AGENDA ITEM 25
MEDICAL BOARD STAFF REPORT

DATE REPORT ISSUED: February 1, 2008

SUBIECT: Review of Laser Use per Section 2(23.5 of the
Business and Professions Cade

STAFF CONTACT: Ianie Cordray

REQUESTED ACTION:

1) Approve the two attached statements for publication and distribution (Attachments C and D).

2) Continue to support the reestablishment of Operation Safe Medicine to assist with the wvestigation
of these cases and encourage staff to increase the use of the citation and fine processto act as 2
deterrent for these violations.

STAFF RECOMMENDATION:

Staff recommends that the Board approve the two prepared statements, The first is a slatement
outlining the responsibilities of physicians in cosmetic procedures, including the supervision of allied
health staff performing laser procedures. The second is a statement to better inform consumers on
cosmetic procedures, In addition, staff is recommending the Operation Safe Medicine Unit, once
recstablished, Investigate these matfers and increase the use of cilations.

EXECUTIVE SUMMARY:

SB 1423 (Figuevoa; Chap. 873, Stats, of 2006) added section 2023.5 to the Business & Professions
Code, which requires the Meadical Board and the Board of Registered Nursing, in consultation with the
Physician Assistant Connmnitiee, to examine the issues surrounding the use of lasers in cosmetic
procedures and patient safety.

Medical Board and Nursing Beard staffl held three public forums to solicit comments from physivian,
nursing, and physician assistant organizations, the laser industry, and patients, among others. The
meetings were chaired by members of both boards, including Drs. Mary Moran and Janet Salomonson
of the Medical Board.

Following consideration from testimony st the three forums and analysis of the laws and regulations
that relate to cosmetic procedures and the delegation of procedures to allied health professionals, staff
1s ot recommending regulatory action at this time. $t1aff believes that after reestablishment of the
Operation Safe Medicine Unit and reviewing the impact of the citation and fine process, the board will
be 1n a stronger position to make recommendations regarding any future legislative/regulatory action,
¢.g. increased fine amount, supervision definition, etc.

FISCAL CONSIDERATHONS:
No additional Bscal consideratisns st this time.

PREVIOUS MBC ANIYOR COMMITTEE ACTION:

At the November 2007 Board Meeting, the Members approved the reestablishment of the Operation
Safe Medicine Unit.

Attachments

A~ Memo summarizing the laser forums

B — Memeo analyzing current Jaws and regulations on the use of lasers and background information
C — Article regarding physician responsibility

D — Article for cansumers
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State of Califoraia Department of Conswmer Adiairs

Medical Board of California

January 7, 2008

TO: Members,
Medical Board of Califorma

FROM: Janie Cordray,
Rescarch Director

SUBJECT: 88 1423 (Figueroa; Chap. 873, Stats. of 2006) — Medical Bourd's
Respensibility to Review Laser Safety in Elective Cosmetic Procedures;
Report on Laser Forums

SB 1423, which {Figueroa; Chap 873, Stats. of 2006} added section 2023.5 to the Business & Professions
Cade, directs the Medical Board of California 2nd the Board of Registered Nutsing to review the isaues
of the safety of lasers In electve cosmetic procedures.

Section 2023.5 provides:
{a) The board, in congrenction with Board of Registered Nurving, and in onsuliation with the Physician Asistant
Commitize and professionals in the ficld, shadl review isswes and problems nervounding the use sf faser or infenss Iight pulse
devices for elective cosmelic procedures by physiciany and surgeons, nuvses, andd physiarn assistanis. The review shall inclads,
fnet meed wot be dmmited Bs, wil of the following:
{1} The appeopriate Jovel of physician supervision needed.
(2} The appropriate level of training fo ensure competensy.
{3} Guidekines for standardised pracedures and protocals that address, at minmmn, aif of e following:
(A) Pa:m;t selpction.
(B) Patient education, instrustion, and infermed mnsent.
(C) Ve of tapical ngents.
{13} Proceduses 12 be foliowed in the event of
complications or sdds efjects from the freatment,
{Fs) Procedures goperning emergency and urgent care sgtiailons.
{83 On or vefore Jamsary 1, 2009, the board and the Board 5f Registersd Nursing shali pronulgate reguiations to
prplement charges derermined 1 be mecessary with rogard o the use of luser or intenie pulie light devices for elective cosmatic
procedures by physicrans and surgeons, nurses, and physician assistants.

Review of Issues ~ Information Gathered at Public Forums:

To begin to conduct the mandated review of {ssues, the Medical 20d Nursing Boards decided to hold
thice public forums to solicit comment on the safety of the use of lasers in cosmetic procedures.

in prepanton of the Forums, "v{eéicai Board and Nursing Board siaff met to discuss the issues relating
to the custent environment of cosmetic laser practice. Staff noted that the environment of laser practice
was often not sate or legal, and, specifically, had observed the following probless:

o Ownership violations of "Medical Spas" or combined cosmetie & medical practices;

¢ Cotporate practice violations: the employment of a "Medical Ditector, “"Collaborative
Physician” or “Sapervising Physician”;
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s Fee-splitting, paying for referrals, and 2 number of business schemes designed to ciccumvent the
prohibition of biring physicians;

& Remote or absent supervision;

s Ilse of non-licensed, or inappropriately licensed personnel;

»  Consumer confusion as to the medical nature of laser procedures and issues of liabiligy;

*  Potenual for patient harm,

As a result of the forums, held in Santa Ang, Sacramento, and San Diego on August 31, Seprember 13,
and October 31, board members and staff have heard from a number of interested parties. Those wha
made formal presentations were:

. American Academy of Cosmetic Surgeons

. Amenean Laser Centers

’ American Assocation of Medical Esthetic Nurses

> American Society of Cosmetic Dermatology & Aesthetic Surgery
. California Academy of Cosmetic Surgeons

. Calitornia Acadery of Facial Plastic and Reconstructive Surgeons
. Califorma Academy of Physictan Assistants

» Califoram Association of Nurse Practiioners

. Califorma Narsing Assocubon

. Ametican Soctety of Dermatological Surgery

. California Society for Diermatological Surgery

. California Society of Dermatologists

» Caltfornia Society of Plasde Surpeons

. Norm Davis, L., Healtheare attorney

» Christne Lee, MDD, Dermatologist

» Lurmer Medweal, Inc

» Stephen Moore, Patent Advocate

’ Alan Voss, Al L. Voss, Assocates, Medizal Devics Consalant

{Minutes of all three forums are available on the Board's website

In addition to the fopmal presenmatioos made by these mdividuals and otgaoizations, 2 number of
persons offered comment, including individual nurses, physiclans, physician asststants, and
CONSULTS.

The presentations made by the various professional assoctations echoed the problems discussed by
statt, Testimony demonsirated that there is frequent disregard of the law in the use of these devices
in the treatiment of patients. In addigon o highlighting the problems of the mdustry, there were 2
aumber of weommendations voiced by those offerng testimony, including:

¢ Increase the defminon of medical practice and medical offices or sewngs.
. Berzer define the span of control over sites, and possibly limit the number of persons
supervised.
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. Accredit or certify locations ot sites of the procedures.

. Increase supervision of RNs, requiring the same for RN's standardized procedures as for
physician assisants,

‘ Set minunum standasds for taming, and perhaps tequire some kind of cerificanon and
examination requirement for the use of the devices.

» Establish cerfication or acereditation requitements for the waining counrses,

. Clerse any toopholes i the standasdized procedure guidelines of nurses,

¢ Promulgate regulations 1o define lay-iovolvement and corporate practice,

. Require that the supcrvisig physiaian be on-site, or available via telecommumceations at all
tines dunng the procedures.

. Allow deleganon of tasks or procedurcs only consistent with the supetvisiog physicians
specialty or "usaal or customary pracuce”

. Require physician supervisors o review and examine the nuse’s performance.

. Established back-up procedures and emergency plans.

» Require physicians do 2 skin exam before any laser treatments,

. Only allow laser treatments in medical setiings.

. tnforce the current laws and regulations.

Medical Board lurisdiction:

While the law requites the Medical and Nutsing Boards to jointly study the issues and consult with
the Physician Assistant Committee, any proposed tegulations would be heazd separately by cach
board or comraittee. The Nursing Board, Physician Asaistant Committee and the Medical Board
only have jurisdiction over and ¢an only impose regulations on their licensees. For that reason, the
Board must focus on the ssues relating to physicians and thely respooubilines, inclading their
responsthilities as supervisors of allied health professionals.

Discussion of Future Actions of the Boards:

The public forums held jointdy by the Medical and MNursiag Boagds have accomplished their purpose
of gathering information. The Boards now have a greater understanding of the issues, how practices
are violating current law, the risks of injury, the lack of knowledge of licensees and patients, and how
the lack of enforcement may have contributed to the risks and violanions.

It appears there may be no nead for further laws or regulations; however, theee is a need for more
resources for enforcement w proactively address the issaes. The development of 4 strategy or
method to enforce current laws should precede any cfforis to seek any addigons or amendments
without obtainiag further resources and commitment to their enforcemeat.  (See following
memotandam, "Current Laws Relatmg to the Use of Lasers and Their Enforcement.”™)

By law, the members are directed to review the issues relating to laser safety and rake actions they
deern necessary by January 1, 2009, “Uhis matter is scheduled for discussion at the Boasd meeting
on February 1, 2008,
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State of California Deparicaent of Consumer Affsins

Medical Board of California
fanuary 7, 2008

T Membets,
Medical Board of California

FROM: Janmie Cordray,
Research Ditetor

SUBJECT: Current Laws and Regulations Relating to the Use of Lasers and The
Enforcement Thereof

Background

SB 1423 (Figueroa; Chap 873, Stats, of 2006} added secton 20235 to the Business & Professions
Code, which directs the Medical Board and Board of Repistered Nursing to review the (ssues of the
safety of Iasers in elective cosmetic procedures, To gather information on this subject, the Boards
held three (oint forums 1o solicit testimony from providers and users of thie technolugy.

Az more fuily explained in the previous memo, entitled "SB 1423; Medical Board's Responsibility to
Review Laser Safety in Eleetive Cosmetic Procedures; Report on Laser Forums”™ there 1 often
disregard for the current law and regulanions. The forums ytelded testitnony from patients and the
professton on how some curtent practice enwvironments often viclate the law and endanger patents,

la summary, there has been 4 tremendous increase in cosmetic procedures, and the sreatments are
often perfonned in non-traditional, non-medical settings. The current environment can pive rise to
violations of the laws governing the business models and ownership of medical practices, including
violations of the cotporate practice bar, as well as fee-splifting and payment for refexrals. The legal
business models may give tise to the use of non-licensed or inappropriately hicensed personndd,
paper-only supervision {rent-a-icense) of allied health professionals, cousumer condusion over the
medical nature of the procedures, and confusion over who is respoaaible for the patient. Patients
may not be fully informed of the tisks and often do not know the medicsl nature of the teauments
or who i responsibie for thetr care,

The profession may not be well informed either. In some cases, physicians are approached by
companies that solicit their involvement i business schemes that are not consistent with existing
law. A specific example 1z 2 corporation soliciting physicians to essentiafly rent their licease to
medical spas for $400 per month, per site, with a0 real involvemess or real supervision of nursing
personnel, by actng a2 2 "medical director.”

fn addition, physicians are being asked to participate In a bustness management that may be Jegal on
paper, but in reality are in violation of the responuibility of physicians operating medical practices.
Ironicslly, somc of those making presentations or testifying at the forums essentially admitted to
being pant of a praciice that violated ane or several Californm laws.
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Discusston of Current Statutes and Regulations and Casrent
Enforcement as they Relate to Physicians
Ay more fully explained 0 the previous memorandum (5B 1423; Medical Board's Responsibility w
Review Laser Safety 1 Elective Cosmetic Procedures; Report on Laser Forum™) those testifying at
the fonams voiced a number of concerns and recommended changes or additions in law, as well as
caforcement actions. The majotity of recommendations made by those in attendance at the Forums
relate to legal requirements already addressed by existing statute and regulations.

Current Law & Regulations

It 15 important to note that while the law requites the Medical and Nutsing Boards to jointle study
the 1ssues and consult with the Physician Assistant Comuittes, the Medical Board only has
junsdiction over 1ts licensees, and can onldy impose regulations on physicians. For that reason, the
Board must focus on the issues relating to phystetans and their responsibilities, including ther
responsibilities as supervisors of allied health professionals. For that reason, the following
discussion 1 confined to the issues as they relate 1o physicians,

Use of unlicensed or napproprately heensed ¥y phy

Current law prohibits the use of lasets by non-licensed or inapproprately beensed persons. Oaly
physictans may lepally use these devices, or they may delegate the laser’s vse on their patients o
physician assistants, registered nusses, and nusse prasctittoners under their supervision. Regardiess of
supetvision, physicians may not delegate laser use to non-licensed medical assistants, Heeased
estheticians or othet inappropriately hcensed persons.

Lack of supereision, inappropriate delegation, and lack of review of surses’ performaney:

While carrent law allows the delegation of laser treatments to the above menvoned licensees, the law
reguires supetvision by the physician. Standardized procedures for nurses, and delegation of
services agreements for physician assistants, allow ghe procedures to be performed while the
physician 1s not on-site, however, they do not absolve physicians from their supervision
responsiiiities.

Many of the coraments made at the forums address the current, flegal practice of "rent-a-license,”
that is to say, becoming a paper-only supenisor while providing lintle, of, m many cases, absolutely
1o supervision o the nurses or physician assisgaats. Cotrent law protubits this practice.

Usndex the standardized procedure putdelines, physicians may only delegaze to nusses they know to
be capable of performang the delegaced task,  (This is true for lasers, and any other procedure 1n any
specialty.} The guldclines require that the experience, raining, and education requirements for
performance of the delegated function be docemented, and that a methad of mitial and continung
evaluation of the nuses’ competence be established,

Stasudardized procedure gundelines require that funchons performed be in an "Organized Health
Care System." When the regulations were promulgated joindly by the Nursing and Medical Boards
n the 19703, hoth Boards envisioned nurses practicmg tn healthcare settings, not beauty szlons,
Legally, nothing has changed since the promulgation of the regulations. Nurses must perform
procedures ia 2 health-care seung, under all of the standardized procedure putdelines. (Attached)
The law does not allow 2 nurse to set-up a practios i a salon, hure o physician supervisor, and
perfomm medical provedures independently,
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The guidelines forther require that circumstances be articulared "which the registered nurse is to
immediately communicate with a patient's physician concerning the patient's condition.™ This
unplies two things: 1) that the patient is the physician’s responsibility, and; 2} that there be a means
in which to mamediately contact che supervising physician. Delegation of the pracedite 1o the nurse
does not absolve physicians from their responsibility to their patieats. While there is no actual
mileage limit wn the law relating fo supervision, this requirement certainly means that the physician
must be immediately reachable. According to the materials on the BRN's website, relating to Nusse
Practitioners, who have mnch greater autonommy than registered nurses, 1t states:

“The mrileqge betusen the nurie proctifioser and the supereigng physician 5 net  spectfically addvessed in the
NPA. Howeser, the physician showid be within a geagraphrcal distance, which snabies her/ bim to sifectively
Suhervise the nurse praciitioser in the performance of the sandardized procedure fupeitons. ™

There has been much said over the years about the lack of legal definition of supervision. A legal
defirution might be helpful, but a simple dictionary may do the job:

According to Webster's Encyclapedic Dicionary of the English Langrage,

"supervise, to oversee for ditection; ro superintend; to inspect.

supervision, the act of supervising; superintendence; direction

supervisor, one who supervises; and overseer, an nspector, a superinifendent.”

