr. Heye, MQAC consultant. Discussed case, etc., and what
information the MQAC has regarding any policy with lasers and who can
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17.

18.

19.

20.

21

22.

23.

24.

25.

26.

27.

28.

29.

30.

31,

12-17-2002

12-17-2002

12-17-2002

12-17-2002

12-17-2002

12-17-2002

12-17-2002

12-18-2002

12-18-2002

12-19-2002

12-19-2002

12-19-2002

12-19-2002

12-19-2002

12-19-2002

provide laser treatment. Made arrangements to obtain this information
from him when | come down to Olympia on December 18, 2002.

TIC to the Medical Director, Dr. Fisher. Left a message for him to contact
me.

T/C from Dr. Fisher. Conducted a partial telephone interview with Dr.
Fisher regarding his role and part with Laser Works. Dr. Fisher is going
to fax me a copy of the resignation he is sending to Laser Works and Eric
Moore. Made arrangements to meet with Dr. Fisher on 12/20 at 6:15 AM.

Met up with Jim and conducted an unannounced F/V to Laser Works.

Met with Eric Moore and discussed information, etc. Viewed the offices
and equipment and took pictures of the equipment.

Obtained evidence and documents from office. Obtained patient files
from office to copy and return to the office.

Made copies back at the Kent office and returned the files to Laser
Works. When | returned, Eric Moore had more ?'s.

Met with R and delivered unlicensed letter. Discussed case, etc.

Met with MQAC medical consultant, Dr. Heye and obtained copy of
MQAC Policies of the use of Laser. Also met with MQAC Chief
Investigator Jim Smith, discussed company's medical director and his part
in the company, etc.

Reviewed MQAC Policy on the Use of Lasers in Skin Care and
Treatment, dated October 25, 2002. Made notes of ?'s to ask Dr. Heye.

T/C to Chyma. ?'s after reviewing guidelines. Can | give Eric Moore a
copy of this, etc. Per Chyma, yes, but to clear with Medical. Also, they
are in process of opening complaint on other unlicensed practice re
Shaney Shoengarth. She will call me back with case #, etc.

T/C to Dr. Heye. Left message for contact.

T/C to Jim Smith, Chief Investigator, MQAC. Per Jim, Guideline
information is public record, and | can give him a copy of it.

T/C to Eric Moore. Left message for contact.

T/C from Eric Moore. Discussed MQAC guidelines and policies, etc.
Explained to Eric | plan to come by his office. He is requesting
information of how our department validates complaints, etc.

T/C to Dave. Explained case, etc.
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32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42,

43.

44.

45.

12-19-2002

12-19-2002

12-19-2002

12-19-2002

12-19-2002

12-20-2002

12-20-2002

12-20-2002

12-23-2002
12-23-2002

12-23-3002

12-23-2002

12-23-2002

12-23-2002

F/V to Laser Works. Met with Eric Moore. Eric had ?'s. Per Eric, he says
he is going to find a way to beat this. Explained that this is nothing
personal and again what my position is as an investigator.

Per Eric, he states they are not providing medical treatment in any way
and it should hot be considered medical treatment.

Researched the intemet re:lasers. T/C to the laser companies. Rep wili
fax me a copy of the FDA standards, etc.

Reviewed some of the Intemet website information with Jim.

Obtained Lidocaine information from Joe in Pharmacy. Copied for case
file.

T/C to Dr. Fisher to verify we are still meeting at 6:15 AM tomorrow
morning.

Prepared for and met witness Dr. Fisher. Showed Dr. Fisher the forms
being used at Laser Works. Dr. Fisher became emotional after reviewing
the forms | showed him. Dr. Fisher signed the Witness Notification form
and discussed how concerned he is with how this investigation could
affect his license to practice. Dr. Fisher states he will prepare and
provide a statement for these investigations.

After returning to the office. Discussed interview with unlicensed Program
Manager, etc.

Received faxed documents from Kathy Maynor/Lumenis company.
Looked over documents, which include FDA information.

Received Notice of Appearance from R's attomey.
T/C from R's attorney.

T/C to R's attorney. Discussed case. Attorney is requesting a 7-day
extension. He states he still has not talked to the R.

Discussed case with Attorney and explained the complaint alleges all
three respondents are practicing medicine without licensure. Attorney
states he has not spoken with Dr. Fisher, only with Eric Moore, owner.
He says Mr. Moore wants to cooperate and make things right. Attorney
says he will speak with respondents and contact me.

Received statement of Dr. Fisher, witness, listed medical director of Laser
Works. Reviewed statement.

Received E-mail from Kathy Maynor. Reviewed E-mail, etc.

T/C to Kathy Maynor. Left message for contact and thank her for the fax
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46.

47,

48.

49.
50.

51.

52.
53.

54,

55.

56.

57.
58.

59.
- 60.

61.
62.

12-23-2002

12-23-2002

12.23-2002

12-23-2002
12-24-2002

12-24-2002

12-30-2002
12-30-2002

12-30-2002

01-03-2003

01-03-2003

01-07-2003

01-14-2003

01-14-2003

01-15-2003

01-15-2003

01-15-2003

Prepared memo to File of Interview conducted with Eric Moore, owner of
Laser Works.

Prepared Memo to File of interview conducted with Dr. Fisher.

T/C to Chyma Miller-Smith, Unlicensed Program Manager. Discussed
statement obtained.

Organized the file and reviewed all information obtained.

Received E-mail from Dr. Fisher. Reviewed and replied

T/C from Dr. Fisher. He says he went into Laser Works and brought a
letter to Eric Moore personally to have his name removed as Medical
Director. Dr. Fisher says he is concerned as he witnessed the employees
appearing to still be treating patients/clients/customers. He is going to put
this in writing.

Received original letter from R's attorney for all 3 R's. Reviewed letter.
T/C to Attorney. Left message. Placed in file.

T/C from R's attorney. He had a lot of ?'s. Attorney has never worked a
case like this before. Explained the License Notification letter, etc.
Attomey wanted to know process, etc. He also was requesting how
Laser Works could get in compliance if found not in compliance. |
explained he would have to contact the Medical Quality Assurance
Commission, etc.

T/C from R’s attorney on voice mail.

T/C to R's attorney. He had a lot of questions. Discussed case, etc.
again. Gave him telephone numbers for Medical and Unlicensed
Program, etc

T/C from R's attorney. 7's.

E-maited Dr. Fisher. He previously stated he would provide an additional
statement from his office visit to Laser Works on 12/23/02. Received E-
mail back from Dr. Fisher he would prepare statement and get to me by
the end of the week.

Started the Investigative Report.

Received E-mail statement from Dr. Fisher. Reviewed statement.
Replied to E-mail.

Prepared for meeting with R's attorney.

F/V to R's attorney's office. Went over R's written response, etc.
Attomey had ?’s. Answered some questions, with Atty, contacted Chyma
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attorney's

83. 01-21-2003
64. 01-22-2003
65. 01-22-2003
66. 01-24-2003
67. 01-24-2003
68. 01-27-2003
8g. 01-27-2003

i
%

Miller-Smith, unlicensed program manager. After telephone call. Again,
discussed additional information with R's attorney. After leaving

office, reviewed information obtained.

T/C from R's attorney. Atty wanted to verify what | am requesting on the
subpoena. Expilained that | will need a variety of treatment provided, but
he could give me an assoriment of between 2-3 people seen per day from
the date requested. Explained to Atty that | will need records and files for
all people seen on December 23, 2002.

Atty asked if they could just provide a typed version of the appointment
book so | can see the names of the patients. Explained | need the copies
of the actual appointment book pages.

Atty asked do | only need the page of the treatment provided that day.
Explained to Atty that | need the entire individual record.

T/C from R's attorney. Atty wanted to verify what | am requesting on the
subpoena. Explained that | will need a variety of treatment provided, but
he could give me an assortment of between 2-3 people seen per day from
the date requested. Explained to Atty that | will need records and files for
all people seen on December 23, 2002.

Atty asked if they could just provide a typed version of the appointment
book so | can see the names of the patients. Expilained | need the copies
of the actual appointment book pages.

Atty asked do | only need the page of the treatment provided that day.
Explained to Atty that | need the entire individual record.

T/C from R's attorney. Attorney gave the MD’s information for Elizabeth
Bianchi. Per Atty, MD is also the Medical Director for Nouveau of
Spokane. Per Atty, he does not think Dr. Bianchi has an actual written
contract and that contract is currently only verbal for Laser Works of
Seattle. He says Dr. is aware of the complaints, etc. She may be difficult
to reach today as she will be with patients most of the day.

T/C from R's attorney, early evening. R says he has all the information
requested by subpoena ready. ? Of arrangements to meet and go over
this information. :

T/C on 1/26 to Attomey. Left message on his office # that | would be
available to meet with him sometime on Monday, and to contact me.

T/C from R's attorney. Made arrangements to meet him and review
requested subpoena documents.

F/V and met with R's attorney. Reviewed information obtained, efc.
Attomey had ?'s.
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70.

71.

72.

73.

74.

75.

76.

77.

78.

79.

01-31-2003

02-13-2003
02-13-2003
02-18-2003
02-18-2003
02-19-2003
02-19-2003
02-20-2003
02-21-2003

02-21-2003

T/C to new medical director, Dr. Bianchi. Discussed case and her
invalvement with Laser Works. Gave Dr. Bianchi web sites to obtain
information regarding the lasers to include FDA information. She has the
MQAC Guidelines she obtained from Eric, etc. Gave Dr. Bianchi the

- MQAC consultant's name and telephone number and also the Unlicensed

Program Manager's name and # for contact. She says she is aware that
she is responsible for the employees and what they are doing. She says
she has reviewed the statements the three provided to me.

T/C from R'’s attorney on voice mail.

T/C to R’s attorney. He had ?'s.

Worked on the Investigative Report.

T/C to C. Discussed his complaint.

Worked on the Investigative Report. Stamped evidence.

Reviewed all patient treatment records obtained from Laser Works, Inc.
Worked on the Investigative Report.

Finished the Investigative Report. Printed out the Investigative Report.

Prepared extension to program. Closed out case file.

2002-09-0004U! / MARILYN GELNETTE
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APPENDIX H

REQUEST FOR INVESTIGATION
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[[1 Respondent Notification Letter [C] Complainant Notification Letter
[[]  AFH/NHA Notification Letter ] Wnistleblower
[[] Malpractice Settlement Letter .
Date received: ?/ ( Investigator: Kﬂ«//(f
., Date assigned: _97/6 _ Priority: ¢ _i_ -
-Comments: |
%EV UPDATED ~T TIMELINES UPDATED \QA5| UPDATED \B\TIMEKEEPING UPDATED

|
!
Lo U P U
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CASE MANAGEMENT TEAM
Decision/Action Log

CMT Meeting Date: O9-04-02 | Case No. or ASI Candidate No: O L -09-0y (1 »
Credential-holder or Applicant Name: ’ /l%qf,[ . CM He.

{

Reason for CMT Review: (JA (, zenced

CMT Decision and Basis for Decision:

1

pie[C[ ot pomsm I 'S/D.

Note: This form is to be completed by program staff at CMT meetings and maintained in every
disciplinary or application file reviewed.

D28.02:06/12/2002 Page 6 of 6
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CASE MANAGEMENT ASSESSMENT

DATE: September 4, 2002 CASE NO: 02-09-0004 UI
- RESPONDENT ADDRESS: COMPLAINANT(S) ADDRESS:
MARILYN GELNETTE

SUMMARY OF COMPLAINT: Unlicensed Practice — Medicine
PREVIOUS COMPLAINTS: YES [ ] NO [
BACKGROUND COMMENTS:

POSSIBLE VIOLATIONS RCW 18.130.180: 28 — Unlicensed Practice

COMMENTS:

09-04-02 Case file to Chyma for assessment...DW

S:\isulUNUREENS Henims\Complaint. Form.doc
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CASE MANAGEMENT ASSESSMENT

ACTION:
[] Draft Letter 1 & 2

] Legal Review
] Cease & Desist
[] NOC
[] soc
[] sTID

[J Request Field Investigation

DATE RECEIVED: | 8/11/00

DATE ASSIGNED:

PRIORITY: |1 ] 2[] 3[]

INVESTIGATOR ASSIGNED:

REQUEST FOR INVESTIGATIVE SUPPORT:

Please obtain the following information (waiver, patient records, respondent explanation, etc.):

RETURNED FROM INVESTIGATIONS:

CLOSED:

How should case be closed?

] (CNAA) No Jurisdiction

[] (CNAB) Below Threshold
(CNAD) Insufficient Evidence
(CNAX) Complaint Unique Closure-Check File
(CNOC) Notice Of Correction

L]
H
[]

] Close, No Jurisdiction, Letter to Respondent
[} Close, No Jurisdiction, Letter to Complainant
[[] Close, Insufficient Evidence, Letter to Respondent
] Close, Insufficient Evidence, Letter to Complainant

S:\isulUNLICENSYarfws\Comgpliaint.Fomn.doc
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-l ). ) .
CASE MANAGEMENT ASSESSME_NT

Close, Assurance of Dlscontlnuance Letter to Respondent
Close, Assurance of Discontmuance Letter to Complalnant
Close, No Cause for Action.Letter to Respondent
Close, No Cause for Action Letter to Complainant

Timesheet (ISU data) closed -
ASI closed
Timelines closed

. Timesheet (Unlicensed) closed

L1
]
O
D
[]. Reviclosed
U
L]
|
|

$:sulUNLICENS\Forms\Complaint Form doc.

sy

'|<.'_-.a
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telnet {GothomCity)

ARAADA
AAARRAD
UNLICENSED PRACTICE
dtw0303
INDIVIDUAL NAME
LAST GELNETTE
FIRST MARILYN
MIDDLE

RESIDENCE INFORMATION

COUNTY :
LGL ST:

| CURRENT STATUS: U
| RENEWAL STATUS:
| COMPLAINTS O/C: 0/ 0

1MENU #1 2INSP DAT 3COMP DAT 44

EXPIRATION DATE:
LAST ACTIVE DATE:
AUTHORITY :

5858858
858 888
" ASSESSMENT SYSTEMS, INC.
REAL, SYSTEM

+-ADDITIONAL INFORMATION

|
I

ITIIITITIIII
IITIIITIIIII
09-09-02
V2.5.74
REFERENCE # MDS0000918
S0C SEC NUM - -

(JR, SR, III)

SEX F = MARRIED =

CTHER NAME
CORP. OFFICER =

TRUST ACCOUNT

BIRTH PLACE
DATE - =

SCHOOL CODE
CE UNITS 0.00 REQD BY - -

FIRST ISSUE DATE: - -
LAST RENEWAL DATE: - -
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telnet (GothomCity)

ARDADA 585888 IITITITIITIT
AAADDAR 888 858 ITITIITIIIX
UNLICENSED PRACTICE ASSESSMENT SYSTEMS, INC. 09-09-02
dtw0303 REAL SYSTEM V2.5.74 10:33:13 AM
CASE COMPLAINT
NUMBER COMPLAINANT DATE INVESTIGATOR TYPE STATUS
2 0 0 2 0 9 0 0 04 4 - Identity - Whistleblower Re. 0 9 - 04 - 2 00 2 i 2 6 ASSESS
1GO BACK 2 MORE 3CNG ENTR 4NEW ENTR SDEL ENTR 6 7 TOP BPRT ENTR
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Health Professions Quality Assurance Division
Investigation Service Unit

MEMORANDUM TO FILE

DATE: September 9, 2002

TO: Dave Magby, Chief Investigator
ISU

FROM: Chyma Miller-Smith

Unlicensed Practice Program

SUBJECT: Request for Field Investigation
on Marilyn Gelnette 02-09-0004UI

The Unlicensed Program received an e-mail complaint on Marilyn Gelnette who is using
a laser to provide hair removal and is not a licensed Physician in the State of
Washington. '

| am requesting a field investigation to ascertain if Marilyn Gelnette is providing any type
of medical services in which requires licensure. CMT decision was to pursue a Cease
and Desist Order.

Attached is the investigation file and complaint information.

000002
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Cosmetology ’
WELCOME to the Cosmetology Licensing Program administered
by the Department of Licensing's Professional Licensing Support
Services unit. This unit is responsible for all licensing and

! examination activities including reguldtory compliance. : IE;;:HS
OTINS a1
““““““““ T —— o . Cosmeto
s Professional Licensing Internet Query - An Internet-based _ Intemet!
"""" ~ application designed to give you access to Professional Licensing " Cosmelo
} data. You can navigate the system using full and partial name, license ~[rogram
number and other search critenia to perform searches for professional .. %ﬁg
licensing information. m
-~ New Lay
Regulali

d Prof:
REQUIREMENTS FOR LICENSURE:
Te
Application forms are available for download at the bottom of our (360
website. Fax: (3
Off
‘" ....... c:h[:”L —_— &a.n
SeaIth - IPROFESSION [REQUIREMENTS FOR LICENSURE || MOHEI';":C
Completed application and completion of a 1600 '
hour course in cosmetology from a licensed \
. school in Washington or certification of current Departme
Cosmetologist licensure in good standing from other Cosmeto
jurisdictions. Pass written examination and pay ) r
fee. PO
= Olympa,
Completed application and completion of a 1000
hour course in barbering from a licensed school I
Barber in Washington or certification of current plssunit
’ licensure in good standing from other

jurisdictions. Pass written examination and pay
fee.

Completed application and completion of a 500
hour course in manicuring from a licensed school
in Washington or certification of current
licensure in good standing from other
jurisdictions. Pass written examination and pay
fee.

Manicurist

Completed application and completion of a 500
hour course in skin care from a licensed school in
Esthetician Washington or certification of current licensure
in good standing from other jurisdictions. Pass
written examination and pay fee.

200003
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DOL - Cosmetology A Page 2 of 3

Completed application, liability insurance policy
Salon/Shop in the amount of $100,000, a currently licensed
supervisor, and pay fee.

Completed application, current individual license
Booth Renter ||and hiability insurance policy in the amount of
$100,0600, and pay fee.

Completed application, current individual license

gmbrlli and liability insurance policy in the amount of

| perator $100,000, and pay fee.

Personal Completed application, current individual Iicensel
Service and public liability insurance policy in the
Operators amount of $100,000, and pay fee.

—J
Completed application, current individual Iicense_li
and completion of 500 hours of instructor
training, hold a degree in education from an
Instructor accredited postsecondary institution, or
certification of current licensure in good standing
from other jurisdictions. Pass written
examination and pay fee.

et

Completed application, School Tuttion
Certification, School Data Sheet, Surety Bond,
all information referenced and required in RCW
18.16.140 and WAC 308-20-040 and pay fee. |

e —

School

Reciprocity: No reciprocity, however, if an applicant provides proof
they are currently licensed in good standing in another state, territory
or foretgn country, and pay the fee, they are eligible for examination.

APPLICATION, EXAM, AND RENEWAL FEES:

e

PROFESSION ‘APPLICATION[EXAM RENEWAL FEES
FEES

$20.00 per year
{minimum of 2
years for each
license)

$20.00 per year
(minimum of 2
years for each
license)

$20.00 per year 1“

Manicurist $25.00 (minimum of 2
years for each

license)

$20.00 per year
(minimum of 2
years for each

Cosmetologist I $25.00

Barber $25.00

Esthetician $25.00

OO0
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l | Illicense) |

lSalon/Shop H$S0.00 $50.00 per year |
Booth Renter "$50.00 $50.00 per year |
Mobile Service
Operator :";50.00 $50.00 per year
Personal Service

00
Operator $50.00 $50.00 per year
Instructor ] $30.00 [[520.00 per year "
School ~Is175.00 [15175.00 per year |

Exam Required For: Cosmetologist, Barber, Esthetician, Manicurist
and Instructor.

Schedule of Exams: Every Wednesday, Thursday and Friday at
designated Department of Licensing Service Offices.

Cosmetology Licensing Program Disciplinary Actions

Cosmeiology Frequently Asked Questions

Forms: You can download the forms listed below to your own
desktop or work-station.