Accotding to Fask o Wagnalls Standard College Dictionary,

Supertvise: to have charge of direeting

Supervision: the act of supervisiog

Supervisor: one who wpervises or oversees; supetintendent; inspector

Randmn Hewse detines “supervise” as “1o oversee (a process, work, workers, et} duting
execution o petformance; supetntend; have the oversight and dircction of”

A physician who is, on paper, a supervisor, who does ot give direction, oversee or Ingpect, s not, 1
plain Enghsh, performing the task of supervising,

Physician assistant {PA) supervision guidelines aze articulated maore specifically. Regulations
attached) To supervise a PA, the regulatory requirements ace:

& Al care provided o the patient by a PA is the ultimate responsibility of the phystcian,

» Physicians are Bmited to supervising no more than four PAs at any moment o time,

»  Physicrans must be o the same facility as the PA ot be immediately avaiiable by electronic
commmunication.

*  Before authorizing PAs to perform any procedure, the physician is responsible for evaluating
the PAS educadon, experience, knowledge, and ability to perform it safely and competemly.

*  DPAs may not own a medical pracuce (although they may own up 10 49% of the stock in a
professional medical corporation.}

¢  PAs may not hire their supervisots.

There are four methods i which physicians may provide supervision:
1) Phystcian secs the patient the same day as they arc teated by PA, on;
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2) The physician reviews, signs and dates the medical record of every patient treated by
the PA within 30 days of treatment, or;

3 The physteian adopts written protv:x“a,:)is to gutde the specific actions of the PA. The
physician must select, review, sign, and date at least 5% of the medical records of
patients created under the protocols withan 30 days of the treatment, or;

4) Under special circomstances, the physician provides supervision through additional
methads which must be approved i advance by the Physician Assistant Commuties,

While the PA regulagons are written mote specifically, they are not unlike the nussing regulations.
The nursing law and regulations, while written more broadly, requare thar physiciaos be responsible
for their patients, supervise the nugse, including the evaluation of their traiming and competence.
They alse do aot allow nurses to hire thelr supervisor or solely own the practice. While the nursing
regulations do not tequire a specific percentage of cases that must be reviewed, the regulanons do
requure evaluations, which cannot be done without any review of cases.

Lack of Qualifications of Supervisors:

Physicians may only delegate to those that they know o be capable of performing the delegated
task. 1f they are to supervise the task, 1 can be imphied that the physician too should be capable of
performung it One cannot provide guidance, direction, evaluation and oversight unless one is
knowledgesble and competent in the procedure being delegarad.

The rerm "core physician" was used in the forum discussions, meaning that a supervising physician
specilized 1 an area that is approptisic to supetvise the use of laser ieabments, such as plasde
surgery, cosmetic surgery, or dermatology. In PA regulations, PAs cannot be delegated tasks outside
of the physician's customaty practice,

While nugsing regulations are less specific, again, the regulations still require supervision. Current
law allows for murses to be supervised by physiclans in any spectalty, however, the physicians must
fulfill their supervision obligations. The regulations imply that this would include, regardless of the
primary specialty of certification of the physician, being proficient in the procedure being delegated
50 that they are capable of providing direction, gudance and evaluadon.

Medicine 1s in mns{mz gizzag& Phys:iﬂims who have been practicing for 20 years will not be
practicing i the same manner as they were when they graduated from medical school. As
knowledge and rechnology improves, the practice of medicine evolves,

Physicians are licensed after obtaining their medical degree, completing their postgraduate training,
and passing the licensing examinations. While not legally required, most physicians contoue their
education through specialty postgraduate training and will become board-certified w a specialty.
They are not metested or regired to go back w medical school every tme there is a scientific
discovery, 1 new medicing is approved, or a aew surgical fechnigue developed. Physicians over 50-
years-ofd practicing plastic surgery or dermatology, for example, may not have learned how o
perforn Eposuction in their formal post-graduate medical training. No "lposaction Jicense” is
granted, and no examinagon of certification for the procedure is given. Physicians learn new
techniques from training courses, colleague mentoring, and preceprorships, and they are lepally able
to practice these procedures without any kind of specisity or procedural cerrification.
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Sumilarly, registersd nurses do not have speculized hicenses, and become specialized in specific
procedures through expetience and training m their practice environment. Specialty courses also
exist, and some provide cettification. Most certificates granted, however, have no legal standing,
Many of the purses testifying at the foruros stated they had taken courses in laser use and had been
certified. While it is laudable that they completed training, there are no natonal certfication
standards i the procedure, and no nadonally of state approved cerfification standards, making the
certification, legally speaking, without meaning. [tis the supervising physicians that ate responsible
for evaloatiag the qualifications of the nuses to whom they arc delegating regardless ot whether
they have been “cettified” or not.

Lack of back-yup systemns and emergency plans:

As established by existung laws and regulations, physicians performmang or delegating treatrents are
tesponsible for their patients’ care.  As supervisors, they are responsible to ensure back-up systems
and emergency plans. Under current law, the patienis are the physicians” responsibility, and they are
respansible for treaung rushaps, comphications or any other emcergency that might arse from the
treatments they delegated. While nurses are responsible for thetr patieats within their scope-of-
practice, under the Medical Practice Act, physiians bave the ultimate responsibility for the care of
thelr patient.

Lack of appropriate pror examinaton:

The delegation of the patients’ prior approptiate exammation may only be delegated to nutse
practitioners, not to registered nusses. For furnishing or ordering deugs o prescrptive devices, the
examination may be delepated to a nutse pracitioner functioning under standasdized procudures,
As B&P Code Secuon 2836.1 was added in 2004 by AB 25360 (Montanez, Chap. 205, Stagstes of
2004 to grant this suthortty to musc practitioners, it is clear that no such authonity is granted 10
registered nuises.

Physician Assistants may be delegated the "prior appropriate examination” as long as their
regulations are followed, which are much more stringent and specific than RN standardized
procedure guidelines. The PA must be wotking for a physician specialist i cosmene medicine, and
the requirements of the supervisor are nach more specific, as explained above.

California law prohabits the corpotate practics of moedictne. Laypersons or lay eotities may not own
any patrt of a miedical pracuice. Busmiess & Professions Code Secnon 2400)

In an attempt to circuinvent this legal probibution, sore have created some business and
management schemes thar violate the Iaw. Businesses that provide management services, franchises
or othes models that result tin any untlicensed person or entty influencing of making medical
decisions is in violation of the law.

As an example, businesses that control medical records, the biting and finng of healtheare seaff,
decssions over cuding and billing, the approving of or selecting medical equipment or drugs, violate
the law. Masagement Service Orgaaizanions (MSO)) arranging for advertising, or providing medical
services tather than only providing administeative staff and services for a physician's medical practice
{non-physician exercasing controls over a physician's medical pracice, even where physicians own
and operate the business) would be illegal. Also, many current business arrangements vielate the
prohibinon against fee-splitting or giving any consideration for patient referrals (B&P 630), The
curtent practice of lay-owned businesses hiting 5 medical director is also prohibited,
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Physicians who become employees of lay-owned spas and violaie otbet business provisions of laws
may be disciplined for uaprofessional conduct.

Procedures performed in inappropriate setiings:

Current law allows physicians to performy laser treatments in any seiting, incleding salons. They may
not, however, be paid by or hired by the salon, nor may they pay for referrals or split fees witch the
salon or any other entity. Nurses providing laser treatments delegated under srandardized
procedures must perform them in an "organized healtheare system.”  The same is true for PAs.

Lack of patient informed consent and educanon:
Consumers geoerally view pracedutes as they are marketed. I laser treatments are advertsed in the
same manner as facials or haie seevices, it s ot surprising that customers are not fully aware of their
medical nature, of conscious of their nsks. Al medical procedures must be preceded by informed
consent, which would include the possible risks associated with the treatment. While there 1s no
specific code that enumerates what must be told o patients, the well-established docinoe of
mnformed consent i case law requires that patients must be, at a pamumurn, informed of:

4 the aature of the teatment,

2 the tisks, complications, and expected benefits, including sts Iikelihood of success,
atd

3) Any alternative to the recomumended treatment, including dhe slrernanve of no

freatment, and their risks and benefits,
Providing sufficient information ra constinute informed consent is the responsibiliey of the
physiciar.

There ate often violations of advertsing law as well. Business & Professions Code Section 2277
requites advertising to include the physician’s name, or the name for which they have a fictitious
aame permiat, While the aurses may be perfornong the treatment, the name of the supervising
physican, or his or het registered fictiious name, must be in the advertisement.

There is also a need for the Boards to do more n educating patients, which is discussed below.
Enforcement and Public Education

The following is confined to the enforcement procedures and actions of the Madical Board.

The Medical Board's enforcement actions and their priorities are dictated by law, Section 2220.05 of
the Busincess and Professions Code establishes the prionty 1o which ¢ases are to be handled, which
are:

13 Gross negligence, incompetence, or repeated neglipent aces that invelve death or sericus
bodily injury to one or more patents;

2 Drug or akcobol abuse by the physician tnvolving death or injury to a pateny

3 Repeated acts of dearly excessive preseribing, funishing, or administering of controlled
substances, of repeated acts of doing so without 3 good-faith prior examination;

4 Sexual misconduct with one or more padents <uring the course of teatmont ot
exarmimation;

5 Practicmy medicine while under the influence of drugs or aleohol.
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Cases involving laser procedures generally do not fall into the above categories. The most common
ssues relanng o these types of treatments are:

*

Corporate Practice:

As a result of the legally set priorities and limited investigative staff, in 2002 the enforcement
program reviewed corporate practice of medicine cases. Ar thar e, the staff's handling of
the cases was to inform the physician and uelicensed person or firm that thev appeared 10 be
in violation of the law and obtaia compliance, and, in some instances, ssue 2 cmnton, These
cases were complex and necessitated substantial legal resources, resulting in long timeframes
o complete these cases. According 1o the consulting Deputy Attorney General, in oxder for
citadons to be issued, mote information was requited from Investigation to prove violations,

In 2004, after 4 meeting of staff of the Medical Board and Artorney Genesal staff, it was
decided that corporate practice cases would not be investigated unless there was patient
harm. If sufficient evident was present without mvvesagation, then action would be taken,

Complaiars relating to corporate practice rarely mvolve patient harm, and generally are
recetved from competitors, not patients. Actions have been taken for unlicensed practice
and vielating the comporate practice bar, including a recent case that has been adopted as a
precedental decision. In addidon, there is an accusation pending against a physiciaa fot
ross negligence in their supervision of nurses while acting as a "medical director” for a lases
business. Both cases, however, involve patient harm.

Advertisng:

Cases involving adverdsing violations are generally handled without being sent to the ficld
for investgation. Physicians are issued 2 lerter thar they are in violation of the law, If they
comply and cease violagng the law, no futther action s taken. 1 not, they are generally
handled through the citation process. Most complaints relating to advertising are received
from competitors, pot patients.

Lack of adequate supervision:

As we have heard from the tostimony, while there has certainly been mstances of patient
harm, thete have beers no deaths ot lfe-threatening injury reported in California as o result
of laser treatrpents, {There was one story of undiagnosed skin cancer presented m the
testrmony at the fust forum; however, 1t was oot noted whethes 1t was a patient in California,
and if 3o, whether a complaint had been filed with the Medical Boatd.) Under curtent
Medical Board procedures, only those involving patient hatto will be sent to the field for
investigation to build a case for formal disciplinary action.

If there s no physician involvement, or if there appears o be enly nurse involvement, the
Nedical Board will refer the case to the Mursing Board for their action.

Puture Fnforcement (pportunities:

Re-establishment of "Operation Safe Medicine” (OSM)

1n 2000, the Medical Board had a unit in its enforcement program called "Operation Safe
Medicme.” It was dedicated to the unlicensed practice of medicine and acovely worked o
discover unleensed medicat clinies and unlicensed persons soliciting patients. A number of
celebrated cases came from their work, and it was very effective in addressing the problern
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of unbcensed clinics that primarndy preved on certamn ethnic populations, as well as othes
types of unlicensed pracuce. Unfortunately, due to the budger reduction in 2002, the vt
way disbanded and remaining staff was re-directed to general enforcement,

Ar the November 2007 Board meeting, the membess approved the re-establishment of
OSM, If successtul in obtaining adequate staff positions and an allocation of funds theough
the State's budgetary process, rhis nnit may be able to dedicate staff to the enforcement of
the laws relating to laser procedures.

Tacrease the Lse of the Citation and Fine Process for Viclators:

There are opporminittes to utilize the citation and fine process in cases that do not involve
patient harm, especially those involving advertising and business violations. The curreot law
authotizes the Board to issue citations and fines, and while the Bsuing of a citation soay fake
less tirne than a formal accusation, it must be proven by a preponderance of evidence. There
1s sggaubicant due process granted to physicians, requining presentation of evidence and a
hearing, #f requested.

At the forums, it was suggested that a significant fine be established by legislation to address
these issues. However, 1t is too eatly 0 suggest this proposal, as the Medical Board needs to
re-establish the OSM Unit o determine if a mote aggressive citation prograrm is a deterrent
and addresses the advertising and corporate practice violanions.

Re-ditection of Resources:

The purpose of the law setang endorcement prionties 1 clearly to protect the public from
sertous harm. While thete has been soine harm doge fo patents, and there certainly is 2
potential for patient harm, laser treatments do not generally fie o the top five priotiaes
established. The Board could certainly make it their priority and direct more aggressive
enforcement of advertising and corporate practice statutes, however, that shift in resources
would be at the cost of other cases. l is difficult to argue that a laser hait removal
advertising case should take prionty over the investgaton of 1 grossly negligent and
incompetent cardiologist or 4 surgeon operating while under the mfluence of drugs,

Aay reditection of resources (v aggressively enforce cases outside of the statutonly
established prionities, without any wcrease in allocation of funds and e¢mployees, would
result i dess effective and slower entorcement of more dangerous practices,

Better commusication and coordmanon berween the Boardy:

At the forum on September 13, we heard westimony from a panent advocate about hus
experience with filing complaints with the Board, with unsansfactory results. In several of
the presented cases, the complamt mvolved nurses who he alleged were practicing without
sapervision. In these types of cases, where there is no supervising physician identfied, they
ate gent to the Nuorsing Board for action. [F their svestigation results in no disciplinary
action against the nurse, there may still be violations of the law by the supervising physician.
In the mstances presented, of phiystcians were mvolved, thete may have been violations of
advertising and fictutions name permit tequitements.
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While the Boards” enforcement staffs regularly communicate and couperate on
investiganons, it is possible that a toore formal procedure should be developed to ensure
that cascs referred are also referred back for action,

Educanon of Licensees and Papgents:

The testmony presented at the forums demonstrated that icensees are not filly educated n the law,
and patients often lack understanding of the medical natuee of laser treatments.  The Boards need
to do a beiter job of educating licensees and panents.