Application for licensure as a Cosmetologist, Manicurist, Estheticjan,
Barber, or Instructor

Application for licensure as a Booth Renter, Mobile Operator,
Personal Service Operator, or Salon/Shop

Instructions and application for a license to conduct a Cosmetology,
Barbering, Esthetics and/or Manicunng Schoal

School Data Sheet for licensure to conduct a Cosmetology.
Barbering, Esthetics and/or Manicuring School

Application for Surety Bond

Application for School Tuition Certification

Please contact us if you have any questions. We look forward to
hearing from you!

gOL005
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S S

(24) "Mobile operater" means any person possessing a valid cosmetology, barbering, manicuring, or
esthetician's license that provides services in a mobile salon/shop.

(25) "Personal service operator" means any person possessing a valid cosmetology, barbering,
manicurng, or esthetician's license that provides services for clients in the client's home, office, or other
location that i1s convenient for the client.

(1991 ¢324§ 1. 1984208 § 2]

RCW 18.16.020 |
Definitions. (Effective June 1, 2003.)
As used in this chapter, the following terms have the meanings indicated unless the context clearly
requires otherwise:

(1) "Department" means the department of licensing.
(2) "Board" means the cosmetology, barbering, esthetics, and manicuring advisory board.
(3) "Director" means the director of the department of licensing or the director's designee.

(4) "The practice of cosmetology” means arranging, dressing, cutting, trimming, styling, shampooing,
permanent waving, chemical relaxing, straightening, curling, bleaching, lightening, coloring, waxing,
tweezing, shaving, and mustache and beard design of the hair of the face, neck, and scalp; temporary
removal of superfluous hair by use of depilatories, waxing, or tweezing; manicuring and pedicuring,
limited to cleaning, shaping, polishing, decorating, and caring for and treatment of the cuticles and nails
of the hands and feet, exciuding the application and removal of sculptured or otherwise artificial nails;
esthetics limited to toning the skin of the scalp, stimulating the skin of the body by the use of
preparations, tonics, lotions, or creams; and tinting eyelashes and eyebrows.

(5) "Cosmetologist" means a person licensed under this chapter to engage in the practice of
cosmetology.

(6) "The practice of barbering" means the cutting, timming, arranging, dressing, curling,
shampooing, shaving, and mustache and beard design of the hair of the face, neck, and scalp.

(7) "Barber" means a person licensed under this chapter to engage in the practice of barbering.

(8) "Practice of manicuring” means the cleaning, shaping, polishing, decorating, and caring for and
reatment of the cuticles and the nails of the hands or feet, and the application and removal of sculptured
or otherwise artificial nails by hand or with mechanical or electrical apparatus or appliances.

(9) "Manicurist" means a person licensed under this chapter to engage in the practice of manicuring.

(‘10)""Practice of esthetics" ‘means care of the skin by application and use of preparations, antiseptics,
tonics, essential oils, or exfoliants, or by any device or equipment, electrical or otherwise, or by wraps,
compresses, cleansing, conditioning, stimulation, pore extraction, or product application and removal;
the temporary removal of superfluous hair by means of lotions, creams, mechanical or electrical
apparatus, appliance, waxing, tweezing, or depilatories; tinting of eyelashes and eyebrows; and
lightening the hair, except the scalp, on another person.

200006
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(11) "Esthetician" means a person licensed under this chapter to engage in the practice of esthetics.

(12) "Instructor-trainee” means a person who is currently licensed in this state as a cosmetologist,
barber, manicurist, or esthetician, and is enrolled in an instructor-trainee curriculum tn a school licensed
under this chapter.

(13) "School" means any establishment that offers curriculum of instruction in the practice of
cosmetology, barbering, esthetics, manicuring, or instructor-trainee to students and is licensed under this
chapter.

(14) "Student" means a person sixteen years of age or older who is enrolled in a school licensed
under this chapter and receives instruction in any of the curricula of cosmetology, barbering, esthetics,
manicuring, or instructor-training with or without tuition, fee, or cost, and who does not receive any
wage or commission.

(15) "Instructor" means a person who gives instruction in a school in a curriculum in which he or she
holds a license under this chapter, has completed at least five hundred hours of instruction in teaching
techniques and lesson planning in a school, and has passed a licensing examination approved or
administered by the director. An applicant who holds a degree in education from an accredited
postsecondary institution shall upon application be licensed as an instructor to give instruction in a
school in a curriculum in which he or she holds a license under this chapter. An applicant who holds an
instructional credential from an accredited community or technical college and who has passed a
licensing examination approved or administered by the director shall upon application be licensed as an
instructor to give instruction in a school in a curricuium in which he or she holds a license under this
chapter.

(16) "Person" means any individual, partnership, professional service corporation, joint stock
association, joint venture, or any other entity authorized to do business in this state.

(17) "Salon/shop" means any building, structure,-or any part thereof, other than a school, where the
commercial practice of cosmetology, barbering, esthetics, or manicuring is conducted; provided that any
person, except employees of a salon/shop, who operates from a salon/shop is required to meet all
salon/shop licensing requirements.

(18) "Crossover training" means training approved by the director as training hours that may be
credited to current licensees for similar training received in another profession licensed under this
chapter.

(19) "Approved security" means surety bond.
(20) "Personal services” means a location licensed under this chapter where the practice of
cosmetology, barbering, manicuring, or esthetics is performed for clients in the client's home, office, or

other location that is convenient for the client.

(21) "Individual license" means a cosmetology, barber, manicurist, esthetician, or instructor license
1ssued under this chapter.

(22) "Location license" means a license issued under this chapter for a salon/shop, school, personal
services, or mobile unit.

200007
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(23) "Mobile unit” is a location license under this chapter where the practice of cosmetology,
barbering, esthetics, or manicuring is conducted in a mobile structure. Mobile units must conform to the
health and safety standards set by rule under this chapter.

(24) "Curriculum" means the courses of study taught at a school, set by ruie under this chapter, and
approved by the department. After consulting with the board, the director may set by rule a percentage
of hours in a curriculum, up to a maximum of ten percent, that could include hours a student receives
while training in a salon/shop under a contract approved by the department. Each curriculum must
include at least the following required hours:

(a) Cosmetologist, one thousand six hundred hours;

(b) Barber, one thousand hours;

(c) Manicunst, six hundred hours;

(d) Esthetician, six hundred hours;

(e) Instructor-trainee, five hundred hours.

(25) "Student monthly report" means the student record of daily activities and the number of hours

completed in each course of a curriculum that is prepared monthly by the school and provided to the
student, audited annually by the department, and kept on file by the school for three years.

[2002¢ 114 §2: 1991 ¢ 324§ 1; 1984 ¢ 208 § 2]
NOTES:

Effective date — 2002 ¢ 111: See note following RCW 18.16.010.

COL008S
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RCW 18.16.020 :
Definitions. (Effective until June 1, 2003.) _
As used in this chapter, the following terms have the meanings indicated unless the context clearly
requires otherwise:

(1) "Board" means the cosmetology, barbering, esthetics, and manicuring advisory board.
(2) "Director" means the director of the department of licensing or the director's designee.

(3) "The practice of cosmetology" means the practice of cutting, trimming, styling, shampooing,
permanent waving, chemical relaxing or straightening, bleaching, or colonng of the hair of the face,
neck, and scalp and manicuning and esthetics.

(4) "Cosmetologist” means a person licensed under this chapter to engage in the practice of
cosmetology and who has completed sixteen hundred hours of instruction at a school licensed under this
chapter.

(5) "The practice of barbering" means the cutting, timming, arranging, dressing, curling, waving and
shampooing hair of the face, neck and scalp.

(6) "Barber” means a person licensed under this chapter to engage in the practice of barbenng.

(7) "Practice of manicuring" means the cleaning, shaping, or polishing of the nails of the hands or
feet, and the application and removal of artificial nails.

(8) "Manicurist" means a person licensed under this chapter to engage in the practice of manicuring.

- (9) "Practice of esthetics” means skin care of the face, neck, and hands involving hot compresses,
massage, or the use of approved electrical appliances or nonabrasive chemical compounds formulated
for professional application only, and the temporary removal of superfluous hair by means of lotions,
creams, or mechanical or electrical apparatus or appliance on another person.

'(10)/"Esthetician” means a person licensed under this chapter 10 engage in the practice of esthetics.

(11) "Instructor-trainee” means a person who is currently licensed in this state as a cosmetologist,
barber, manicurist, or esthetician, and is enrolled in an approved instructor-trainee program in a school
licensed under this chapter.

{12) "School” means any establishment offering instruction in the practice of cosmetology, or
barbering, or esthetics, or manicuring, or instructor-trainee to students and licensed under this chapter.

(13) "Student” means a person sixteen years of age or older who is enrolled in a school licensed
under this chapter and recetves any phase of cosmetology, barbering, esthetics or manicuring instruction
with or without tuition, fee, or cost, and who does not receive any wage or commission.

(14) "Instructor-operator-cosmetology" means a person who gives instruction in the practice of
cosmetology and instructor-training in a school and who has the same qualifications as a cosmetologist,
has completed at least five hundred hours of instruction in teaching techniques and lesson planning in a
school, and has passed an examination prepared or selected by the board and administered by the
director. An applicant who holds a degree in education from an accredited postsecondary institution and

CO0GOY
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who is otherwise qualified shall upon application be licensed as an instructor-operator with a
cosmetology endorsement.

(15) "Instructor-operator-barber" means a person wha gives instruction in the practice of barbering
and Instructor training in a school, has the same qualifications as a barber, has completed at least five
hundred hours of instruction in teaching techniques and lesson planning in a school, and has passed an
examination prepared or selected by the board and administered by the director. An applicant who holds
a degree in education from an accredited postsecondary institution and who is otherwise qualified shall
upon application be licensed as an instructor-operator with a barber endorsement.

(16) "Instructor-operator-manicure” means a person who gives instruction in the practice of
manicuring and instructor training in a school, has the same qualifications as a manicurist, has
completed at least five hundred hours of instruction in teaching techniques and lesson planning in a
school, and has passed an examination prepared or selected by the board and administered by the
director. An applicant who holds a degree in education from an accredited postsecondary institution and
who is otherwise qualified shall upon application be licensed as an instructor-operator with a manicurist
endorsement.

(17) "Instructor-operalor-esthetics”" means a person who gives instruction in the practice of esthetics
and instructor training in a school, has the same qualifications as an esthetician, has completed at least
five hundred hours of instruction in teaching techniques and lesson planning in a school, and has passed
an examination prepared or selected by the board and administered by the director. An applicant who
holds a degree in education from an accredited postsecondary institution and who is otherwise qualified
shall upon application be licensed as an instructor-operator with an esthetics endorsement.

(18) "Vocational student” is a person who in cooperation with any senior high, vocational technical
institute, community college, or prep school, attends a cosmetology school and participates in its student
course of instruction and has the same rights and duties as a student as defined in this chapter. The
person must have academically completed the eleventh grade of high school. Every such vocational
student shall receive credit for all creditable hours of the approved course of instruction received in the
school of cosmetology upon graduation from high school. Hours shall be credited to a vocational student
if the student graduates from an accredited high school or receives a certificate of educational
competence.

(19) "Booth renter" means a person who performs cosmetology, barbering, esthetics, or manicuring
services where the use of the salon/shop facilities is contingent upon compensation to the owner of the
salon/shop facilities and the person receives no compensation or other consideration from the owner for
the services performed.

(20) "Person" means any individual, partnership, professional service corporation, joint stock
association, joint venture, or any other entity authorized to do business in this state.

(21) "Salon/shop" means any building, structure, or motor home or any part thereof, other than a
school, where the commercial practice of cosmetology, barbering, esthetics, or manicuring is conducted.

(22) "Crossover training" means training approved by the director as training hours that may be
credited to current licensees for similar training received in another profession licensed under this
chapter. '

(23) "Approved security” means surety bond, savings assignment, or irrevocable letter of credit.

0QCQA0 .
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WAC 308-20-080 Minimum instruction guidelines for cosmetology, barbering, manicuring and
esthetics training. The minimum instruction guidelines for training required for a student to be eligible
to take the license examination for the following professions shall include:

(1) For cosmetology:

{(a) Theory of the practice of cosmetology, barbering, manicuring and esthetics services;

(b) At least 100 hours of skills in the application of manicuring and pedicuring services;

(c) At least 100 hours of skills in the application of esthetics services;

(d) Shampooing including draping, brushing, scalp manipulations, conditioning and rmsmg,

(e) Scalp and hair analysis;

(f) Hair cutting and trimming including scissors, razor, thinning shears and clippers;

(g) Hair styling including wet, dry and thermal styling, braiding and styling aids;

(h) Cutting and trimming of facial hair including beard and mustache design and eyebrow, ear and
nose hair timming;

(i) Artificial hair that may include extensions and fitting;

(j) Permanent waving including sectioning, wrapping, preperm test curl, solution application,
processing test curl and neutralizing;

(k) Chemical relaxing including sectioning, strand test, and relaxer application,

(1) Hair coloring and bleaching including predlsp051tlon test and strand test, and measurement,
mixing, application and removal of chemicals; :

(m) Disinfecting of individual work stations, individual equipment and tools and proper use and
storage of linens;

(n) Diseases and disorders of the scalp, hair, skin and nails;

(o) Safety including proper use and storage of chemicals, implements and electrical appliances;

(p) First aid as it relates to cosmetology, barbering, manicuring and esthetics; and

(q) No more than twenty-five percent of skills training using mannequins.

(2) For barbering:

(a) Theory of the practice of barberi ng services,

(b) Shampooing including draping, brushmg, scalp manipulations, conditioning and rinsing;

(c) Scalp and hair analysis;

(d) Hair cutting and trimming including scissors, razor, thinning shears and clippers;

(e) Hair styling, wet, dry and thermal styling and styling aids;

(f) Cutting and tnmming of facial hair including shaving, beard and mustache design and eyebrow,
ear and nose hair trimming;

(g) Artificial hair;

{(h) Disinfecting of individual work stations, individual equipment and tools and proper use and
storage of linens;,

(1) Diseases and disorders of the skin, scalp and hair;

(3) Safety including proper use of implements and electrical appliances;

(k) First aid as it relates to barbering; and

(I) No more than twenty-five percent of skills tratning using mannequins.

(3) For manicuring;

(a) Theory in the practice of manicuring and pedicuring services,

(b) Artificial nails including silk, linen, fiberglass, acrylic, gel, powder, extensions and sculpting,
preparation, application, finish and removal;

(c) Cleaning, shaping and polishing of nails of the hands and treatment of cuticles;

(d) Cleaning, shaping and polishing of nails of the feet;

(e) Disinfecting of individual work station, individual equipment and tools and proper use and
storage of linens;

(f) Diseases and disorders of the nails of the hands and feet;

(g) Safety including proper use and storage of chemicals, implements-and electrical appliances;

(h) First aid as it relates to manicuring and pedicuring; and

200011
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(1) No more than twenty-five percent of skills training using mannequins.

(4) For esthetics:

(a) Theory in the practice of esthetics services;

(b) Skin care of the face, neck and hands including hot compresses, massage, electrical or mechanical
appliances or chemical compounds;

(c) Facials;

(d) Temporary removal of superfluous hair of the face, neck and hands by tweezing, waxing, tape,
chemicals, lotions, creams, mechanical or electrical apparatus and appliances;

(e) Disinfecting of individual work stations, individual equipment and tools and proper use and
storage of linens;

(f) Diseases and disorders of the skin of the face, neck and hands;

(g) Safety including proper use and storage of chemicals, implements and electrical appliances;

(h) First aid as it relates to esthetics; and

(i) No more than twenty-five percent of skills training using mannequins.

[Statutory Authorily: RCW 18.16.030(2). 02-04-012, § 308-20-080, filed 1/24/02, clfective 6/30/02. Statutory Authority:
Chapter 18.16 RCW and RCW 34.05.220. 92-04-006, § 308-20-080, filed 1/23/92, effective 2/23/92. Statutory Authority:
RCW 18.16.030. 91-11-042, § 308-20-080, filed 5/10/21, effective 6/10/91; 88-19-047 (Order PM 772), § 308-20-080, filed
9/14/88. Statutory Authority: 1984 ¢ 208. 84-19-020 (Order PL 480), § 308-20-080, filed 9/12/84.]
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HEALTH PROFESSIONS QUALITY ASSURANCE DIVISION -
P.O. BOX 47870, OLYMPIA, WA 98504-7870 -

September 8, 2000

TO: Podiatric Medical Board

FROM: Arene ﬁob’ertscn, Program Manager
RE: Laser Treatments

ISSUE

The Nursing Commission has received a request for an interpretative statement

to outline what type of license, if any, is needed o use fasers such as an Epilight -
for hair removal. The issus was determined to be more of a medical issue which
has led the Department of Health to develop an interpretative statement that is
applicable to those professions identified as using laser technology.

BACKGROUND

On June 12th staff from DOH representing MDs, DOs, DPMs, and nuising met
with Pat Owens, RN, MHA, to get a better understanding of the use of lasers and
the types of individuals conducting the procedures. Ms. Owens has been

~ involved in operating and conducting training for several years and provided
extensive background information on lasers.

Ms. Owens discussed the types of aesthetic lasers and treatment provided, laser
regulating agencies and professional erganizations, national laser standards,
principles for non-physician laser use, educational recommendations for laser
use by non-physicians, Washington laser regulations, and use of personnal and
recommended educational and training requirements. A small portion of the.
information provided by Ms. Owens is included for review.

More Information was to be gathered by some members of the Committee from
other sources. Another meeting will be scheduled once that information has
been obtained.

ACTION

None required at this time.

0000413
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LASER REGULATORY AGENCIES & PROFESSIONAL ORGANIZATIONS

Food and Drug Administratjon
FDA regulations apply primarily to laser manufacturers and specifically labeling pararaeters for

medical lasers. Labels and labeling regulations include not only the graphic material upon the
laser, but also any materials such as manuals, support literature, leders and delivery systems
packaging aad inserts that accompany the laser. Therefore, the manufacturer is required to
furnish complete information with respect to directions for use, indications, and cautions to the

consumer.

American Natiopal Standards Instituie

The first cohesive blueprint for buﬂdmg safe clinical laser services was the “Amcnmn Nauclna.l
Standard for the Safe Use of Lasers in Health Care Facilities™ or “ANSL3,” This advisary
docoment (not a regulation of law) is intended as a guide to aid the consumer, laser producer iind
the general public. It bas become the foundation for the majority of regulatory, professional ind.
advisory standards. ANSL3 covers many aress of lasers and their safe use including terminology,
hazard evaluation, classification, control measures and adminisirati ve: controls.

Joint Commission on Accreditation of Health Organizations (JCAHO)
JCAHO does oot currently recommend specific guidelines for laser use, however criteria may be

" based on ANSI recommendations.

'Occupational Safety & Health Admibistration
OSHA is an advocate for workers oo the job site, however it does not bave specific legislated

repulation governing laser safety in health care facilities. Publication 8-1.7 is an instruction
bandbook for OSHA investigators which basically copies ANSI standards.

Association of OQperating kmm Nurses
AORN's “Recommended Practices for Laser Safety in the Practice Setting™ was first publisied

in 1989, These broad recommended practices provided guidclines to assist perioperative nwises
in developing policies and procedures for the safe use of lasers in their practice seuing. These
practices represent an acceptable level of practice. AORN's recommesdations reflect nationally
accepted standards for laser safety.

American Society for Laser Medicine & Surpery {ASLMS)

‘The ASLMS, in 1980, issued reports that were adopted as recommendations by the sociey's
members. In 1990, the board of directors released nine recommended perioperative practices
relating to patients undergoing laser procedurcs. This included assessment, nursing diagncsis.

planning, implementation and evaluation of nursing care.

State Regulations '

Including FDA, State Regulations are the only guidelines for laser safety that are backed by
legislative action. ' The concem over laser safety is reflected in the increasing aumber of states
thar are enacting medical laser safety legislation. Regulations governing the safe use of la 1S
present bealth care personne! with a complex set of guidelines. Only FDA and individual state
enactment’s are sypported by legisiation. All other guidelines arc recommended practice: of

' standards, and are based on the ANSI Z136.3 practices. 81’

mmanﬁ:ﬁ—!w
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NATIONAL LASER STANDARDS = -

. Federal Laser Product Performance Standard (FLPPS)

’ This standard is legally bindiag in the US., and is applicable to all Jaser products that are
introduced or imported into commerce in the U.S.