Public education materals and outreach efforts need to be developed to mform patients of the
medical oature of the treatments. They also need o be informed that, even if nutses are providing
the treatment, the physician has ultimate responsibidity for their cave and satety.  While physicians
bave the responsthility to provide adequate informed consent to thelr patients, the Board needs to
do a better job of ensuring patients are better aware of the nsks, as well as thew nghts,

Licenssees may also need to be reminded that these procedures are govemed by the same laws and
regulatons as any other medical pracive. Frequenily, there has been the tendency to view them as
someothing other than medical, even by some licensees. Physicians need to be folly informed of their
legal responsbiities, and the laws that govermn ther practice, including laws relanng to the business
of medicine and advertising,

Piscussion of Future Actions of the Board /Recommendations

The public forams held jointly by the Medical and Nursing Beoards have sccomplished their pumpose
of pathening wntormation. The Boards now have # greater understanding of the issues, how practices
rray be violting current Jaw, the usks of injury, the lack of understanding of Heensees and patients,
and how the lack of enforcetnent may have contributed to the risks and violations,

It appears there may be no need for further laws or regalations, but there 15 2 nced for enforcement
resources to enforce the laws and regulations already in cffect. The development of a strategy or
method 1o enforce curtent laws should precede any efforts o seek any addidons ar amendments.

The members must review the issucs relating to lases safety and take any action they deem necessary
by January 1, 2009 Members should diseuss the tollowing possible solutions:

Recommendationsg

o Publish a stateraent clearly outhining the current law and the responsibiliies of physicians in
providing laser earments. A draft article 1 atrached, and staff would ask the Board's
approval 1o publish it in the Board's Newsletter and on 1ts Web site.

s Re-write and distribute "Medical Spa — What You Need to Know,™ an article for consumers.

The draft of the article 13 attached, and staff would ask that the Board approve it for
publicatson and disuibution,
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Long Term:

*  Affirey that itis the Board's intention to support the reestablishment of "Operaton Safe
Muedicine™ which, i addinion to addressing unlicensed practice, will work to enforce the laws
relating 1o cosmetic procedutes;

*  Dlirect staff to work with the Nussing Board to develop an enhanced communication system
in cases mvolving physicians and nurses;

¢ Direct statf 1o use the citation and fine process to deter fucther violations; and

¢ Direct staff, after all action is taken, and before January 1, 2009, to seport o the Legislature
on the Board's actions and intentions.

This papet i not intended to cover all of the potais raised af the forums or problems wdennfied. I
13 a summaary of the major concerns raised, how the current haws may apply to physicians, and the
possible selutions that should be consideted.
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Relevant Laws and Regulations:

Business & Professions Code Section 2823.5, Medical & Nursing Beards 1o Study Safety of
Lasers & Intense Pulse Light Devices in Elective Cosmetic Procedutes

{a} The board, it conjunction with Board of Registered Nussing, and 1y consaleation with the
Physcian Assistant Commitiee and professionals in the field, shall review tssues and problems
surronnding the use of laser or intense light pulse devices for elective cosmetic procedures by
physicians and surgeons, nugses, and physician assistants. The review shall snclude, but need not be
henited to, all of the following:

{1} The appropmuate level of phystaian supervision needed.
{2} The appropnate level of training to ensure competency.
{3y Guidelines for standardized procedutes and protocols that address, at 2 minimum, all of
the following:
(A) Patient selection.
(B) Panent education, msiruction, and informed consent.
{C) Use of topical agents.
{D} Procedures to be followed i the event of complications or side effects
from the treaunent.
{E} Procedures governing emesgency and urgent care situanons.

&) On ot before fanuary 1, 2009, the board and the Board of Registered Nursiag shall promuigate
regulations to implement changes determined o be necessary with regard to the use of laser or
mense pulse ight devices for slective cosmetic procedures by physicians and surgeons, nurses, and
phystcian assistants,

Business & Professions Code Section 2408 — Corporate Practice of Medicine

{Corporations and other artificial fegal entidies shall have no professional nghts, privileges, or powers,
However, the Diviston of Licensing may i s dizcretion, after such investigation and review of such
documentary cvidence as it may require, and under regulations adopted by t, grant approval of the
employment of licensees on 4 salary basis biy licensed charitable institutions, foundations, ot clinics,
if no chatge for professional services vendered pancats is enade by any such institution, foundation,
or clivic.

Business & Professions Code Section 2264 ~ Aiding & Abeuing Unlicenscd Practice of
Medicine

The emploving, directly or sadirectly, the siding, or the abetiing of any unlicensed person or any
suspended, revoked, or unbicensed praciticner to engage in the practice of medicine of any other
mode of teating the sick or afflicted which requires a license to praciice constifutes unprofessional
conduct.

Business & Professions Code Section 2266 — Physician’s Responsibility to Maiatain Medical
Records

The fatllure of a physician and surgeon to maintain adequate and aceurate records relating to the
provision of services to thetr patients constitutes unprofessional conduct.

Business & Professions Code Section 2272 ~ Advertising Must Include Physician’s Name or
ENP Name

Any adverasing of the practice af medicine m which the licensee fails 1o use his or her owe name ot
approved ficiitions name constitutes unprofessiona] conduct.
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Business & Professions Code Section 2273 — Employment of Runners, Cappers, Steerers,
and othets to procuee patients
(a) Except as otherwise aliowed by law, the emplovinent of runners, cappers, steeress, or other
pErsons to procuse patients constitutes unprofessional conduct.
(b} A Heermes shall have his or her license revoked for a period of 10 years upon 2 second conviction
for violating any of the following provisions or upon being convicted of more than one count of
violating any of the following provisions i 2 single case:
Secton 650 of this code, Section 750 or 1871.4 of the Insutance Code, of Section 549 or 550 of
the Penal Code. After the expiration of this 10-vear period, an application for license
reinstatement may be made pursuant ro Secdon 2307,

Basiness & Professions Code Section 650 — Payment for Patient Refesrals /Fee Splitting

{a} Except as provided in Chapter 2.3 (commencing with Section 1400} of Division 2 of the Health
and Safety Cade, the offer, delivery, receipt, or acceptance by any peeson licensed under this division
or the Chiropractic Initiative Act of any rebate, refund, commisston, preference, patronage dividend,
discourt, ot othet constderation, whether in the form of money or otherwise, as compensation or
mducement for referting patients, clients, or customers to any person, irtespective of any
membership, proprietary interest or coownership in or with any person to whom these patents,
clients, or customers are refersed Is uniwful.

(b} ‘The payment or receipt of consideration for setvices other than the referzal of patients which 1s
based on a pereentage of gross revenue or sunilar type of conttactual arrangement shall not be
anfawful if the consideration is commensurate with the value of the services Turnished or with the
fatr reatal value of any premises of equipment keased or provided by the recipient to the payer,

{€) The offer, delivery, receipt, of acceptance of any constderation between g federally-qualified
health center, as defined in Secdon 1326d0{{R) of Title 42 of the United Seates Code, and any
individual or entity providing goods, ltemns, services, donations, leans, of a combinadon thereod, to
the health center entity pursuant 1o 2 contract, lease, grant, loan, or other agreement, if that

agrecment conttibutes to the abiliey of the health centet entity to maintain ot inctease the avaiabibty,

ot enhance the quality, of services provided to a2 medically underserved population served by the
health center, shall be pemitied only to the extent sanctioned or permitted by federal law.
{d} Except as provided in Chapter 2.3 {ommencing with Section 1400) of Division 2 of the Hleabh
and Szfety Code and in Sectons 654.1 and 654.2, it shall not be unlawful for any person licensed
under this division to refer 2 person to any laboratory, pharmacy, clinic dncluding entities exempt
from Heensure pursuant to Section 1206 of the Health and Safety Code), or health care facility solely
because the licensee has a proprietary mterest or coownership in the lnboratory, pharmacy, clinie, or
health care facilivy; provided, howeves, that the hcensee’s return oninvestment for that proprietary
interest or coovwnership shall be based upon the amount of the capital investment or proportional
ownership of the lcenses which ownership mnrerest 15 not based on the number or value of any
pauents referred. Any rotereal cxcepted vnder dus section shall be unlawful of the prosecutor proves
that there was no vahd medical aced for the refermal
(e} {1) Except as provided in Chapter 2.3 commenang with Secton 1400} of Division 2 of the
Flealth and Safety Code and in Secnions 654.1 and 654.2, 3 shall not be uolawful o provide
nopmonetary remuneration, in the formn of hardware, software, or nformation technology and
training services, nocessaty and used solely to receive and tansmit electronic prescription
information in accordance with the standards set forth in Secoon 186013-4(c) of the Medicare
Prescuption Drup, Tmprovement and Modermizaton Act of 2003 (42 11.8.C. Sec. 1395w-104) in the
following situations:

{A} In the case of 4 hospatal, by the hospital to members of its medical staff.

{B) In the case of a group medical practice, by the practice to preseribing health care

professionals that 2re members of the pracdee.
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{C} In the case of Medicare prescription deug plan sponsors or Medicare Advantage
organizations, by the sponsor or organization to phammacests and pharmacies participating it the
network of the sponsoer or organization and o prescribing health care professionals.

{2 The exceptions set forth 1o this subdiviston ate adopted to conform state Iaw with the
provisions of Section 1860D-4{e3{0) of the Medicare Prescripdon Drug, Improvement and
Modemization Act of 2003 (42 11.5.C. Sec. 13%95u-104) and are limited to drugs covered under
Part 12 of the federal Medicare Program that ate prescribed to Part D eligible individuals (42
US.CL See. 1395w-101)
{3) The exceptions set forth in this subdivision shall not be operative uniil the regulations
reguired to be adopted by the Secretary of the United States Department of Health and Human
Services, pursuant to Section 1860D-4(c) of the Medicare Prescription Drug, Improvement and
Modernization Act of 2003 (42 US.C. Sce. 1395W-104) are effective. If the California Health
and Human Scrvices Agency determistes thar regulations are necessary to ensure that
implemernation of the provisions of paragraph (1} is consistent with the segutations adopted by
the Secretary of the United States Department of Health and Human Services, it shall adopt
emergency regulations to dhat effect.
{£} “Health care faciley” means a general acue care hospital, acute psychuatric hospital, skilled
nursing facility, intermediate care facility, and any other health facility icensed by rthe Siate
Department of Health Servicss under Chapter 2 (cormmenaing with Section 1230} of Division 2 of
the Health and Safety Code.
{&} A violation of this section iz a public offense and is punishable upon a first convicton by
unprsenment i the county jail for not more than one vear, or by inprisonment in the state prison,
or by 2 hine sot exceeding fifty thousand dollars {(§30,000), or by both that wnprisonment and fine. A
second or subsequent conviction s punshable by imprisonment in the state prison or by
impriscament in the state prison and a fine of Afty thousand dollars (350,000,
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Physician Assistant Regulation:

BARCLAYS OFFICTAL CALIFORNIA CODE OF REGULATIONS
TITLE 16. PROPESSIONAL AND VOCATIONAL REGULATIONS
DIVISION 138, PHYSICIAN ASSISTANT EXAMINING COMMITTLEL OF
THE MEDICAL BOARD
OF CALIFORNIA
ARTICLE 4. PRACTICE OF PHYSICIAN ASSISTANTS

8 1399.545. Supervision Requised.

{8} A supervising physician shall be avaslable in person or by clectronic communication at all rimes
when the physician assistaot is caning fot patients,

(b A supervisiog physician shall delegate 1o 4 physician assstant only those tasks and procedures
consistent with the supervising physician's specialty or usual and customary practice and with the
patient's health and conditon,

(e} A supervising physidan shall observe ot review evidencs of the physician assistant’s performance
of all wsks and procedures to be delegated to the physician asststant untid assured of competency,
{d) The physician assistant and the supervising physician shall establish in writing transport and
back-up procedures for the tmmediate care of padents who are n need of cmergency care beyond
the physician assigtant's scope of practice for such tmes when g supervising physician is sot on the
premises.

(e} A physician assistant and his or her supervising physician shall establish in writing guidelines for
the adequate supervision of the physician assistant which shall include one or mote of the following
mechansma:

{1} Examunation of the patient by a supervising physiaian the same day as care is given by the
physician assistant,

21 Countersignature and dating of all medical records waitten by the physician asststant within
thirty {30} days that the cate was givin by the physiclan assistant;

£3) The supervising physician may adopt protocals to govern the performance of 2 physician
assistant for some or all tasks. The mintmum content fot a protocol govering diagnosis and
mangemnent as referred to in this section shall include the presence or absence of symptoms,
signs, and other data necessary 1o establish a diagnosis or assessment, any appropriate tests or
studies 1o order, drugs to recommend 1o the pattent, and education to be given the patient. For
protocols governing procedures, the protocol shall state the information to be given the patent,
the nature of the consent to be obtained from the patient, the preparation and technique of the
procedure, and the follow-up care, Protocols shall be developed by the physician, adopred from,
or sefercnced 10, texts or other sources. Protocols shall be signed and dated by the supervising
physician and the physician assistant. The supervising physician shall review, countersigs, and
date a mimmum of 18%4 sample of medical records of patients weated by the physician asststant
functioning under these protocals within thirty (30} days. The physician shall select for review
those cases which by diagnesis, problem, teatment or procedure represent, in lus or her
judgment, the mose significant risk o the patieny

h Other mechanisins approved mn advance by the committes,

8 in the case of a physician 2ssistant operating vndet intesin approval, the supervising physician
shall review, sign and date the medical recotd of alf patients cared for by that physician assistant
within scven (7] days if the physician was on the presmses when the physician assistant diagnosed or
ireated the pauent. If the physician was not on the premises at that time, he or she shall review, sign
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and date such medical records within 48 hours of the time the medical services were provided.

{g) The supervising physictan has continuing responsibility o follow the progress of the patient and
o make sure that the physician assistant does not function auionomously. The supervising physician
shall be responsible for all medical services provided by a phesician assistant under bis or her
SUPEIVISIOn.

Note: Authority cited: Bections 2018, 3502 and 3510, Business and Professions Code.
Reforenece: Sections 3502 and 3510, Busmess and Professions Caode,
HISTORY
1. Renumbesing and amendment of former section 1399.522 to section 1399.545
filed 9-20-83; effective thiriieth day thereafter (Register 83, Ne. 39,
2. Amendment filed 7-12-85; effective thirrieth day thereafter (Register 85,
No. 28).
3 Amendment of subsection [2)(3) and repealer of subsection (g) and
relettering filed 1-28.-92; openative 2.27.92 (Register 92, No. 12).
16 CCR 5 1399545, 16 CA ADC 5 1399.545
1CAC
16 CA ADC 5 1399.545
{CC} 2087 Thomson/West. No Clain 1o Org. US Gov, Works,

Medical Board of California Regalation: Physicians must comply with Standardized
Procedure Guidelines:

Article 4. Standardized Pracedure Guidelings

1379. Standardized Procedures for Reglstered Nurses,
A physician and surgeon or a podiatrist whe cotlaborates in the development of standardized
procedures for registered nurses shall comply with Title 16 California Administrative Code Sections 1470

through 1474 governing development and use of standardized procedores.

NOTE: Authority cited: Sections 3018 and 2725, Business and Profossions Code, Refererce: Soction T723, Business and Professions Code

HISTORY:

i Renumbering and amendtnent of formmer Article 4 (Sections 1336-33701) 16 Anicke 2 {Soctions 1388 and L1661, and now Article 4
(Section 1379) Nled 8-3-83, cffective thirtieth day thereadier (Rogister 83, No. 32) For prior history, see Reglsters 81, Ne 327 and 78,
No. 17
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The Bottom Line:
The Business of Medicine — Medical Spag

There has been an explosion of cosmetic medicine over the past years, and many physicians are
being approached to "increase their bottom line™ by entering into this luctative field. Recendy, owr
office recerved a letter from a business promoting the many programs they offered o physicians that
contained the tollowing message:

#

. Lastly, we are very excited to announce owr Medical Director program, This opportunity allows
Doctors and Physicians 1o cam up o $400 per month per spa in therr area. 'We have several
{3aySpas that amuously await 4 Medical Director and we would anticipate 2 large number of chient
referrals © your practice...."We would be happy to discuss how they can benefit your praciice and
grow vour bottom line.'”

What this business 15 offering i8 the opportanity for o physictan, for a tee, to rent thew license to g
business so that they may engage in the praciice of medicine — 2 profession for which they have no
license or quabfications.

Is whar they propose legal? Can physicians simply sign-on, lend their nare on papet to a saloa or
spa, collect "up 0" $400 a month, and escape any Lability or responsibility for the patients treated by
the business? NO!

in 2006, Senator Lix Figueroa authored legishation 8B 1423, Chap 873 that directed the Medical
and Mursing Boards to work together ro study the issue of safety in the use of lasers in cosmetic
procedures. Over the pase year, the boards have beent holding public forums on the subject. What
we have learned Is that the current law is being violated with impunity by many in the cosmene
medical field.

The curzent environment gives tise to violations of the laws govesing the business of medical
practices, including violations of the corporate practice bar, as well as fee-spliting and paymen: for
referrals. The tllegal business models give tise to the use of non-licensed or inapproprasely licensed
personael, paper-only supervision (rent-a-license} of allied health professionals, consumer confusion

ver the medical nanire of the procedures, and ¢onfuson over who is tesponsible for the patient.
Patienss are not fully informed of the sisks and ofien do not know the medical natare of the
sreatments or who is tesponsible for thair care.

The use of prescriptive medical devices anid injections for Cosmetic reasons is the practice of
medicine:

There 1s a tendency for the public, and some in the profession, to view laser trestments, Dotox and
conmene fller mjectons as cosmetics, rather than medical treatmenis. The use of prescriptive drugs
and devices, however, Is the practice of medicine, and the same laws and regulations apply to these
types of treatments as those driven by medical necessity. There are no separate laws governing these
procedures, and physicians will be held to the satov standard as they are for their routine medical
practives. This raeans thar the standards for informed consent, delegation 1o allied health
professionals, physician-patient confidenttality and boundaries, matntaming medical reconds, as well
as responsibility and Nabilicy apply to physicians.
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Physician responsibility in the delegation to allied health professionals:

Iu the praciice of medicine in all specialties, physicians routinely delegate fonctons to allied health
professionals. In delegating xaything to others, physicians must only delegate to appropriately
licensed staff dhat they know to be capable of performing the task.  The use of lasers and other
prescriptive devices and prescriptive drugs must only be performed by licensed repistered nurses,
nugse practidonets, ot physician assistants. No unticensed staff, such as medical assistants, may use
these devices or drugs, regardless of the level of tratning or supervision. Likewise, delegation to
inpropetly licensed personned, such as estheticians, s prohubited.

Supervision of those to whom procedures are being delegated:

While current law allows the delogation of laser treatments and mgections o the above mentoned
licensees, the law requires supervision by the physictan. In the current environment, many have
aperated under the misguided opinion that since the aarsing regulations are broadly written, nurses
ey perform anything anywhere with essentially no supervision as long as there is "standardized
procedures” or "delegadon of services” documents on file.

INurses

Swndardized procedures for nurses allow procedures to be performed while the physician is not one
site, however, they do not absolve physictans from their supetvision tesponsibiities. Nor does the
law allow nurses to ser-up 4 practice 1 a salon, hire a physician supervisor, and perform medical
procedures independently.

The law doees sot contaia 2 legal definition of supervision, and therefore, absent a legal defintion,
the phin English definidon applies. "Supervision” is defined as the act of supervising, which is o
oversee, to disect, o have charpe, o mnspect, to provide guldance and evaluation. The law and
regulanons support this definition.

As an example, the tegulations for "standardized procedures guidelines” require physicians be
sesponsibie for ensusing the experience, traming, and education requirements fot performance of
the delegated function — and documented, and that a method of insial and continuing evaluaton of
the nurses’ competence be established. Further, it 13 the responsbidity of the physian w cxamine
the patient before delegating the task to a registered sursc.

When functioning under "standardized peocedures,” physicians need not be present in the faciliny
when the procedures are bang performed. The facility, however, must be a medical setting.
Regulations require that the Jocation be an "arganized healthcare system,” which is not a salon, spa,
ar other faclity not ander the control of the physician,

An a?pmpmm prior examination s required for all prescripove drugs and devices, and the
examination may not be delegated 10 repistered nurses. After perforpung the exammnation, the
supervising physician may delegate the procedure 1o 2 nurse working under standardized procedutes.

The guidehines fusther require that circumstances be articulated "which the regietered nusse ¥ 1o
snmediately comnunicare with a patient’s physician concerning the patient’s conditon.” While
there i no actaal mileage Hmit in the law relating to supervision, this requiremaent certainly means
that the physician must he itnmediarely teachable and able to provide guidance in the event of an
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emergency ot the need for & higher-level of care thar must be provided by the physician. Physicians
must be within a geographical distance which will enable them to effectively provide supervision and
suppott when needed.

For more specific information on registered ouzse and aurse pracntioner regulation, the Board of
Registered Nursing website s www.rn.cagov.

Nurse Pracunioners:

Nurse Practitioners are grantedd nmuch more sutonomy than registered nurses, They are advance
practice mutses who ate master-level educated, and, for that reason, have a broader scope of pracuce
than registered nurses. The tmajor exception 1o the ndes governing their supervision 1n cosmetic
procedures is that they may be delegated the mask of providing the "appropriate prior examination”
and arder the drug or prescriptive device for the padent, if acting under "standardized procedures.”

Physiclan Assistants:

The supervision of Physician Asststants is simflar 1o thar of nurses', however, their regulations are
much more specific. First, PAs may only be delegated tasks that are part of the physician’s
customary practice. In other words, obstetricians may supetvise PAs treating obatetrical patents;
pediatricians may supetvise PAs providing care 1o pediatric patienes, and so forth. Therefore, if
cosmctic medicine is not a pare of the physician's customary practice, the physician may oot
supervise 2 PA providing cosmetic procedures. In additton, physicrans may only supervise four PAs
at any moment in time, and must be w3 the facility with the PA or be immediately available by
electronic communication if they are working under a delegabon of services agreement.

PAs may be delegated the "appropriate priot examination” of the patient, but theze are methods
enumerated in the w and regulations on how physicans must provide their supervision and
evaluation. For more speafic information, ol of the mies and repulations are available ar the
Physscran Asustant Conmitice website: Www . pac.oa.gov.

Supervision of all allied health professionals;

“Supetvise” is a verh, and it requires those calling themselves supervisors 1o act by supetvising,
which 15 to guide, direct, oversee, and evaluate performance, Physicians must really supervise, not
terd thetr ticense o allied health professionals on paper without providing any supervision. A
physician who is, on paper, 4 supervisor, who does not give direction, oversee or inspect, is not
performing the task of supervising, and 1s in violation of the law,

Qualifications of Physician Supervisors:

Physicans may only delegate 1o those that they kaow to be capable of performing the task. If they
age £ supcrvise the procedure, the physician too should be capable of performing it. One cannot
provide gudance, directon, evaluation and oversight unless one s knowledgeable and competent in
the procvedure being delegated.

The law does not require board certification to perform cosmetic procedures. That said, however,
one should not think that the absence of this requirement allows anyone of any specialiy to
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supervise cosmetic procedures, unless the physician has sufficient knowledge and training in the
procedures being performed -— by the physicran or delegated to others under his or her supervision.

Business arcangements; issues of owaership and controk

California law prohubits the cotporate practice of medicine, Laypersons or lay entities may not own
aty part of 2 medical practice. (Business & Professions Code Section 2400) Physicians must cither
own the practice, or must be employed or contiacted by a physician-owned practice or a medical
corporation. {he majority of stock in a medical corporation must be owned by California licensed
physicians, with no mote than 49% owned by other censesd health care professionals, such as
nurses, physician assistants, nurse practifioners, ete. No stock in a medical corporaton may be
owned by a lay-person. {Cotporation Code Section 13401.54);

In an attempt to circumvent this legal prohibidon, some have created business and management
schemes that violate the law. Businesyes that provide mansgement sexvices, franchises or other
models that result i sny unlicensed parson or entity influencing o making medical decisions is m
viclation of the law,

As an example, businesses that control medical records, the unng and firing of healthcare siaff,
decistons over coding and billing, and the approving or sclection of maedical equipment or drugs,
violate the law, Management Service Organtzations (M5O} areanping for advertising, or providing,
medical services racher than only providing administeative staff and services for a physician's mecdical
practice {non-physician exercising controls over 2 physician's medical practice, even where
physicians own and opetate the business) would also be dlegal. Also, mmny current business
atrangements violate the probibitton against fee-splitting or giving any consideration for patient
teferrals. The current practice of lay-owned businesses hiving medical directors iz also prohibited.

Phymcians whe become employees or contractors of lay-owned spas and viclate other business
provisions of the laws may be disciplined for uaprofessional conduct.

Physician Responsibility for back-up systems and emergency plans:

Physicans petforming or delegating treatraents are responsible for their patients’ care. As
supervisors, they are tesponsible (o ensure back-up systems and emergeney plans. Under current
taw, the patients arc the physicians’ responsibility, and they are tesponsible for weating mishaps,
complications or any other etmergency that might arise from the treatments they delegated. While
nurses az¢ fesponsible for their patents within their scope-of-practice, under the Medical Practice
Act, physicaans have the ultimate responsibality for the care of theur patients.

Physician responsibility for patient informed consent and education:

All medical procedures must be preceded by informed consent, which should inchade the possible
tsks associated with the treatment. While there is no specific code that enumerares what must be
told to patienss, the well-established doctrine of informed consent in case law requires that patients
reust be, at 2 muntnum, mformed of

1} the nature ot the treatment,
23 the tisks, complicatons, and cxpected benefits, including irs likelthood of success,
and
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3 Any aliernative to the recommended treatment, inchiding the alternative of no
treatment, and their nsks and benedits.
Providing sufficient information to constitute informed consent is the responsibility of the
physician.

Physician respousibility for advertising and marketing:

California law requires advertising ¢ include the physician’s name, or the name for which they have
a fictittous name peromt. Business & Professtons Code Section 22727 While the nurses may be
performing the ieatment, the name of the supervising physician, or his or her registered fetitous
same, must be in the advertisement.

The kv governing physician advertising is specific, and requires the physician ads not be musleading,
California taw is very specific in prohibiting many of the advertisimng practices currently being used to
promote cosmetic treatments. The use of models, without staring that they are models, the use of
touched-up or refined photos, and claming superionty of the facility or procedures with ao
objective scientific evidence is prohibited. Also, the use of discount or bait aed switch promotions
is abso nof allowed. The use of "or as low a¢” in advertising procedures, s stricdy prohilated. The
laws relating o physician advertising, Business & Professions Code Section 651 may be viewed an
the Medwal Board's websie: www.mbe ca gov.

Fhe Bottom: Line:

Cosmetic procedures ate the praciice of medicine, and physicians ate responsible for thewr patients,
regardless of who performs the treatments. There 15 no Jegal scheme that allows phyvstoians o
collect a fec for signing therr name 1o an agreement o lend their Heense to an caiity (o practice
medicine. Legally, the "clients” of the spa or salon are pattents —— the physician’s patients, and that
arrangement comes with all of the responstbility and Zabidz; that goes with any other doctor-patient
rehationship. Becoming involved in these types of business arrangements, may, in the shost term,
ratse 4 physicn’s cconomic bottom bine. In the long ran, however, the riskys are great. In reality,
the bottom line is that physicians who become cmbroiled in these ilegal atrangements may lose thear
license, or their livelihoods.

It is pmpassible to cover ail of the relevant logal drswes in this short ariicl, and the content i ot a substitute for
professional fegal advice. Physicians may want 1o consult with their atiorngys or matpractics earriers for addittonal iegai
adpie.
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Medical Spas (Article for Action Report’s Censumer Corner):

Medical Spa. Tt sounds so soothing. It evekes images of candles, beautifu! music,
warmth and papering. Spabbhh! The word itself makes one relax.

Medical Spas are marketing velucles for medical procedures. The use of the term “gpa”
is foy advertising purposes to make the procedures seem more appealing. [n reality,
however, they’re the practice of medicine.

There’s no harm in seeking pampering or in wanting to look better. A visit to a spa may
provide a needed respite from our stressii] lives, and treatments that makes us lock better
often makes us feel better. Those of us at the Medical Board, however, become
concerned when medicine is marketed like a pedicure, and consumers are led to belisve
that being injected, lasered, and resurfaced requires no maorg thought than changing hair-
color.

Wrong. Medical treatments should be performed by medical professionals. There is nsk
to any procedure, however minor, and consumers should be awsgre of the dangers. While
it is iflegal for non-licensed personnel to provide these types of treatments, consumers
should know that there are persons and finus operating illegally. Cosmetologists, while
ficensed professionals and highly gualified in superficial reatments such as facials and
microdermabrasion, may never inject the skin, nse lasers, or perform medicai-level
dermabrasion or skin peels. Those types of treatments must be performed by qualified
medical persomnel. In Californmia, that means a licensed physician, or 4 Heensed
registered nurse or physician assistant under the supervision of a physician.