. The U.S. Congress enacted the Radiation Control for Health and Safety Act of 1968 as Publi:
Law 90-602. Its purpose was to control electromagnetic radiation emitted by electronic
products, including x-ray machines, televisions, lasers, microwave ovens, ele. The Act was
amended and renamed the United States Federal Food, Drug, and Cosmetic Act, Subchapter
C, in Novermber 1990.

. This Act enabled the U.S. Food and Drug Admimstration (FDA) under the Department of
Health and Human Services (HSS) to promulgate federal reguiations regarding laser produci
performance. The FDA agency responsible for administering and eaforcing this standard is
the Center for Devices and Radioiogical Health (CDRH). The standard was first issued in
1975, became effective in 1976, and was revised in 1982,

. The standard is alternatvely lnown as the FLPPS, the FDA regulation, the CDRH standard,
and 21CFR1040 (U.S. Code of Federal Regulations, Title 21, Subchapter J, Part 1040).

. This regulation is applicable only to laser products and their manufacturers. It requires that
manufzcturess certify the Jaser hazard classification and incorporate certain safety features
into the laser product which depend upon that hazard classification.

Laser Salety Training © Laser institute of America

89
02015
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" PRINCIPLES FOR NON-PHYSICIAN LASER USE

1)

)

.3)

4)_

Any physician who delegates a laser procedure to a non-physician must be qualified to do the |

procedure themselves by virme of having recsived appropriate training in laser physics, safity,

laser surgical techniques, pre and post operative care, and be able 1o handle the resuliant-

emergencies or sequelae.

“ATly licensed medical professional employed by a physician to perfarm a TaSet Proceiure) must
ave Teceived appropriate documented training and educaton in the safe and elffective use Ot eich
laser system, be a licensed medical professional in their state, and carry adequate malpraciice
insurance for that procedure. ‘

A properly trained and licensed medical professional may carty out specifically designed laser
procedwes only under physician supervision and following written procedures and/or policies
established by the specific site at which the laser procedure is performed.

Since the ultimate responsibility for performing any procedure lies with the physician, he
supervising physician should be immediately available and shall be able 1w respond witltia fve
minues [0 any untoward event that may occur. Ultimate respoasibilily lies with the supervising
physician. .

The guiding principle for all physicians is to practice ethical medicine with the highest possible standads
to ensure the best interest and welfare of each patient is guaranieed. The ASLMS endorses the concupt
that use of properly trained and licensed medical professionals, under appropriate supervision, allows
certain laser procedures  be performed safely and effectively.

fﬂuiamu Levns : mot Mﬂmﬁl/h—-(a bﬁ.'.“.c“pu + Al m—-"u-y )

rvﬂ-&'“‘flé&—”w r che -’6""-"““‘2

A-M'éfadlﬁaz—

Approved by the Board of Directors
American Society for Laser Medicine and Surgery, Inc.
April 15, 1999

2404 Slowarnt Square « Wausau, Wi 54401 « Tglaphone: (715} §45-9283 » FAX: (715} B46-2433
E-Mail: asims@ dwave.net * Mome Page: hitp:ifwww.asims.o:g
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PRIORITY LEVEL o HEALTH PROFESQ‘NS QUALITY ASSURANCE

SUMMARY ACTION? Case();yﬁsition Worksheet OO_A}’/
Respondent_Bianchi, Elizabeth_  Case Number 2005-10-0073MD N %T/Wiéwa— —
b
Date Presented: 3/2/06 Profession: __Medical Section: _#5
Presented by: Moat_ Staff Attorney: _Farrell Staff present at B/C Dispasition;
Panal: A Pre-Assigned or Requested (circle one)'® :
A. REQUEST FOR LEGAL ACTION:
O Summary Action: ____ Suspension
___ Practice Restrictions
O Statement of Charges: (Complete Sanctions Worksheet)
[] Statement of Allegations: {(Complete Sanctions Worksheet)
[ Notice of Correction:
[ Notice of Determination:
O Withdrawal of SOC: O Withdrawal of SOA:
Alleged Violations—RCW 18.130.180:
(1) Moral turpitude {10) Aiding and abetting {19) Treating by secret methods
(2) Misrepresentation of facts (11) Violation of rules (20) Betrayal of patient privilege
(3) False advertising (12) Practice beyond scope (21) Rebating
(4) Incompetence (13) Misrepresentation or fraud (22) Interference w/ investigation
(5) Out of state action (14) Failure to supervise (23} Current drug/aicohol misuse
(6) lllegal use of drugs (15) Public health risk (24) Sexual contact/patient abuse
{7) Violated state or fed law (16) Unnecessary or (25) Acceptance of more than
inefficacious drugs nominal gratuity
(8) Failure to cooperate {17) Criminal conviction
(9) Failure to comply {18) Criminal abortion

Or )

RCW 18.130 .170: ___Mental Impairment ___Physical Impairment

| o

Other Violations of Relevant State or Federal Law: @QMQ

B. FILE CLOSED:

[J CNAA - Ne Jurisdiction [J €NAE - No violation [J CNAI - Care rendered was %AX — Complaint unique
delermined within standard of care “€losure

[J CNAB - Below Threshold | [ CNAF - No violation at the [0 CNAJ - Conduct was within O
time the event occurred standard of praclice

[CJ CNAC - Evidence does (] CNAG - Risk minimal, not [J CNAK - Mistaken identity O

not support a violation likely to reoccur

] CNAD - Insufficient ] CNAH Complainant withdrew | [ ] CNAM — No Whistleblower U

evidence

Further explanation (if any):

C. OTHER, EXPLAIN (Legal Review, Return to Investigation, etc.):

% program may request a specific staff atiorney who has prior experience with the file or the Respondent.
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Pachinetos Stote Health Profession Quality Assurance Page 1 of 1
g ton Stose Degarmeg of Individual Case Summary Report
’ H eal [ h As of 02/03/2006 1:02:59 PM

Printed By sxc0303 02/03/2006 1:03:00 PM

rin: edica B

License #: MD00035207 o Name : Bianchi, Elizabeth A
Case #: 2005-10-0073 Description: Unprof - Aid/Abet Unlic Practice Docket #: N/A
Date Opened: 10/26/2005 _Date Closed: Total Days As of 02/03/2006: 100

Current Step = Case Disposition

Auth Extend Days Days

Step Name Step Start Step End  Step Due Days Days Used Remain Next Step e’*
Intake/Assess 10/26/2005 11/22/2005 11/26/2005 21 10 27 4 Investigation
Investigation 11/22/2005 12/21/2005 05/11/2006 170 0 29 141 Case Disposition

Case Disposition 12/21/2005 05/10/2006 140 0 44 96
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DEPARTMENT OF HEALTH
INVESTIGATION SERVICE UNIT
MEMORANDUM TO FILE

DATE: December 14, 2005

CASE #: 2005-10-0073MD

RE: BIANCHI, Elizabeth MD

FROM: Gayle M. Crowley, Health Care Investigator

A telephone interview was conducted with the respondent on this date. When the
allegations were explained, the respondent indicated she was previously investigated
under Case #2002-12-0019MD. She had a letter in her possession from the Department
of Heaith, Medical Quality Assurance Commission, stating her case was closed with no
disciplinary action taken.

On December 14, 2005, a copy of the “Confidential Investigative Report” and “Initial
Review Panel Case Summary” was obtained from the Medical Quality Assurance
Commission. A review of this report indicated the respondent was previously
investigated with regards to these same allegations, “Aiding or abetting unlicensed
practice,” under this #2002-12-0019MD case.

This case is being returned to the Medical Quality Assurance Commission for an
additional review after contact with James H. Smith. The companion case file is also
being returned for an additional review. A copy of the “Confidential Investigative Report”
and “Initial Review Panel Case Summary” for Case #2002-12-0019MD is attached.

EVIDENCE/ATTACHMENTS
Page #'s Description
1 Notice/WAC 246-15-030
2 Respondent notification letter
3-6 Confidential Investigative Report #2002-12-0019MD
7-9 Case Summary/Initial Review Panel #2002-12-0019MD
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D qnitiute investigation and obtain
‘ ecords, including patient records:

Health Professions Quality Assurance Divigror: 1 f/":}/
Investigation Service Unit 2009 -10-0077 >

MEMORANDUM

DATE: October 13, 2005

TO: Lisa Noonan
Disciplinary Manager

FROM: Robin Crowell-Pi
Unlicensed Practi nit

SUBJECT:

e b e

2002-09-0004U!

‘ A_tta?heq is a copy of the investigation report and Cease and Desist Order for
Ms. 3 was providing'treétment for acute and chronic pain to the public
using the PAP-IMI device. Ms. "~ does not have a medical license.

| Also, a copy of the investigation and legal file has been copied. We believe the
two physicians may be aiding and abetting unlicensed practice. These files have

been given to you for review. The physicians in question are Dr. =& " -**
ind Dr. '

If you have any questions, please feel free to contact Chyma at (360) 236-4659.

Thank you!

Enclosure

475
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MQAC INTAKE REVIEW PANEL A

Incorporates DOH Database InformationMD/PA

Case Number: 2005-10-0073MD l@gg .
Date: November 7, 2005 TOM __
Presented by: Gearge Heye, MD g:’scp_ _

|Respondent: Elizabeth A. Bianchi, MD "~ Spokane County

|Complainant: DOH

|CASE SUMMARY

This case Is cross-referenced with case no. 2005-10-0074MD

The Respondent:
Board Certified Internal Medicine

DOB: 7/14/1951

Licensed since: 7/14/1997
The Complainant:
Department of Health, Investigalive Services Unit

Malpractice Settlement:

no

The Complaint:

During the course of an unlicensed practice investigation, the DOH Investigator felt that two
physicians were aiding and abetting the unlicensed practice. Included with the complaint is a
copy of the investigation and legal files.

Objective Abstract

The actual complaint is redacted and incorporated herein for review,

Prior Cases:
02-12-0019MD. Possible aiding or abetting unlicensed practice. Closed ncfa.