Patients must know the qualifications of those they are trusting with their health, Those
secking cosmetic procedures should know that the person performing them is medically
gualified and expericnced. Specifically, patients shouid;

1) Know who will perform the procedure and their icensing status:

If a physician is performing the eatment, you should ask about his or her
gualifications. Is the doctor a specialist in these procedures? Is he or she board
certified in an approptiate specialty? Licensing status may be verified at the Board™s
website: www.mbc,ca.goy. Beard certification status may be verified at
www.abms.org,

If a purse or physician assistant will be doing the procedure, what are their
gualifications? Where is the doctor supervising them? Ave they really being
supervised, or are they acting alone with a paper-only supervisor? Again, you should
check the supervising doctor’s credentials, as well as the nurse’s or physician
assistant’s. Those websites are www.rn ca gov and www, physicianassistantca.sov.

An appropriate examination must be conducted before weatments are performed,
This exam must be conducted by a physician, or the doctor may delegate the
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examination to licensed nurse praciitioners or physician assistants. Physicians may
not delegate this examination to registered nurses,

23 Be fully mformed of about the risks:

All procedures carry risks, and conscientious practiioners will fully disclose them.
Medical professionals have an ethical responsibility to be realistic with their patients
and tell them what they need to know. [f procedures are being heavily marketed, with
high-pressure sales techniques promising unrealistic results, run.

3 Observe the facility and its personnel:

Medical procedures should be done in a ¢lean environment, While one cannot seg
germs, one can see if the facility looks clean and personnel wash their hands, use
gloves, and use sound hyaienic practices. If you observe dirty conditions, or notice
that the personnel does not wash their hands before approaching vou, find another
tacility.

4} Ask about comptications, and who is available to handle then:

In the event you should have an adverse reaction, you want to know whao wil be there
to help. Whe should you call, and what hospital or facility is available where the
doctor can see you? If you get an unsatisfactory answer that minimizes your
concerns, or they don’t have an answer, find someone else. Qualified physicians have
facilities or privileges at hospitals where they can handle emergencies. I they don’t,
that’s cause for concemn.

5) Don’t be swayed by advertisements and promises of low prices:

There are a host of medical professionals offering competent, safe cosmetic
procedures. If they are being offered at sub-standard prices, there’s a good
probability that what they are advertising is not what will be delivered. Genuine
Botox, Collagen, Restalyne, and other injections are pricey. If someone is offering an
injection for 350, when the going rate at doctors’ offices is $300, then you can be sure
it’s niot the real MeCoy. There have been tragic cases of unscrupulous practitioners
injecting industrial silicone and toxic counterieit drugs that have made patients
critically ill, caused disfigurement, or killed the,

Casmetic procedures, at best, can boost one’s mood and appearance. At worst, they can
kill you, Don’t trust your health, vour skin, or your face to the unqualified or
unscrupulous. Know that there is a substantial financial cost to obtaining qualified
treatments, as well as some risk. If you want the best results, do vour homework and
only trust those who demonstrate cormapetence and cantion.
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	AGENDA ITEM 25 
	MEDICAL BOARD STAFF REPORT 
	DATE REPORT ISSUED: Febrnary I, 2008 
	DATE REPORT ISSUED: Febrnary I, 2008 
	DATE REPORT ISSUED: Febrnary I, 2008 
	SUBJECT: Review of Laser Use per Sec.-tion 20235 of the Business and Professions Code 
	STAFF CONTACT: Janie Cordray 
	REQUESTED ACTION: 
	l) Approve the two attached statements for publication and distribution (Attachments C and D). 2) Continue to support the reestablishment of Operation Safe Medicine to assist with the investigation of these cases and encourage staff to increase the use of the citation and fine process to act as a deterrent for these violations. 


	STAFF RECOMMENDATlON: Staff recommends that the Board approve the two prepared statements, The first is a statement outlining the responsibilities of physicians in cosmetic procedures, including the supervision of allied health staff perfonning laser procedures. The second is a statement to better inform consumers on cosmetic procedures, In addition, staff is recommending the Operation Safe :\1edicine Unit, once reestablished, investigate these matters and increase the use of citations. 
	EXECUTIVE SUMMARY: SB l 423 (Figueroa; Chap. 873, Stats. of 2006) added section 2023.5 to the Business & Professions Code, which requires the Medical Board and the Board of Registered Nursing. in consultation with the Physician A.ssistant Committee, to examine the Issues surrounding the use of lasers in cosmetic procedures and patient safety. 
	Medical Board and Nursing Board staff held three public forums to solicit comments from physician, nursing, and physician assistant organizations, the laser industry, and patients, among others. The meetings were chaired by members of both boards, including Dnt Mary Moran and Janet Salomonson of the Medical Board. 
	Following consideration from testimony at the three forums and analysis of the laws and regulations that relate to cosmetic procedures and the delegation of procedures to allied health profossionals, staff is not recommending regulatory action at this time. Staff believes that after reestablishment of the Operation Safe Medicine Unit and revievving the impact of the citation and fine process, the board will be in a stronger position to make recommendations regarding any future legislative/re1:,'1Uatory acti
	e.g. increased fine amount, supervision definition, etc. 
	FISCAL CONS IDERA TIONS: "t\o additional fiscal considerations at this time. 
	PREVIOUS MBC AND/OR COMMITTEE ACTION: At lhe November 2007 Board Meeting, the Members approved the reestablishment of the Operation Safe Medicine Unlt. Attacl:unents A -Memo summarizing the laser forums B --Memo analy-zing current laws and regulations on the use of lasers and background information C Article regarding physician responsibility D -Article for consumers 
	Stare efCaur,miiA Oeriartment of Cornmmtr Affain 
	Medical Board ofCalifornia 
	Medical Board ofCalifornia 
	January 7, 2008 
	January 7, 2008 
	TO: ~femhers, fvie<lical Board ofCalifornia 
	FROM: Janie Cordray, Research Director 
	SUBJECT: SB 1423 (Figueroa; Chap. 873, Stats. of2006)-Medica1Boatd's Responsibility to Review Laser Safety in Elective Cosmetic Procedures; Report on Laser Forums 
	SB 1423, which (Figueroa; Chap 873, Stats. of 2006) added section 2023.5 to the Busine-ss & Professions Co<le, directs the Medical Bond of California. and the Board of Registered Nursmg to reYiew the is.rmes of the safotr oflasers in elective cosmetic procedures. 
	Section 20'.B.5 provides: 
	(a) The board, in cotyllnctirm ;vith Board of Registmd N11mJ1.g, and m rons:dt,1tior: wrth the Plrpiaan Amslant JJH Yj klser or intenu light p;;lg deviraJbr ,dfdit,e r:osmetk proudures 1!J pl!Js1at11u ,wd f1ffl,fOns, nnrses, andphysui,m a.,sfrtants. The re1:ie1,, Jhal! inc!tfde, but tued ttfil be /1mited lo, all of the jo/Jowr.,1g: 
	Comwiltte and proflssiontili in tht .field, shall review isSHes andproblems wnv1mding the 

	(!) The apf:ropriate level efpf?ys1::um snpcrouion 1ieedd 
	(2) 
	(2) 
	(2) 
	T/1{ tlj)pn;priatr lew/ eftraining to ettJllre compettnry. 

	(3) 
	(3) 
	(3) 
	Guidelines/or standardizedpnxcdum andprotow/s rhat address, al mimmum, all q/tte Jotlmving; ?4) Patient selection. 

	(B) 
	(B) 
	(B) 
	Patient educatwn. instmc/1011, and i,yOrmcd amsenl. (Q U_tc q/topirala~>nfs. (DJ Proddt1res to bejh!Jo;wd in the n'f'nl of romp!iu1tio11s or .<it.le t_fji!ctsfrom the lreaimmt, 

	(E) 
	(E) 
	Pror:edun:s gm,rrning nmrgenry and urgent um si!Jwlions. 




	(b) On or bf/OreJanuary 1, 2009, the board and the Board ef&grstend Nn-ning .ih,1//promu{gate regula./iJJns to implu11ent cb.111,gu detem;intd to be necwao· 1;,ifh rr:,gard lo the use ofluser or intrnJe p,!lse !it,ht de!!ii:esfor rfertiw tosmetir proa:dure"<' by p~ysidans and .rurgerms, nurses, and p/;)'Sidan (1.Ssistants. 
	Review of Issues -Information Gathered at Public Forums: To begm to conduct th;_• mandated rev1e,v ofi:-.sucs, the Medical 11nd Nun.ing Boards decided to hold three public forums to solicit conirntcnt on the safety of the u-,e of lasers in oosmetlC procedures. 
	In preparnrion of the Forums, Medical Board and Nursing Boat<l staff met to discuss the issues rdating to the current env'llonmcnt of cos}necic 41.scr practice. Su.ff noted that the cmironme.m of laser practice was often not safe or legat and, specifo:ally, had observed the followlilg problems: 
	• 
	• 
	• 
	Ownership violations of "Medical Sp;ts" or combined cosmem: & medi:c..l pr-Accices; 

	• 
	• 
	Corporate practice viohuons: the employment of a "Medical Dttector, ""Collaborative Physlchnor "Supervising Phy,;;ician"; 
	11 


	• 
	• 
	Fee-splitting, paying for rcforrals, and a number of business schemes designed to circumvent the prohibition of hiring physicians; 

	• 
	• 
	Remote or absent supervision; 

	• 
	• 
	Use ofnon-lk<:nsed, or inappropriately licensed personnel; 

	• 
	• 
	Consumer confusion as to the medical nature of laser prncedurcs :and isiues of liability; 

	• 
	• 
	Potential for patient harm. 


	As :a result of the forums, held in Santll Arut, Sacramento, and S1111 Diego on August 'H, September 13, and October 31, board members and staff have heard froin a number of tntcrcsted parties. Those '.Vhn made formal presentations were: 
	• 
	• 
	• 
	American Academy of Cosmetic Surgeon.<:; 

	• 
	• 
	American Laser Centers 

	• 
	• 
	American Association of Medical Esthecic Nurses 

	• 
	• 
	American Soi::iety of Cosmetic Dermatology & Aesthetic Surgery 

	• 
	• 
	Glifornia Academy of Cosmetic Surgeons 

	• 
	• 
	California Aodemy of Facial Plastic and Reconstructive Surgeons 

	• 
	• 
	California Academy of Physician Assistant.$ 

	• 
	• 
	Califorma ,\ssociation of Nurse Practitioners 

	• 
	• 
	Califorma Nut$ing Association 

	• 
	• 
	American Society of Denrutological Surgery 

	• 
	• 
	California Society for Dermatological Surgery 

	• 
	• 
	California Society of Dermatologists 

	• 
	• 
	California Society of Plascic Surgeons 

	• 
	• 
	Norm Davi:--,J.D., Healthcare attorney 

	• 
	• 
	Christine Lee, M.D., Dermatologist 

	• 
	• 
	Lumier rvkdical, lnc. 

	• 
	• 
	Stephen Moore, Patient Advocate 

	• 
	• 
	Alan Voss, A. L. V o-ss, Assoc1at:es, Medical Device Commltant (Minutes ofall three forums :arc a\·ailable on the Board\; website.) 


	ln addition to the formal ptef;cntatioos made by these individuals and organizations, a number of persons uffored corrunent, including individual nurses, physicians, physician asststants, in<l 
	consumers, 
	The present.ltions made by the various profcsstonal associations echoed the problems discu.si<cJ by staff. Testimony demonstrated thac there is frequent disregard of the law in the use of these <lev1ees in the treatment ofpatients. ln addition to highlighting the prohlems of were a number of tccommendations voice<l by those offering testimony, indu<ling: 
	the indust.ty, there 

	• 
	• 
	• 
	Increase the defminon of medical practice an<l medical offices tit seumgs. . 

	• 
	• 
	Better define the span of control over sites, an<l possJbly limit the number of persons supervised. 


	• Accredit or certify locations ot s1.tes of the procedures. 
	• 
	Increase supervision of R.'\Js, requiring the satm: for Rc"J's standardize<l procedures as for physician assistants, 
	• Set minimum standards for training, J.Ud perhaps require some kind of certification and examination requirement for the use of !he devices. 
	• Establish certification ot accn:rlitation requirements for the crairung courses, 
	• Close any loopholes in the staodardiLecl procedure t,'ll!dclines of nurses. 
	• Promulgate regulations to define lay-involvement and corporate practice, 
	• Require that the supcrvismg physician be on-site~ or avftllilble \'tl tdecommurucations at all times during the procedures. 
	• Allow delegation of tasks ur procedures only consistent with the supervising phySJcJans' specialty or "usun.1 or cusmmary practice." 
	• Require physician supervisors to review and examine the nurse's perfonnancc. 
	• Established back-up procedures and emergency phm. 
	• Require physielAfis do a skin exam bef,Jl'e any la.set treatments. 
	• Only allow las.et treatments in medical settings . 
	• Enforce d1e current laws and regulations . 
	Medical Board Jurisdiction: \\;-'h.ile the law requires the Medical and Nunsing Boards to jointly study-the issues and consult \Vith the Physician Assistant Committee, any proposed tegulations would be heard separately hy each 
	board or committee. The Nursing Board, Physkian Assistant Committee and the Medical Board only haYe jurisdiction over and can only impose regulations on their licensees. Fm that the Board must focus on the issues reh.ting tn physicians and their responsibilities, including their responstbilitiCS as supeITisors of allied health professionals. 
	re.as.on, 

	Discussion of Future Actions of th.e Boards: 11ie public forums held jointly by the Medical and Nursing Boards have accomplished their purpose of gathertng information. The Boards now have a grearer understanding of the issues, how pnu::tice;; arc vtolaring current law, the risks ofiUJlll}', the lack of knowledge of licensees and patients, and hO\t' the lack ofenforcement may have i'.:Ontributed to the risks and violations. 
	It appears there may be no need for further lawi or regulations; however, there is a need for mon: resources for enforcemem to proactively address the issues. The devdopmcnt of a strategy or method to enforce current laws should precede any cfforrs to seek any additions or amendments 
	without obtai:-iing further resources and commitment to their enforcement. (See followmg me.:tnorandmn, "Current L::nvs Rdatmg to the Use ofLa1:>cts and Their Enforcement.") 
	By law, the members are directed to review the issue:-. relating to lasct safety and take actions they deem necessary by January 1, 2009. 'llli'.> tmtter is scheduled for discussion at the Board mecrmg­on February 1, 2008. 
	StateofCallr<:,rnill Otpartment of Con~umer Aff:;iri 