MQAC Intake Review Panel Part A 1
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MQAC INTAKE REVIEW PANEL A

incorporates DOH Database InformationMD/PA _
Case Number: 2005-10-0073MD FSE S
Date: November 7, 2005 OM____
Presented by: George Heye, MD CIC__..__ . __
Disp
|—§95p'o'_hdéht: f ' L Spokane County H
[Complainant: DOH |

| GASE:SUMMARY

This case is cross-referenced with case no. 2005-10-0074MD

The Respondent:

Board Certified Internal Medicine
DOB: 7/14/1951
Licensed since: 7/14/1997

The Complainant:
Department of Health, Investigative Services Unit

Malpractice Settlement:

no

The Complaint:

During the course of an unlicensed practice investigation, the DOH Investigator felt that two
physicians were aiding and abetting the unlicensed practice. Included with the complaint is a
copy of the investigation and legal files.

Qbjective Abstract

The actual complaint is redacted and incorporated herein for review.

Prior Cases:
02-12-06019MD. Possible aiding or abetting unlicensed practice. Closed ncfa.

MQAC Intake Review Panel Part A 1

a2
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DEPARTMENT OF HEALTH
HEALTH PROFESSIONS QUALITY ASSURANCE DIVISION - SECTION 5

INTAKE SHEET

Respondent Information

Case No: 05-10-0073MD

Name: Elizabeth A. Bianchi, MD
Address: 4708 S Schafer Branch Road

Spokane, WA 93206

School Attended: U of FL: Gainesville, FL

Case Opened:
Lic/Cert/Reg No:  MDQ0035207 Issued:
D.OB. TH14/1951 Expires:

Soc Sec No:

Year Completed: 1995

Specialty: Interna!l Medicine Board Certified: Yes
Complainant Information

Name: DOH

Address:

10/26/2005

7/14/1997
7/14/2007

Companion Case Information (other Respondent)

Previous Case Information {same respondent)

Case No: 02-12-0019MD Case Disposition: Closed Reason Closed:

Compiainant; Confidential, MD

*Steps

A=Assess I=Investigating

RM = Reviewing Member LD=Legal Drafting
S=Settlement LP=Legal Prehearing
RPT002 10/31/2005

LR=Legal Review
LS = Legal Service
RAG=Legal Support

BIANCHI, ELIZABETH 2005100073MD PAGE 477
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F=Final Action
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AMAY

AMERICAN
e

MEDICAL
ASSOCIATION

AMA Physician Profile

Name and Mailing Address: Primary Office Address:
ELIZABETH ANN BIANCHI MD
4708 S SCHAFER BRANCH RD 9116 E SPRAGUE AVE # 400
SPOKANE VLY WA 99206-9225 SPOKANE VLY WA 99206-3601

Phone: 1-509-869-8951

Birthdate:  07/14/1951
Birthplace: RIVERSIDE, CA UNITED STATES OF AMERICA

Physician’s Major Professional Activity: OFFICE BASED PRACTICE

Practice Specialties Self Designated by the Physician*:

Primary Specialty: FAMILY MEDICINE

Secondary Speciatty:  UNSPECIFIED

“Self-Designaled Practice Specialtias/Areas of Practice (SDPS) listed on the AMA Physician Profila do not imply “recognition™ or
"endorsement” of any field of medical practice by the Association, nor does it imply, certification by a Member Medical Specialty Board of
the American Board of Medical Spaciallies, or that the physician has been lrained or has special compelence lo praclice the SOPS.

AMA membership: NON MEMBER

All Information from this Point Forward is Provided by the Primary Source

Current and/or Historical Medical School:
UNIV OF FL COLL OF MED, GAINESVILLE FL 32610

Degree Awarded: Yes
Degree Year: 1995
AMA Files Checked 10/25/05 18:14:47 Profile for: Elizabeth Ann Bianchi MD Page | of 4

©3005 by the American Medical Association
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AMERICAN |
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MEDICAL
ASSOCIATION

AMA Physician Profile

Current and/or Historical Post Gradunate Medical Training Programs Accredited by the Acereditation Council for

Graduate Medical Education (ACGMEY):

Fuure training dates, as reported by the program, should be interpreted as "in progress " or "current” with projected dave of completion. If the
iraining program indicares that iraining for a physician in a particular specialty was not compleied af their instinution, the fraining segment will be
ideniified as "INCOMPLETE TRAINING”.

Institution: INLAND EMPIRE HP SERV ASSOC State: WASHINGTON
Specialty : FAMILY PRACTICE 06/1995 - 06/1998
(VERIFIED)

Naote: I you have discrepant information, please submit a Request for Investigation to the AMA so that we may verify the information with the
primary source(s). See the last page of this Profile for instructions on how to report a data discrepancy.

Current and/or Historical Medical Licensure:

MDD/ Date Expiration License Last
Jurisdiction DO Granted Date Status Type Reported
WASHINGTON MD 0771411997 07/14/2007 ACTIVE UNLIMITED 10/19/2005

Note:  When the specific month and day are unknown, the date will display the default value of "01." Not all licensing boards
maintaln or provide fult date values. Please contact the appropriate licensing board directly (or this information.

ECFMG Certflication:
Applicant Number:

Note:  The Educational Commission for Foreipn Medical Gradunics (ECFMG) applicant identification number does net imply
current ECFMG certification status, Te verify ECFMG status, contact the ECFMG Certification Verification Service in
writing at P.Q. Box 13679, Philadelphia, PA 19101,

Federal Drug Enforcement Administration:

* Only the last three characters of active DEA number(s) are displaved.

DEA Number * Schedule Expiration Date Last Reported
XXXXXX192 22N 13N 45 07/31/2007 10/11/2005
XXXXXX634 22N 33N 45 07/31/2006 10/11/2005

Note:  Many siates require their own controlled substances registration/license. Please check with vour state
licensing authority for requiremcent informiation as the AMA does not maintain this information.

AMA Files Checked 10/25/05 18:14:47 Profile for: Elizabeth Ann Bianchi MD Page 2 of 4

@2005 by the American Medical Association
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AMERICAN __36

MEDICAL
ASSOCCIATION

AMA Physician Profile

Specialty Board Certification(s)*:
Specialty Board Certification(s) by one or more of the 24 boards recognized by the American Board of Medical Specialtics
(ABMS) and the American Medical Association (AMA) threugh the Liaison Committee on Specially Boards, as reported
by the ABMS: .

The AMA Physician Profile has been designated by the ABMS as an Official ABMS Display Agent of Member Board
Cerlification data. Therefore, the ABMS Board Centification information on the AMA Physician Profile is considered a
designated equivalent source in regard to credentialing standards set forth by acerediting bodies such as the Joint Commission
on the Accreditation of Healthcare Organizations (JCAHO) and National Committee for Quality Assurance (NCQA).

Certifying Board: AMERICAN BOARD OF FAMILY MEDICINE

Certificate: FAMILY MEDICINE

Certificate Type;: GENERAL
Duration Effective Expiration Occurrence Last Reported
TIME LIMITED 07/09/2004 12/31/72011 RE-CERT 10/06/2005
TIME LIMITED 07/10/1998 12/31/2005 INITIAL 10/06/2005

Note:  For certification dates, a default value of "01" appears in the day or month field if data were not provided to AMA. Please contact the
appropriate specialty board directly for this information. (**) Indicates an cxpired certificate.

*This information is proprictary data maintained in a copyrighted database compilation owned by the American Board of Medicnl Specialties.
Copyright 2005 American Board of Medical Specialties. All right reserved.

Medicare/Medicaid Sanction(s):

TO DATE, THERE HAVE BEEN NO SUCH SANCTIONS REPORTED TO THE AMA BY THE DEPARTMENT
OF HEALTH AND HUMAN SERVICES.

Other Federal Sanction(s):

TO DATE, THERE HAVE BEEN NO FEDERAL SANCTIONS REPCRTED TO THE AMA BY ANY BRANCH OF
THE US MILITARY, THE VETERAN'S ADMINSTRATION OR THE US PUBLIC HEALTH SERVICE.

AMA Files Checked 10/25/05 18:14:47 Profile for: Elizabeth Ann Bianchi MD Page 3 of 4

©2005 by the American Medical Association
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MEDICAL
ASSOCIATION

AMA Physician Profile

Additional Information:
TO DATE, THERE IS NO ADDITIONAL INFORMATION FOR THIS PHYSICIAN ON FILE.

The content of the AMA Physiclan Profile is intended to ussist with credentialing. Appropriate use of the AMA Physician Masterfile data
contained on this Profile by an organization would mcet the primary source verification requirements of the Joint Commission on Accreditation
of Healtheare Organizations (JCAHO) and the American Accreditation HealthCare Commission/URAC. The Physician Masterfile meets the
National Committee for Quality Assurance (NCQA) standards for verification of medical education, post graduate medical troining, board
certification, DEA status, and Medicare/Medicaid sanctions.

If you note any discrepancies, please log onto our web sile (hiip://www ama-assn.org/go/amaprofiles) and go to the order detail page, select the D
following the physician’s name and enter the data in question. Or you can mark the issues on a copy of the profile and mail or fax to:

Division of Database Producis and Licensing
Aun; Credentialing Products

5E5 N. S1ane Street

Chicago, IL 60610

800- 665-2882

312 464-5900 (fax)

If you have questions or need additional information, please call the AMA Profile Service customer support line
at 800-665-2882.