	Medical Board of California 
	Medical Board of California 
	January 7, 2008 
	TO: ~fombers, Medical Bo.)rd ofCalifornia 
	FROM: Janie Cordray, Research Di.rector 
	SUBJECT: Current Laws and Regulations Relating to the Use of Lase.ts and The Enforcement Thereof 
	Background SB 1421 (Figueroa: Chap 873, Stats, of2006) addr-.d st...-ccion 2023.5 to the Business & Profess1ons Code, which direi;:ts the Medical Board and Board of Registered Nursing to review the issues of the 
	safety of lasers in elective cosmetic procedures, To gather information on this subject, the Boards held three joint forums to solicit testimony from providers and users of this technology. 
	As more ful.l-y explained in the previous memo, entitled "SB 1423; Medical Board's Responsibility to Rc,rie,v Laser Safety in Elective Cosmetic Ptocedures; Report on La.set Forums," there is often for the cutrct1r law and regulations. The forums yielded testimony from patients and the profession on how some current practice envitonments often violate the law and endanger patu~m;s. 
	disreg-J.rd 

	In summary, there has been a tremendous increase .in cosmetic procedures, a.ml the treatmcntt. are often performed in non-traditiona~ non-me<li<..,1.l settings. 111e current euv.irontnent can .b'1Ve rl,,;c to violations of the laws governing the business models and ownership of medical practices, indudmg violations of the corporate practice bar, as wd1 as fee-splitting and payment for referrals. The illegal business models may give rise to the use of non-licemed or inappropriately hcenscd personnd, paper-on
	'Ibe profession may not be well informed either. In some cases, physicians are appronched by companic,; that solicit their involvement Ul business schemes that are not ;;:onsistcnt wrth exi11ting law. A specifi;;: cxamp[l~ 1s a corporati(;n soltc,ting. physictans to cssenttllly rent their !i-censc t•,1 medical spas for $400 per month, per site, w1th no real involvemcm or real supervision of nursing ....personneJI, Jy 1.:1.1; act111g :ag a mewca Uitcctot. ,,
	In addition, physicians arc being asked to pank.ipate in a busine;;s management that ma;-be legal on paper, but in reality are in violation of the responsibility of physicians operating medical practices. Ironically, sotnc of those making presentations or te:;tifyi.og at the forums essentially admitted to being part of a practice that violated one o.r several Califorrua laws. 
	P
	Link

	Discussion ofCurrent Statutes and Regulations and Current Enforcement as they Relate to Physicians As more fully expl:ajned in the prcnous memorandum (SB 1423; Medical Board's Responsibility to Rcviev1 Laser Safety m Elective Cosmetic Procedures; Report on Laser Forum") those testifying at the forums Yoiced a nutnber of concerns and recommended changes or additions in law, as well as enforcement actions. The majority of recommendarions made by those in attendance at the Forums relate to legal requirements a
	Current Law & Regulations It is itnpoH.ant to note that while the law requites the Medical and Nunmg Boards to 1uintly study the issues and commit with the Physician Assistitnt Comrnitt.::e, the Medical Board only has .urisdiction over its licensee...;, and can only impose regulations on physicrn:ns, For that reason, the Board must focus on the issues relating to physicians and their responsibilities, ind.uding their responsibilities as supervisor;; of allied health ptofessiouah. For that reason, the foliow
	Use of unlicensed pr wappropriatdy licensed personnd by physictl.ns: Current bw ptohibits the use of lasers by non~li:ccnsed or mapptopnately U.Censed persons. Only physicians may leg.ill}' use these devtccs, or they may delcg:Hc the laser's U.'>e on their patie:tts to physician assistants, registered nut:;es, and nurse prnctitioners under their supervis10n. Regardless of supervision, physicians may not deleg:ue laser use to non-licensed medical assistants, licensed esthet1dans or othct inappropnately licen
	P
	Link

	Lack of ;,upi;rvfaion. inapprqpriate Jekgatioo, and la-ck uf review of nurse/ performance While current law allo,vs the delegation oflaser treatments to the above mentioned licensees, the law requires supctvismn by the physlcian, Standardized procedures for nurses, and delegation of services agreements fur physictan assistants, allow the procedures to he perfotmt,·d while the phys1cian is not on-site, hmvcvct, they do not absolve physicians from their superdsi.on rcsponlilbilitics. 
	P
	Link

	1fany of the comments made at the forums address the current, illegal pmcuce of "tcnt.-a-license,'' that 1s to say, becoming a papcr-onlr supcrvrnor while providtng little, ot, trt tnany cases, absolutely no supcrvisio □ to the nurses or physician assist1ot:;, Current fatv prohibits this practice. 
	Under the standardizeJ procedure guidelines, physicians may only delegate to nurses they know to be capable of perforrn.ing the delegated task. (This is ttu.e for lasers, and any other procedure in any specialty.) The gu.iddine:; require that the experience, training, and education requirements for performance ofthe delegated function be documented, and that a method ofmJtial and continumg evaluation of the nutses' competence be established. 
	Standardized procedure guidelines require that functions performed be i:n an "Org;anized I Iealth Cat.; System_" When the regulations were promulgated jointly by the Nursing and :\k<lical Boards in rhe 1970s, both Boards envisioned nurses practicing in healthcare sctungs, not beautr salons. l"egally, nothing has changed s!na'. the promulgation of the regulations, :--Jurses must perform procedures in a health-care setting. under all of the standardized ptoccdure guidelines. (Attached) The law does not allow 
	The guidelines furrher require that circumstances be auiculared "which the registered nurse is to immediately communicate with a patient's physician concerning the patient's condition." This implies two things: 1) that the patient is rhe physicians responsibility, and; 2) that there be a means in which to immediately contact rhe supervking physician. Delegation of the procedure to the nurse does not absolve physicians from their responsibility to their patients. While there is no actual mileage limit in the
	1
	1

	"The mileage bctw,;e,; tht mme practitir;mr and thr .rupe,visilll,p/tysidan is not Jpctt/ica!!J addrrsgd in the NPA, Howevcr, tht pityJ;dan shouid In withm ageogmpbicai dukmCf!, which mabiu hi:r/him to ~O"ectiwfy snftrviu !ht nurse pm:filt#mr in the pnfom:ana ofthe .rtandardizedprocedtmj11nt1irm1. " 
	TI1ere has been much said over the years about the lack of leg..l defm.ition ofsupervisi,:1n. A legal definition might be helpfuJ, but a sitnple dictionary may do the job: 
	According to Wfbitcls En,ydo/>tdic DidliJnary efthe Bng!JSh Laf{J:kilge, 
	"supervise, to oversee for direction; to superimend; to inspect 
	supervision, the act ofsuper\:ising; superintendence; direction 
	supervisor. one who supen,.1ses: and overseel'. an mspector, :a superintendent." 
	According to Funk & !Wagnaiis S!andard Colkgt Dictionary, Supervise: to have charge ofdirecting Supervision: the act of supervising Supervisor; one who supervises or oversees; supennlendent; inspector 
	Random HQt1H defines ''supervise" as "to oversee (a process, work, worker;, etc.) durmg 
	ex.ecution or performance; superintend; have the oversight and clitcction of." 
	A physid:m who is., on paper, a supervisor, who does aot give direction, oversee or inspect, is not, in plain English, performing the task ofsupervising. 
	Physician assist:.flt (PA) supervision guidehoes are articulated more specifically. (Regulations attached) To superv1se a PA, the 1·cgulatory reqrurements are: 
	• 
	• 
	• 
	All care provided to the patient by a PA is the ultimate responsibility of the phy">i..:Lut. 

	• 
	• 
	PhysJCians arc limited to supervising no more than four PAs at any moment in time. 

	• 
	• 
	Physicians must be in the same fadlJty ;,s (he PA or be immediately available hy clecttooic communication. 

	• 
	• 
	Before authorizing PAs to perform any procedure, the physician is t,csponsible for evaluating the PA's education, experience.., knowledge, and ability to pcrfotm it safoly and competently. 

	• 
	• 
	PAs may not own a medical pncticc (although they may own up to 49% of the stock in a profcs:1ioaal medical corporarion,) 

	• 
	• 
	PAs may OQt hire their supen'lsors. 


	There are four methods ll1 which physicians may provide supervL,ion: 
	1) Physician secs the patient the s:a,mc day as they at(: treated by P.\. or; 
	2) The physician reviews, signs and clates the medical record ofevery p:.ttient treated by the PA within 30 days of treatment, or; 
	3) The, physician adopts written protocols to t,'1.ilde the specific actions ofthe PA, The physkJan mm>t select, re\·lew, sign, and d-ate at kast 5%, ofthe medical records of patients treated under the protocols within 30 days of the treatment, or; 
	4) Under special circumsrn..11ccs, the phrsician pr-oY1<les supctvision through additional methods which must he approved in advance by the Physician Assistant Commutee, 
	While the PA regulations are written more specifically, they are not unlike the nursing regulations. The nursing law and regulat:mns, while written more broadly, require that physicians be responsible 
	foe their patients, supervise the nurse. including the evaluation of their training and competence. They also do not allow nurses to hire their supervisor or solely ot.rn the practice. While the nursing regulations do not tt.'quire a specific percentage of cases that muse he n~viewed, the regulations do reqmre evaluations, which cannot be done without arn: rev:iev,,-of cases. 
	Lack of Qualtfrc:ations of Syp_frvisors: Physicians may only delegate to those that they know to be capable ofperforming the delegate<l msk. If they are to supervise the task, it cm be implied that the physician too should be capable of perfonning it. One cannot provide gwdam:e, direction, e\·aluation and oversight unless one is know!edgei4bk and competent in the procedure being delegated. 
	The term 'coi:-c physician" was med in the forum discussions, meaning that a supervising physician spec1:th:,;cd in an area that is appropriate to supervise the use of laser treatments, such :as plastic surg,:ry, cosmetic sm:gery, or dermatology. In PA regulations, PAs <:annot be delegated tasks ouu;ide of the pbysician's customary practice. 
	1

	While nursing regulations are less spe<'.'ific, again, the regulations still requite supervision. Current la.w aUow;, for nurses to be supervised by physician<: in any specialty, howeYer-, tht: physictlm must fulfill their supervision obligations. The regulations imply th:at this would include, regardless of the primary spectalty OJ: certification of the physt.:tan, being proftctent in the procedure being dekga1ed so that they are capable ofptvvtding direction, guidance and evaluation. 
	Lack qf._traioi:og or certification: Me<licine is in constant -change, Phr,ici:ans who have been pn,cticing for 20 years will not be practicing in the same manner as they were when they graduated from mcdi:cal school. As 
	knowledge and technology improves. the practice of medicine evolve!'\. 
	Physicians are licensed after obtaining their medical degree, completing their postgraduate uaining, and passing the licensing examinations. While not legally required, most physicians contirn.w their education through specialty postgraduate training and will become board-certified in a sp<Xfalty. They ate not :retested ot teqi.tltW to go back t,) medical school every time there is a scientific discovery, a new medicim: is approved, or a new surgical technique de,teloped. Phyqiciam over 50p:ars~old practici
	-
	procedut.tl 

	Sunilarly, registered nurses do not have spectalized licenses, and become specialized in specific procedures through expedence and traming in their practice environment. Specialty courses also exist, and some provide certification. Mose certificates granted, however, have no legal standing. Mwy of the nurses testifying at the forums stated they had taken courses in laser use and had been cert:ifi-ctl Wlu1e it is laudable that they completed tr-airung, there are no national certification standards 111 the pr
	for evaluating the qualificariom of the nurses to whom they arc delegating regat<lless nf whethct they have been ''cettified" or not. 
	Lack of hackAJP syst¼rm and emergency_f,llans'. As established by existing laws and regulations, physicians performing or delegating trcatrru:nts are tesponsibk for their patients' care. As supervisors, they are responsible to ensure back-up sy;;tems and emergency pl-ans. Under current law, the patients. arc the physldans' resPonsibilii-y, and they are responsible for treaung mishaps, c.ompltcations or any other emergency that nught arise from the treatments they delegated. \Vhile nurses are re.-;ponsible f
	L:tck ofappropriate prior examination: The ddcgation of the patients' prior appropriate exanunation may only be delegated to nutse practitioners, not tn registered nurses. For furnishing or ordertng dn,1&' or prescnptt\Te denccs, th¢ 
	exammatioo may be delegated to a nutsc practitioner functioning under standardized procedures. As B&P Code Sectwn 2836.1 wa:s. added in 2004 by AB 2560 (Montanez; Chap. 205, Statutes of 2004) to grant this authority to mrrsc practitioners, Jt is dear that no such authority is gtame<l to registered nurses. 
	Physician J\smtants may be delegated the ''prtor appropriate examination" as long as the1t rcgulauons are followed, which are much more stringent and specific than RN standardized procedure guidelines. The PA must be working for a physician specialist in cosmetic tncdicir.e, and the requirements of the supervisor are much more spcrific, as explained above. 
	Lay-ywt,1ed violation of corpo~.tst.practice bat: California law prohi:bits the corporate practice ofmcilicme. Laypersons or lay cntmes rnay not own any part of a medictl practice. (Busrn.ess & Professions Code Section 2400) 
	bustnt;§.ti.es 

	[nan attempt to circwnvem this legal p1·obib1tion, some have created some bustness and m-a.nagemcn1 schemes that violate the hw. Businesses that provide management services, fral'.ldtlscs or other modds that result many unlicensed person or entity influcnc111g or mak.i!1.g medical 
	decisions is in violation of the law. 
	As an example, businesses that control and firn1g of healrhcare staff, decisions over CU(ling and billing, the approvmg ofor telecriog medical equipment or ~)ii, violate the faw. Management Service Orgaruzations (tvfSO) arranging for advertising, or pruvidirtg medical 5cn:ices rather th:m only prm•lding adminmracive staff and services for ;:i phys1c1an's medical practice {non-phys1cta.n exetctsmg controls over a phys1clan's medical practJce, C\rcn where. physicians own and operate the business) would be ill
	medic.al records, the hiring 
	medic.al 

	Physicians who become employees of lay-owned spas and violate otbet business provisions of laws may he d1sdplined for ut1ptofessionaJ conduct. 
	Ptoc~9"ure;; performed in inappr;npriatc settings: Current law aUows physici:rns to perform laser treatments in any setting, i.nduding salons. They may not, however, be paid by or hired by the s:alonnor may they pay for reforta!s or split fees with rhe 
	1 

	salon or anr other entity. Nurses providing laser treatments delegated under standardized procedures must petfonn them in an "organized healthcare system.'' "!be same i,; true fur PAs. 
	Lack ofpatient infonne<l consent and education: Consumers generally view procedures as they are mai:keted, If laser treatment:; arc ad,Tertised in the same mannet as facials or hair services, it is nor surprising that customers are not fully aware of their medical nature, or tonsdous of their ri<;ks. AU medical procedures: must be preceded by informed 
	consent, whi-cb wm11d include the possible mks associated ,vith the treatment While there is no specific code dut enumerates what must be told to patients, the weU-established doctrine of informed consent rn case law reqwres rhaf patients must be, at a tnirumum, informed of: 
	1) the nature of the treatment, 
	2) the risks:, complications, and expected benefits, including Its lil<d(hood ofsuccess, aod 
	3) Any alternative to tl1e recommended treatment, including the alrern::nive of no treatment, and their tlsks and benefits. 
	Providing suffide!lt information to constimte informed consent is the tcsp1>nsibility of the physician. 
	There are often vio1acioos ofadvcrnsing lnw as well. BusJnt·ss & Professtnns Code Section 2272 regui.tes advi.·rtising to include the physician's name, or the name for which they have a fictitious name permit While the nurses may be performing the treatment, the. name of the $upervising physkfa.n, or his or hct registered fictitious name, must be in 
	the ad,~ertisemf•.nt. 

	There ls al.so a need for the Boards to do more 111 educat1ng patients, which is di::;cussed below. 
	Enforcement and Public Education 
	Enforcement and Public Education 
	The following ts confined to the enforcement procedures and actions of the ),,foilical Board. 
	Current Enforcement; 1.be Medical Board's enforcement actions and thei.r priorities ate d.k.t:ate<l by law. Section 2220.05 of the Businc::;s and Professions Code establishes tht· priority in which case$ :.re to be handled, '\vhich are: 
	1) Gross negligence, incompetence, or repeated ncgli.1:-,rent acts that invoke dc·.ath or serious bodily injury to one or more patients; 
	2) Drug or alcohol abuse by the physirnm in·rnlving death or inJuty to a pat1ent; 
	3} Repeated acts of dearly excessive prescribing, furrtishing, Dr administering of controlled substances, m 1epcated acts of doing so wichout a good-faith prior ex:;tmination; 
	4) Sexual misconduct with one or more patients <luring the course of treatment or exam.im.tion; 
	5) Pracriong medicine while under the influence of drugs ot alcohol. 
	Cases involving laser procedures generally do not fall into the above categories. The most cummon rnsue~ relating to these types of treatments arc: 
	• ~9rporate Practice: As a re.~ult of the legally set pnorities and limited investigative staff, in 2002 the enforcemenr program reviewed corporate practice nf medicine cases. At that time, the staffs handling of the cases was to mfonn the physician and unlicensed person or firm that they appeared to be in violation of the hw and obtain compliance, and, in some instances, issue a cttation. 111ese cases were complex and necessitated substantial legal resources, resulting in long-timdrames to complete these c
	In 2004, after a meeting of staffof the Medical Board and Attorney Gmeral staft~ 1t was deci<led that corporate practice cases would not be investigated unless there ,vas patient hann. If sufficient evident was present without invesngntion, then :action would be taken. 
	Complaints relating to corporate practlcc rarefy involve patient harm, and generally are received from competitors, not patients. Actions have been taken for unlicensed practice and violating the corporate practice bat, including a recent case that has been adopted as a precedcntial decision. In addicion, there is an accusation pending a1,rainst a physician for _gross negligence in their supervision of nurses while acting as a "medical Jirccto1" for a laser business. Both cases, however, involve patient har
	• 
	• 
	• 
	• 
	,:\<lverti~: Cases involvir,g advertising viofatioflS :are generally handled \vithout being sent co the fid<l for investigation. Physicians ate issued a ktte:r: that they ate in violation of the law, If they 

	comply and cease violating the law, no futther action 1s taken. If not, they are generally handled through dtc citation process. Most complaints relating to :ulvcttising art: received from compecitort<, not patients. 

	• 
	• 
	Lack of adeqq3Je supcn.cision: l 1.:e have heard from the testimony, while there has certainly been instances of patient harrn., there have be.::n no deaths or life-threatening injury repottcd in Californhl .as a result oflaser treatments. (fhcrc was one story of undiagnost.'<.i skin cancer presented ill the tcstimonr at the first forum; however, it was not noted whether it was a p:1tient 111 California, and if so, whether a complamt had bctn filed with the Medical l::foatd.) l'nder current 
	As 



	Medical Board procedures, only those involving patient harm ,vill he sent to the field for investigation to build a case for formal disciplinary action. 
	If there is no physician itivolvement, nr if there appcnrs to be only nursi,; u1volvement, the 
	t\kdical Board: will refer the case to the Nur;iing Boan.I for their action, 
	Future Enforcement Opporrunit1cs: 
	• Re-establishment of Opcration Safe Medicine'' (OSivf) 
	11

	0
	ln 2000, the Medical Board had a unit ill its enforcement pmt:,rtam calkd "Operanon Safe {\'kdicine." 1t was dedicated to the unlicensed practice ofan<l actwdr worked to discover unlicensed medical clinics :and unlicensed persons soLicmng patients. A number of cdebrated cases came from their work, and it was very effective in addressing the problem 
	medic:i.nc 

	of unlicensed clinics that pmruuily preyed on certain ethnic populations, as well as othes: 
	types of unlicensed practice. Unfortunately, due to the budget reduction in 2002, the unit 
	was disb:utded and rem:Uning staff was re-directed tu general enforcement. 
	At the November 2007 Board mcding, the members approved the re-esta.blishmem of 
	OSM. If succe.ssful in obtaining adequate srnff positions and an allocation of funds !htough 
	the State's budgetary process, rhis unit may be able to dedicate staff to the enforcement of 
	the l:.ws relating co laser procedures. 
	• Incre2sc the Use of the Citation and fine Process for Violators: 
	There are opportunities to utili7e the citation and fine process in cases that do rtot tnvolve patient hMm, especially those mvolvtng advertising and business violations. The current law authorizes the 13oard to is:me citations and fines, and whik\ the issUlflg ofa citation may take less time than a formal accusation, jt must be provm by a preponderance of evidence. There 1s stgruficant due process granted to physicians, requirmg presentation ofcvi<lence and a hearing, if requested. 
	At the forums, lr was suggested that a significant fine be established by legislation to address 
	thcsi.: issues. However, it is too eatlr to suggest this propos11\, as the Medical Board needs tu 
	re-establish the OSM Li nit to determine if a more aggressive citanon program L"> a de.tcrrent 
	and .addresses the advertising and corporate practice violations 
	• Re-direction of Resources: 
	The purpose of the faw setting enforcement priorities ts dearly to protect the public from 
	serious harm. While there has been some lutrm <lone to pacienrn, and there certainly is a 
	potential for paucm harm. laser treatments do not generally fit uuo the rop five priorities 
	estabiished. Tiw Board could certainly make it the1.r pn,,rity and direct more aggressive 
	enforcetneot of advertising and corporate practice stttutcs, however, that shift in resources 
	would be at the cost ofother cases, It i.-. difficufr tu argue that a laser hair removal 
	advertising case should take pnoriry over the investigation ofa grossly negligent and 
	incomperent cardiologist ot a surgeon operating while un<ler the mflucnce ofdrugs. 
	Any redirection of resources to aggre:,stvely enforce cases outside of the statutorily 
	established priorities, \\'ithout any rncrease m allocation of funds an<l employees, would 
	result in less effectl-d: an<l slower enforcement of more dangerous ptactkes. 
	• Better communication and coordination betwej:n the Boards: 
	At the forum on Septembet B, we heard testimony from a paucnt advocate about his 
	experience with filing complamts wirh the Board, with unsatisfactory results. In scn:tal of 
	the presented cases, the complaint in,·ob:ed nurses who he alleged were practicing without 
	supen•tSion. in these types ofcases, where there is no superv1smg physician identified, they ate sent to the Nurning Hoatd fOr act1on. lf then mvestig:ation results in no disciplinary action against the nurse, there may still be violations of rhe law by the superd.sing physldan. In the instances presented, ifphysidans were m,-olved, there may have been violations of 
	adverti,~mg aod na.me perrnit requuements. 
	fo.:titim.Js 

	While the Boards' enforcement staffs reguhtrly commurucate and cooperate on investlgattons, it is possible that a more formal procedure should be developed m ensure that cases referred arc also referred back for action. 
	Edyf:nl:IOU of Licensees and Patients: The testtmony presented at the forums demonstrated that licensees ate not fully educated 1fl the law, and pacienrs often lack un<lerst:mding of the medical nature of laser treatments. The Boarcls nee/41 to do a better ;oh of educating licensees and patients. 
	Public education materials and outreach efforts need to be devdopcd to inform patients of the mecllt:af nature of the treatments. They also need to be informed tha(, e-..:en if nurses are providing 
	the treatment, the physician has ultimate responsibility for their care and safety. While physicians have the responsibility to provide adequate informed consent to their patients, the. Board needs to <lo a better Job of ensuring patients are better aware of the risks, as well as their rights. 
	1.kensees may also need to be reminded that these procedures are governed by tfo.: same laws and regulations as any other medical practice. frequently, there has been the tendency to view them as somctlung other than medical, even by some licensees. Physicians need to be fully informed of their legal responsibilities, and the. laws that govern their ptacrice, including laws relating to the busines:, of medicine and advertising. 
	Di'iClL<;sion of Future Actions of the Board/Recommendations 
	The public forums held Jointly by the :\,fedical and Nursmg Boards h.tve :tca;,mplished their purpose ofg_athc:rmg mformation. The Boards now have a greater understanding of tbe issues, how practices may be viob.ting current law, the risks of injury, the lack of un<ler:;tanding oflicensees and patients, and hmv the lack of enforcement may have contributed to the risks and violat.ion,L 
	It .appears there may be no need for further laws or regulations, but there Ls; a need for enfon:emcnt resources to enforce the la<U."S and regulations already in effect. The den:loprnent of a sttati.:gy or method to enforce current laws should ptecede any efforts to seek any ad<litions nr anwndmem:s. 
	The members must review the issue~ relating to lase.t safety and take any action they deem necessary by January 1, 2WJ. Members $hould discuss the following possible-solutions: 
	Recommendations 
	Short Tei:m.t 
	• 
	• 
	• 
	Publish a statement clearly outlming the current law -and the responsibilities of physicians in providing laser treatments. A draft article :is attached, an<l staff would ask the :Board's apprmTal .to publish it in the Board's Newsletter and on it, Weh site. 

	• 
	• 
	Re-write and distribute Spa -\V'hat Yr,u Need to Knmv," an article for consumers. The draft of the a.rtide is attached, and staff would ask that the Board approve it for publication and distrihuton. 
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	LongTettn: 
	• 
	• 
	• 
	Affirm that 1t ts the Board's Intention to support the reestablishment of"Oper.ltion S;1fe Medidne" which, in addition to addressmg unlicensed practice, will work to enforce the laws relating to cosmetic procedures; 

	• 
	• 
	Direct staff to work with the :-lursing Board to develop an enhanced commuoicatioo system in cases involving physicians and nurses; 

	• 
	• 
	Direct staff to use th-c citation and fine process to deter further violations; and 

	• 
	• 
	Direct staff, after all action is taken, and befote January l, 20<19, to report to the Legislature on the Board's actions and i.'1.tenrions. 


	Th1s paper is not mtended m cover all of rhe poinrs raised at the forums or problems identified. It is a sununary of the major concerns rrused, how the current laws may apply to physlC!ans, and the pos"'iblc solutions that should be considered. 
	Relevant Laws and Regulations: 
	Business & Professions Code Section 2023.5, Medical & Nursing Boatds to Study Safety of Lasets & Intense Pulse Light Devices in Elective Cosmetic Procedures 
	(a) 
	(a) 
	(a) 
	(a) 
	111;; board, in conjunction with Board of Registered Nursing, and m consultation with the Physician Assistant Comtmttee and professionals in the field, shall review issues and problems surrounding the ose oflaser or intense light pulse devices fot elective cosmetic procedures by physicians and surgeons, nurses, and physician assistants. The review shall indude, but need not be limited to, aU of the following: 

	(I) 
	(I) 
	(I) 
	The :1pprnpn1tc ]c_,-ci ofphysician ;:;uperdsion needed, 

	(2) 
	(2) 
	The appropnace level of trnining to ensure competency, 

	(3) 
	(3) 
	(3) 
	Guidelines for staodardlzed proccdutei and protocols that address, at a mimmum, all of the following: 

	(A) 
	(A) 
	(A) 
	Patient selection. 

	(B) 
	(B) 
	Patient education, mstruccion, and informed consent 

	(C) 
	(C) 
	Use oftopical agents, 

	(D) 
	(D) 
	Procedures to be followed in the event ofcomplications or slde effect-; from the trea tmt:nL 

	(E) 
	(E) 
	Procedures g,1veming emergency ,m<l urgent ca.re sitt1arions. 





	(b) 
	(b) 
	On or before January 1, 2009, the board and the Board nf Registered Nursing shall prorrmlg&tc regulations to implement changes determined to be necessary with regard to the use of laser or mteose pulse light devices for elective cosmetic prucedures by phystctans and surgeons, nurses, and physician assistams. 