AMA Files Checked /25/05 18:14:47 Profile for: Elizabeth Ann Bianchi MD Page 4 of 4
7005 by the American Medical Association
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crh0303 ‘D REAL SYSTEM v2.5.7ﬂ 03:35:40 PM
INDIVIDUAL NAME (JR, SR, III) REFER # MD00035207

LAST BIANCHI 50C SEC NUM

FIRST ELIZABETH +-ADDITIONAL INFORMATION---------------- +
MIDDLE A SEX M = MARRIED Y =
RESIDENCE INFORMATION OTHER NAME
4708 S SCHAFER BRANCH RD CORP. OFFICER =
SPOKANE WA 99206 TRUST ACCQUNT

BIRTH PLACE CALIFORNIA
DATE 07-14-1951

PHONE: (509) B869-8951 COUNTY: 32
() - LGL ST: WA SCHOOL CODE 011.03

CE UNITS 0.00 REQD BY 07-14-2009
NOTES e +
AC060605JDH*061305 RCVD $450-OVR PMT-RFND $140-061705 DC
e it T i i il +
| CURRENT STATUS: A D EXPIRATION DATE: 07-14-2007 FIRST ISSUE DATE: 07-14-1997
| RENEWAL STATUS: 2  LAST ACTIVE DATE: - - LAST RENEWAL DATE: 06-17-2005
| COMPLAINTS O/C: 0/ 1 AUTHORITY:

ilil{{()

ol Gt~ el Wediclne y
el G E UMV%‘W vt cc.
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Miller-Smith, Chyma

From: 4 - Identity - Whistleblower Regarding Health Care Provider - RCW 4..
Sent:  Wednesday, September 04, 2002 11:59 AM
To: Miller-Smith, Chyma

Subject: hair removal treatment

hello chyma,

my name is | +-eniy - wisienon | and 1 am writing in regards to a hair removal treatment that 1 received
@laser works on Aug 28th. I was told by Marilyn Gelnette that if I did treatment on my check area she
could garentee 100% that I would not get any redness or burns after the treatment and 1 would be able
to go to work and be fine. so i let her perform the treatment only on my left cheek because the laser
broke before she could finish the other side. And after the treatment my cheek was red and i received
blisters, only today is my cheeks starting to get back to there normal color(9/4/02). I was wondering
what could be done to stop this from happening to me or another person. No one should go through this
treatment. Fell free to give me a call if you have any questions( +- eniy- wiisiero..  thank you for your time in
this delectate matter.

4 - Identity - Whistleblower Regarding Health C..

Do You Yahoo!?
Yahoo! Finance - Get real-time stock quotes
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH

March 23, 2006

Elizabeth A, Bianchi, MD

4708.S Schafer Branch Rd
Spokane, WA 99206

SUBJECT: . Elizabeth A. Bianchi, MD -
MDO00035207; Case No: 2005-10-0073MD

Dear Dr. Bianchi:

The Medical Quality Assurance Commission has closed its investigation.regarding allegatlons
of unprofessional conduct.

‘During the course of the investigation, it was determined that this issue was resolved in case
number 2002-12-0019MD, which was closed no cause for action. Therefore, this case is being
administratively closed.

As a reminder, you.may submit an additional written statement if you wish:it'to be added to the
case file.. The file:will be subject to release within the gmdellnes established by Washington
public disclosure'laws: Public disclosure requests usually come from‘insurance companies and
employers.

Thank you very much for your cooperation in this matter. If you have any. questions, please.feel
free to contact me at (360)236-4791 or Maryella Jansen, Deputy Executive Director; at
(360)236 -4792.

Respectfully, ‘

LISA NOONAN, Case-Management Manager
Medical Quality Assurance Commission

PO Box 47866 _

Olympia, WA 98504-7866

RPT029.dec 3/23/06 B
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NOTICE

WAC 246-15-030, procedures for filing, investigation, and
resolution of whistleblower complaints.

(1)(b) Instructs that staff will affix a permanent cover to
the letter of complaint or other form of notice in the compiaint
file, noting the statutory citation concerning protecting the
identity of the complainant.

(3)(c) Ensure upon case closure, that the permanent
cover affixed in subsection (1)(c) of this section will remain.

RCW 43.70 provides that the identity of a whistleblower who
complains in good faith to the Department of health about
the improper quality of care by a health care provider as
defined in RCW 43.72.010 shall remain confidential.

Pursuant to the above RCW and WAC it is
staff's duty to see that the complainant’s name
or any information which may identify the
complainant is not disclosed.

NOTICE

- Yoo
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STATE OF WASHINGTON
DEPARTMENT OF HEALTH

December 1, 2005

Elizabeth Bianchi, MD
4708 S Schafer Branch Road
Spokane, WA 99206

Dear Dr. Bianchi:
SUBIECT: Case No: 2005-10-0073MD

The purpose of this letter is to inform you that the Medical Quality Assurance Commission received a report concerning an
allegation of unprofessional conduct as defined in RCW 18.130.180 (10), the Uniform Disciplinary Act. RCW 18.130.050, of the
Uniform Disciplinary Act, authorizes the Medical Quality Assurance Commission to investigate complaints of unprofessional
conduct.

A preliminary investigation to gather the facts will be conducted by an investigator from the [partment of Health, Medical
Assessment and Medical Investigations Unit. The investigator will contact you as soon as possible during the investigation if a
stalement or other information from you is required.

Please note that the Medical Quality Assurance Commission is bound by statute to comply with two different laws, which may
seemn to conflict. The first requires that we immediately notify a practitioner that a complaint has been filed. The second, the
whistleblower law RCW 43.70.075, prohibits us ffom releasing the name of the complainant or any specific details about the repont
which could identify the complainant until we have received a signed waiver authorizing us to do so. We are sensitive Lo the fact
that it can be very disconcerting to knowa complaint has been filed against you, but not know any details about it, Therefore, once
the waiver has been obtained, an investigator will contact you as soon as possible and all issues will be discussed as fully as
allowed by law so that you wiil havean opportunity to respond. In a small percentage of cases. a staiement from the Respondent
will not be required and no investigator will contact the Respondent.

You may submit a written statement about the complaint at any time. However, you may choosdo wait until after you have been
contacted by an investigator and advised of the nature of the complaint. If the Commission receives any inquiries about the stalus
of your license while this case is still open, only its existence will be disclosed. One the review process has been completed, the
case will either be closed or acted upon. The contents of the closed case file, including any statements submitted by you, will be
subject to release according 1o Washington’'s public disclosure laws. Most public disclosure requests come from insurance
companies and employers.

We have enclosed our informational brochure What Happens Next? along with a copy of RCW 18.130.1380 Unprofessional
Conduct. Please be aware that this process can take three to six months and in some cases longer. 1 you have questions, please
contact Gayle Crowley, the assigned Investigator, at (253) 395-6709.

Respectfully,

@ ﬂ Az

Kay Nonnand
Secretary Senior

Enc.:  What Happens Nex¢?; RCW 18.130.180
{R)Notify-RPT030.DOC

= U)-ﬁmoz o~
. W

BIANCHI, ELIZABETH 2005100073MD PAGE 489




DEPARTMENT OF HEALTH
HEALTH PROFESSIONS SECTION 5
INVESTIGATIONS UNIT

CONFIDENTIAL INVESTIGATIVE REPORT
PREPARED FOR THE

MEDICAL QUALITY ASSURANCE COMMISSION

Feddrddrddodedde

CASE # 2002-12-0019MD

Respondent: Attorney:
Elizabeth Bianchi, MD (Unknown.MD) None provided
10808 46" Avenue

Spokane, WA 99206

H. (508) 926-8462 Cell: (509) 995-0368

Complainant: Attorney:

Confidential None Provided

Investigative Case File completed by Investigator: T.R. Heafey on May 23,2003

APPROVED BY: DATE:

Case # 2002-12-0019MD Elizabeth Bianchi, MD
Page 1 of 4
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GENERAL CASE SUMMARY

COMPLAINT / ALLEGATIONS: A confidential complainant contacted the WA State
Department of Health on 12-10-2002 concerned about a hair removal business at the
Spokane Valley Mall that offers photo rejuvenation through the use of a pulsed light
unit called “Aurora” manufactured by Syneron. Reportedly, none of the personnel are
medically licensed but have been trained to operate the Aurora machines by the
company.

CASE REVIEW: Nuwo of Spokane is located in the Spokane Valley Mall,
managed by Jeff Gelnette. In addition to informational material including
brochures (pp 4-7), an article in the Spokane Magazine provides a description of
the services offered by the laser skin clinic. {pg 8) On April 25, 2003, Mr.
Gelnette was provided with a Letter of Request (pp 9-10) asking for a copy of his
business license; names, addresses & telephone numbers of current employees;
copies of licenses or certifications; job descriptions; information about the
equipment used; access to their appointment book and copies of random
selected patient records (Attachment A}. This information was provided
(pp11-33) by a very cooperative Jeff Gelnette. According to Amy Gelnette, The
(IPL) Intense pulse light |laser operates with a radio frequency and is used for
Tattoo removal, aging spots, sun spots, and hair removal such as bikini lines as
well as microdermabrasion for stretch marks. She indicated that a topical
anesthetic was applied if the patient was uncomfortable after the procedure. Jeff
Gelnette says this practice was discontinued and the only medications applied
are the ones the physician uses.

Chyma Miller-Smith of ISU was consulted in regard to a similar investigation she
was involved with. Copies of documentation relating to this investigation were
provided, also. (Attachment B). Dr. Elizabeth Bianchi was identified as the
Medical Director for both Clinics (Seattle & Spokane Vailey). Dr. Bianchi was
sent a Letter of Cooperation on May 02, 2003. (pp 34-35) Her reply was
received on May 21, 2003 (pp 36-43). The investigation was completed and
forwarded to the Chief Investigator on May 23, 2003.

1. Contacts Made 3. Significant Activity
2. Key Evidence f Attachments 4. Prior Case History.

1) Contacts:

Thomas R. Heafey, Health Care Investigator llI Jeff Geinette, Manager
Department of Health/Medical Investigations NUT0 Laser Skin Clinic
1500 West Fourth Avenue, Suite 313 Spokane Valley Mall
Spokane, WA 99204 14700 E. Indiana, STE 1092
(509) 458-3642 Spokane, WA 99216

(509) 927-9400
FAX: (509) 927-4955
Cell: (509) 869-8828

Case # 2002-12-0019MD Elizabeth Bianchi, MD
Page 2 of 4
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Chyma Miller- Smith

WA State Dept. of Health
Investigative Service Unit
(360) 236-4659

2) Key Evidence / Attachments:

Page Description
1-3 Letters of Complaint, Notification and Acknowledgement.
4-7 Informational sheets obtained from NUT0 of Spokane Valley
8 Article appearing in the Spokane Magazine regarding NUT0 .
g-10 Letter of request to Jeff Gelnette, Manager of NUTO .
11-33 Response & requested data from Jeff Gelnette.
34-35 Copy of the Letter of cooperation sent to Dr. Elizabeth Bianchi.
36-43 Dr. Bianchi's response.
ATTACHMENTS:
Attachment A Randomly selected Patient records from NUTO .
Attachment B Investigative data obtained from ISU..
3) Activity:
Date Activity
12-10-2002 Complaint received by the WA State Department of Health.
12-10-2002 Initial Assessment Review
12-11-2002 Request for Investigation received MIU/Olympia.
12-11-2002 Investigation assigned to T. Heafey.
12-16-2002 Request for Investigation received MIU/Spokane.
02-24-2003 T/C to Chyma Miller- Smith.
02-26-2003 Reports received from ISU (Attachment B).
02-29-2003 T/C from Chyma Miller-Smith
Case # 2002-12-0019MD Elizabeth Bianchi, MD
Page 3 of 4
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04-21-2003  T/C to NU1O.

04-25-2003 Letter of Request hand-delivered to business.

05-02-2003 Letter of Cooperation sent to Dr. Elizabeth Bianchi.

05-08-2003 T/C from Jeff Gelnette.

05-14-2003 Picked up documentation from Jeff Gelnette.

05-22-2003 Dr. Bianchi’'s response reviewed.

05-23-2003 Investigation completed and forwarded to the Chief Investigator

4) Prior Case History: None

Case # 2002-12-0019MD Elizabeth Bianchi, MD

Page 4 of 4
I 000006
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INITIAL REVIEW PANEL

CASE PRESENTATION
Case Number: MD/PA
02-12-0019MD AGE
FOP
TOM
Date: May 29, 2003 g’i'gp—' —
Presented by: Bili N. Crowell, PA-C -
|Respondent: Elizabeth A. Bianchi, MD Spokane County

|Comp|ainant: Confidential

CASE SUMMARY

The Respondent: Is a 51-year-old Board Certified Family Practice physician, who has been
licensed in the State of Washington since July 14, 1997,

The Complainant: Confidential

Malpractice Settlement: N/A

The Complaint: Possible aiding or abetting unlicensed practice.

Complaint Review; On December 10, 2002, the MQAC Medical Consultant received a
telephone call regarding a hair removal business advertising itself as removing not only hair,
but also performing treatment of vascuiar lesions, i.e., leg veins, and superficial skin
pigmentation problems. This was accomplished through the use of a pulsed light unit called an
“Aurora” and the personnel performing the treatments were reportedly not medically licensed,
aithough they may have been trained by the company that manufactured the machine. It was
also alleged that while there may have been some medical supervision, no physician was on
site.

The original complaint had been opened as an unknown physician. Upon visiting the business,
named Nuvo Laser Skin Clinic, which is located in a large shopping mall in eastern
Washington, the investigator learned it was managed by a Mr. JG. In an advertisement from a
local newspaper with a large circulation, the offered services at the clinic included Botox
injections, photo facials and photo rejuvenation to remove age spots and other blemishes,
laser hair removal, micro dermabrasion, spider vein therapy, and tattoo removal. The MQAC
investigator learned at that time that the Respondent was the medical director of not only this
clinic but also another in Seattle, and that the Seattle clinic had recently undergone an
investigation by the Unlicensed Program of the Department of Health.

Review of that investigation reveals that a complaint had been received on September 4,
2002, from a patient who had undergone hair removal treatment from a different Respondent,
a cosmetologist, and sustained blisters and redness of his left cheek. Two other complaints
had also been received against two other cosmetologist, although they related more to
technique rather than an adverse outcome or patient harm. During the investigation, it was

~UUUO7
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learned that the clinic did have a medical director, although it was not the Respondent.
However, during the course of the investigation, and after the medical director was made
aware there was an ongoing investigation of the clinic, he resigned. The medical director
reported he had been approached three years prior by the owners of the clinic to help the
company finance several lasers, under the impression that it would be easier for the company
to obtain better financing of a laser with a physician listed as a member of the staff.

The medical director noted he was paid $500 a month to compensate him for the risk of putting
his name on the lease, and that he had never been involved in the planning or set up of the
day-to-day operations of the clinic. He did note that he had ordered, per the request of the
clinic manager, topical Lidocaine 5% for the clinic. The medical director also pointed out that it
was his impression that the laser work was to be performed by registered nurses. He also
reported that he had only been called to the clinic once in the several years he had heen listed
as the medical director, and had not been in the clinic for the past six months. it is noted the
medical director recently completed a Board Order.

Following the medical director's resignation in December 2002, the clinic obtained the services
of the Respondent on January 15, 2003, The Respondent is now acting as the medical director
for both clinics.

The Respondent replies that as the medical director of for NUVQ, she is responsible in
ensuring that client safety and supervision of procedures performed by the staff, including
assessment of dermatological conditions, and training and use of the equipment for
treatments. The Respondent notes she is available by phone and in person, if needed, for any
medically related questions at either the Spokane or Seattle clinic.

The Respondent goes on to say the only invasive procedures she performs is Botox injections
and sclerotherapy for small leg veins/telangiectasias. A copy of her training in Botox and
sclerotherapy was provided, as well as additional training in the use of lasers. In answering
the MQAC Investigator's question regarding what medications are used by her, the
Respondent noted she only used Botox and 0.2 % or 0.3% Sodium Tetradecyl Sulfate for
sclerotherapy. On a rare occasion, the Respondent notes she has written a prescription for 2%
lidocaine gel for patients who experience difficulty in tolerating hair removal or Photo Facial
treatments. The Respondent adds that she personally sees these patients in the clinic.

In continuing to answer the MQAC Investigator's question regarding how she supervises the
operation in both the Seattle and Spokane clinics, the Respondent answers by saying she is
available by phone or in person twenty-four hours a day, seven days a week. That if an
emergent condition was to arise, 911 would be called and the patient transferred to the nearest
hospital. For other non-emergent conditions, the client would be scheduled to see her.

The Respondent states there is now an RN at the Seattle office and she could arrange to fly to
Seattle from Spokane if the need should arise. The Respondent goes on to say she provides
routine services to the Spokane clinic and travels to Seattle at least monthly to communicate
with the Seattle staff and management regarding medically related topics. In addition, the
Respondent notes she has developed a relationship with a local dermatologist to assist her

" with any questions or referrals.

The Respondent notes her experience in this field of medicine includes elective rotations
through plastic and dermatology and that she has taken post graduate training in FotoFacial
(IPL) technology, extensive workshops in Botox injections and sclerotherapy with a noted
physician in Boise, ID. The Respondent also notes that she completed a two day Aesthetics

-~ 000008
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workshop and seminar from the National Procedures Institute for procedures including
cosmetic patient evaluation, Botox and collagen injection, skin resurfacing, lasers, hair
removal, and office surgery. In addition, the Respondent notes that she continues to stay
current with cosmetically related dermatology literature.

The Respondent goes on to say that the staff is well trained to distinguish when treatment is
not indicated and what contradictions exist for cosmetic procedures, noting that they are
outlined in the Training and Treatment Manual . The Respondent adds that she is available to
see and or discuss any patients who may have a condition that requires evaluation. In addition,
the Respondent notes that all patients fill out a general medical history and are evaluated prior
to the procedure.

The Respondent, when asked the question by the MQAC Investigator, how many times she
had been contacted by phone, related that she seldom gets contacted regarding a patient
concern or injury, adding that the procedures are very safe, that the clients are given informed
consent, and that all questions and expectations are addressed.

The Respondent answered the question if she had a written contract with the clinic by replying
she did not, that she is compensated by salary, and has no ownership in the company.

A number of patient handout sheets and instructions were included with the Respondent’s
statement, regarding the different treatments, complications, frequency of treatments, and
telephone numbers to call if problems were incurred. The Spokane clinic has 12 employees,
including aestheticians, receptionists, office manager, and the Respondent.

Prior Cases: None

~ (0109
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Case File_512482_pdf-r.pdf redacted on: 5/14/2015 11:23

Redaction Summary ( 51 redactions )

4 Privilege / Exemption reasons used:
1 -- "Attorney Work Product - RCW 42.56.290" ( 6 instances )
2 -- "DOH Licensee Social Security Number - RCW 42.56.350(1)" ( 6 instances )

3 -- "Healthcare Information Readily Identifiable to a Person - RCW 42.56.360(2), RCW 70.02.020(1), RCW 42.56.070(1)" (
23 instances )

4 -- "Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1)" ( 16 instances )

Redacted pages:

Page 22, Healthcare Information Readily Identifiable to a Person - RCW 42.56.360(2), RCW 70.02.020(1), RCW 42.56.070(1),
1 instance

Page 23, Attorney Work Product - RCW 42.56.290, 1 instance

Page 24, Attorney Work Product - RCW 42.56.290, 4 instances

Page 25, Attorney Work Product - RCW 42.56.290, 1 instance

Page 49, DOH Licensee Social Security Number - RCW 42.56.350(1), 1 instance

Page 84, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 4 instances
Page 290, DOH Licensee Social Security Number - RCW 42.56.350(1), 1 instance

Page 386, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 2 instances
Page 425, DOH Licensee Social Security Number - RCW 42.56.350(1), 1 instance

Page 426, DOH Licensee Social Security Number - RCW 42.56.350(1), 1 instance

Page 429, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 2 instances
Page 432, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 2 instances
Page 437, Healthcare Information Readily Identifiable to a Person - RCW 42.56.360(2), RCW 70.02.020(1), RCW
42.56.070(1), 8 instances

Page 438, Healthcare Information Readily Identifiable to a Person - RCW 42.56.360(2), RCW 70.02.020(1), RCW
42.56.070(1), 12 instances

Page 439, Healthcare Information Readily Identifiable to a Person - RCW 42.56.360(2), RCW 70.02.020(1), RCW
42.56.070(1), 1 instance

Page 440, Healthcare Information Readily Identifiable to a Person - RCW 42.56.360(2), RCW 70.02.020(1), RCW
42.56.070(1), 1 instance

Page 451, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 1 instance
Page 455, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 1 instance
Page 477, DOH Licensee Social Security Number - RCW 42.56.350(1), 1 instance

Page 482, DOH Licensee Social Security Number - RCW 42.56.350(1), 1 instance

Page 485, Identity - Whistleblower Regarding Health Care Provider - RCW 43.70.075(1), RCW 42.56.070(1), 4 instances
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