	Business & Professions Code Section 2400-Corporate Practice of Medicine C0rporations and other ::mificial iegnl entities shall have no ptofe.s~ional rights, pnvileg<:s, or powers. However, the Dh·ision of Licensing may in tts disctctlon, after such investigation an<l review of sud; 
	documentary evidence as it m;iy require, and under regulations adopted by it, grant approval of the cmploytnent of licensees on a salary bast$ by Licensed charitable institutions, foundations, or clinics, if no charge for professional services rendered patients is made by any such institution, foundation, 
	or din.ic. 
	Business & Professions Code Section 2264 -Aiding & AbC'tting Unlicensed Practice of Medicine The employing, dixectly or mdirectly, th1,,· .ud1ng, or rhe abettmg of any unlicensed person or any suspcodc.::L revoked, or unlicensed pr.t<.'.titionct to engage in. die practice oftncdiclne or any other mode of ttcatrng the sick or afflicted wluch rtxJuires a_ license to pracnce constitutes unprofessional conduct. 
	Business & Professions Code Section 2266 ~ Physician's Responsibility to Maintain Medical 
	Records The failure ofa physician and surgeon to maintain adequace and accurate records relating to the provi'.:iion of se:rvkt:s to their patients constitutes unprofessional conduct. 
	Business & Professions Code Section 2272 -Advertising Must Include Physidan's Name or 
	FNPName Any advertising of thi:: practice of medicine m wluch rhe hcenscc fails to u~e his or her ow1;. name or approved :ticutious name consurums unprofessional conduct_ 
	Business & Professions Code Section 2273 -Employment of Runners, Cappers, Steerers~ and others to procure patients 
	(a) Except '.!5 otherwise allowed by law, che employment of runners, cappers, 1teerers, or other persons to procm"C patients constitutes unprofcss10nal conduct (b} A licensee shall have hi'> or her license revoked for :a period of10 years upon a second conviction for Ytola.cing any of the following provisions or upon bemg conv1cted ofmore than one count of violating any of the following provisions m a smgle case: 
	Section 650 of this codt', Section 750 or 1871.4 of the Insutancc Code, or Section 549 or 550 of tbe Penal Code After the expiration of tbis 10-yeat pcnod, an application for license teinstatcment tnay be made pursuant to Section. 2307. 
	Business & Professions Code Section 650-Payment for Patient Referral-1/Fee Splitting (:.) Except as provided in Chapter 2.3 (commenctng with Section 1400) of Div1sion 2 of the Health and Safety Code, the offer, delivery, receipt, or acceptance br any person licensed under this divtsion or the Chiropractic Inittluvc Act of any rebate, refund, comrrussion, preference, patronage divtdend, discount, or othct comidel'ation, ,,vhether tn the form of money or otherwfac, as compensation or inducement for referring 
	(b) 
	(b) 
	(b) 
	'lbe payment or :receipt ofconsideration for service.; ◊thct than the refertal of patients which ts based on a. percentage. ofgross revenue or similar type-of cont.tactual attanwment shall not be unhwful if the consideration is commensUCtte with the value of the services fotniihed or with the fatr rental value of any premi:,,cs or equipment leased or provided by the teciplent to che payee 

	(c) 
	(c) 
	The offer, ddivcry, receipt~ or acceptance of any consideration between a federally-qualified health center, as defined m Section i 396d(_1)(2)(B) ofTi.tle 42 of the Cnited States Code, anrl any individual or enmy prodding goods, items., sen-ices, Jnnatlon-;, loan~, r.,r a combination thereof, to the health center entity pursuant to a contract, lease, grant, loan, or othet :agteement, if that agtcctnctH contributes to the ability of the health center entity t-o 1m1intain or inct'ease the availability, or en

	(d) 
	(d) 
	Except as provided in Chapter 2.3 (commencing with Section 1400) of Divhion 2 of che Health .and Safety Code and in Scct1ons 654.1 and 654.2, Ir shall not be unlawful for any person licensed undct this division to refer a person to any laboratory, pharmacy, clinic (including entities exempt from licensure pursuant to Section 1206 of the Health and Safety Code), or health care facility solely because the licensee has a or coowncrship in the laboratory, phru::macy, dinic, or health care facility; provided, ho
	propnern.ry interest 


	(
	(
	e) ( 1) Except as provided in Chapter 2.3 (commcncmg with Section l 400) nf Division 2 of the Ik:alth and Safety Code and in Sections 654.1. and 654.2, it shall not be unlawful to provide nonmonetary remuneratmn, in the form of hardware, sofrn•ue, or mformation technology and training servlces, nccc&sary and used solely to recewc and u-anstntt electronic prescription infottnation in accordance. w1th the standards set forth in Section 18GOD-4(c) of the Medicare Prescnptton Drug, Tmpmv<:.mcot and ;\'foderniz:


	(A) In d;e ca~e of a hospital, by the hospital to members of its medical staff 
	(R) 
	(R) 
	(R) 
	In the case of a group medical practice, by the practice to prescribing heakh c«re ptufcssionals tlrnt ate members of the praccice. 

	(C) 
	(C) 
	Io the case ofMedicare ptescripcion dmg plan sponsors or Medicare .Advantage orgatllzations, by the sponsor or organizadon to pharmaclsts and phattnacies participating in the network of the sponsor or organization and to prescribing health care professionals. 

	(2) 
	(2) 
	The exceptions set forth in this subdivision are adopted to confomt :Hate law with the provisions of Section 1860D-4(c)(6) of the Medicare Prescription Drug, fmprovement and Modernization Act of2003 (42 U.S.C. Sec. 139:Sw-104) and are limited to drugs cuvete.:l under Part D of the federal McdiCilte Program that ate prescribed to Part D eligible m.dividuals (42 U.S.C. Sec 1395w-!01). 

	(3) 
	(3) 
	Th.e exceptions set forth in this subdivision shall not be operative unttl the regulations 


	required to be adopted by the Secretary of the United States Departmenl of Health and Human Services, pursuant to Section [860D-4(e) of the Medicare Ptescriprion Drug, ltnprovement and Modernization Act of2003 (42 U.S.C Stx:. 1395\V-104) ate cffecttve. If the Cahforrua Health and Hurnan Services Agency determines tbat regulations .ire necessary fo ewmre that impJementation of the pmvi..,ions of paragraph (1) is consistent with the reguhcions adopted by the Secretary of the [)n.itcd States Department of He:t
	(f) 
	(f) 
	(f) 
	"He:t..lth care fucility" means a !_>eneraI acute care hospital, acute psychiatric hospital, skilled nursing facility, intermediate care facility, and any other health facility licensed by the State Dep:artment of Health Services under Chapter 2 (cornmcncmg with Section 1250) of Division 2 of the H~:alrh and Safety Code. 

	(g) 
	(g) 
	A violation of this section is a public offense and is pu01shahle upon a first conviction by unp!:isonment ;n the county 1a1I for not more than one year, or by itnpnsonment m the state prison, or by a fi.ne not exceeding fifty thousand dollars {$50,000), or by both that 1tnpnsonment and fine. A second or wbse<Iuent conviction is pumshable by imprisonm.(.;Ot in the state prison or by impris<mment in the state prison and:\ fine of fifty thousand dollars {$50,000), 



	Physician Assistant Regulation: 
	Physician Assistant Regulation: 
	BARCLAYS OFFICIAL CALIFORNIA CODE OF REGULA'I10"1S TITLE Hi PROFESSIONAL AND VOCATIONAL REGULA"I10NS DIVISION 13.8, PHYSICIAN ASSISTANT EXA.1'1INING COM!\.111TEE OF THE i!EDICAL BOARD OFCAIJFORNIA ARTICLE 4. PRAc~ncE OF PHYSICIAN ASSISTANTS 
	S 1399.545. Supervision Required, 
	(a) 
	(a) 
	(a) 
	A supcr,."ising physician shall be available ill person or by dectronic communicacion at all times when the physician assistant 1s caring fot patients. {b) A supervising physician shall delegate to a physician assistant only those tasks and procedures consistent with the supervising physicians spec11ilty or usual and cm,tomary practice and with the pauent\; health and condition, 
	1


	(c) 
	(c) 
	A supervis111g physician shall observe or review evidence of the physician assistant's performance of all tasks and procedures to be ddegared to the physician assisrant unn.l assured ofcompetency. (<l) 1be physician assistant and the supervising physician shall establish in writing transport and back-up procedures for the irnmed.!3te care ofpatients who ate in need of emergency c:ttc beyond the physician assISta01:'s scope of pract:k:e for such tune:. when a supervising physician is not on the prenu.scs. 

	(e) 
	(e) 
	(e) 
	A physician assisrant and his or her supervising physician shall establish in wnting guidelines for the adequate supctviston of rhc phrsician Jtssfatant which shall include one or more of the following mechanism.x; 

	(l) 
	(l) 
	(l) 
	E;,;:amination of the patient by a supervising physician the same day as care is f,,'1:Ven by the physici:m a!.lsisL:u1t; 

	(2) 
	(2) 
	Countersignature and dating ofall medical records written by the phys1cian assistant within thirty (30) days that the care was given by the php1ician assistruu; 

	(3) 
	(3) 
	The supervislng physician may adopt protocoh, to govern the performance of a physician u:,sistant for some or all tasks. The rninimum content for a prowcol governing dfagnosis and marugcment as referred to in this section shall mdude the presence or absence ofsymptoms, -signs, and other data necessary to establish a diagnmis or assessment, any appropriate tests m stmLies to order, <lrugs to recomn1cn<l to the patient~ and e.ducation to be given the patient. For protocols gm·erning procedures, the protocol s
	1


	(4) 
	(4) 
	Orlier mcchanistns appro,;:ed in advance by the committee. 



	(f) 
	(f) 
	lo the c;:se ofa physician ass:ist:mt operating under interim approvai the supervising phys1d:m shall rt\•iew, sign and date the medical recotd of-all patients cared for by that physician assistant within seven (7) days if the physician was on the pre.mises when the physician assistant diagnosed or treated the patient. If the physician was not on the premis.:s at that time, he or she shall review, sign 


	and date such medical re,;:ords within 48 hours ofthe time tbe medical services were prnv1ded. (.g) The supervising physician has continuing responsibility to follow the progress of the patient and to make sure that the physician assmant does not function aui:onomousJy. The supcrv:ismg physician shall be responsible for all medical services provided by a physician as:.istaot un<ler his or her supervtston. 
	1':ote: Authority cited: Sections 2018, 3502 and 3510, Busmess and Professions Code. Reference: Sections 3502 -and 3516, Busmess and Professions Cude. ll!STORY 
	1. Renumbering and amendment of former section 1399.522 to section 1399.545 filed 9-20-83; effective thirtieth day thereafter (Register 83, No. 39). 2. Amendm~nt filed 7-12-85; effective thirtieth day thereafter (Register 85, No. 28). 3. J\mendmcnt of subsection (e';(3) and repealer ofsubsection (g) and relettering filed 1-28-92; operative 2-27-92 (Register 92, No. 12). 16 CCR s 13')9545. 16 CA ADC, 1399.545 
	!C~C HJ C:\ ADC s l399,545 (C) 2007 Thom;,on/WcsL No Chun to Orig, US Gov. Works, 
	Medical Board of California Regulation: Physicians must comply with Stam:lardized Procedure Guidelines: 
	Article 4. Standardized Procedure Guidelines 
	1379. Standardized Procedures for Registered Nurses. A physician and surgeon or a podialrist who collaborates in the development ofstandardized 
	procedures for registered nurses shall comply with Title 16 California Administrative Code Sections 1470 through 1474 governing development and use ofstandardized procedures. NOTE: Authority cited: Section:; JO lS: and 772'i, lfo.,;i1w;~ ;md Proft-SS11)!h Code-. Rtfercn<:t: Se<:til:m i7:ZS, Business anJ Professions COO.:. H!STORY Rem.m,bering and amendmetl! oi former Article 4 (~tiom IJ.16-1377-1 l to Aniek 2 (SileuJn~ ()66 and U56.!}. llM !'\Cw Artide 4 (Sectill11 137':l) filed 8-J-8J, clfcn11-e thm1et!.1 
	The Bottom Line: The Business of Medicine -Medical Spas 
	There has been an eAl)losion of cosmetic medicine over the past years. and many physicians arc bemg approached to "increase their bottom line" by entering mto this lucrative field. Recently. ow office received a letter from a business promoting the many progrMns they offered to th.at contained the following message: 
	physicia.ns 

	"... Lastly, we are very excited to announce our Medical Director ptogtam, Th.is opportunity allows Docrors and Physkiaas to earn up to $400 pct monr.h per spa in their area. \Y/e have several DaySpas that anxiously await a Medical Director and we would anticipate it large number ofclient ..,• .'We would be happy to discuss how they can benefit your practice and gto\\' your bottom line,"' 
	rcfl..·tt,ds to your practicc.
	1

	What tins business is offering 15 the opportunity for a physician, fot a fee. to rem the.tr license to a busine."s so that they may engage m the ptacuce of medicine ---a profession for ...-., hich they have no license or qualifications. 
	ls what they propose legal? Can phys.ciaos sunply stgn•-on, lend the1r name on paper to a salon or e>pa, colkn "up ro" $400 a month, and escape any liability or rc::.ponslbility fot the patients treated by 
	the business? NO! 
	in 2006, Senator Liz F,guetoa authored lcgishtion (SB 1423, Chap 873) that directed the Medical and ~urning Boards to work tot,tether to study the issue ofsafety in the use of lasers in cosmetk: procedures. Ovct the past year, the boards have been holding public forums on the subject What we h:rve ts that the current law is being violatt.:d with impunity by m,1ny in the cosmenc medical field. 
	tearr.ed 

	The current environment gives rise to violations of the ta,vs governing the business of medical practices, .including violations of the corporate practice bar, as wdl as fee-splitting and payment fot refctnth. The illegal business models give tise to the use ofnon-liccl1Sed or inappropriately hcensed personnel, paper-only supervi&100 (rent-a-license) ofallied health professionals, consumer confusion over the medical nature of the procedures, and confusmn over who b responsible for the patient. Patients are 
	The use of prescriptive medical devices and injections for cosmetic reasons is the practice oi medicine: 
	There rs a tendency for the public, and some in tht: profession, to view laser treatments, Botox and cosmetic filler mjecttons as cosmetics, rather than medical treatments, The use of prescriptive drugs and de\ices, however, is the practice of medicine, and the same laws and regulations apply to these types of treatmdltS as those driven by medical necessity. There iu:e no separate iav.rs goverrung these procedures, artd phystctantl \Vill be held to the satnl.'. standard as they are for thcir routine medkaJ 
	n::spons1bili.ty 

	Physician :responsibility in tltc delegation to allied health professionals: 
	In the practice of merlicinc in all specialties, physicians routinely delegate functions to allied health pmfcssionals. In d~legating anything to othets, physicians must only delegate to appropriately ltcensed staff that they know to be capabk ofperforming the task 'l11e use of lasers and other prescriptive devices and prescriptive drugs must only be performed by licensed registered nurses, nurse practitioners, or physician assistants. No unlicensed staff, such :as medical assistants, may use these devices 
	Supervision of those to whom procedures are being delegated: 
	W1tile cuttcm law allows the delegation of User treatments and rn;ections to the above mentioned lkcnsces, the law requir{'.S supcrvJSion by tht: physician. In the curtcnt environment, many have opcrntcd under the misguided opiruon that since the nursing regulations are broadly written, nurses may perform anything anywhere u.'lth c:-.scntially no supervi:-.ion as long as there is ''standardized procedures'' ot )!delegation of services'' documents on file. 
	Nurses; 
	Standardized procedures fat m1rse_, allow procedures to be perfom1ed while the physician is not OO·· site, howt'vcr, they do not absolve physicians from their supervision responsibilities. Nor does the la\V allow nurses to set-up a pracuce in a salon, hire a physic1an supen•isot, and perform medical prou:Jurcs independently. 
	The law doe,; not contain a legal definition ofsupervision, and therefore, absent a legal definition, the pb.in Engii.<sh definition applies. ''Supervision" i"' defmcd as the act of supervising. which is to oversee, to dm:ct, to have charge, ro inspect, to provide guidance and evaluation. The law and tcgulauons support this definition. 
	As an example, the tcguhtions for "standardized procedures gui<ldines" require physicians be responsible fot ensuring the experience, training, and education requirements fot performance of the delegated function -and documented, and that a method ofinitial and continuing evalw.tion of the nurses' competence be established. Further, it is the responsibility of the physician to examine the pab.cnt before delegating the task to a ret:,ristered nurse. 
	\X11en fuoctiou.ing under "standardtlcd procedures,physk"ians need not be present in the facility \vhen the procedures arc being petformed. The faciliry, howeYCr, must be a medical setting. Regulatitms require that the location be an "organized healthcare system," which is not a s-.alou, spa, or other facility nut under the control of the physic:hm. 
	11 

	l'rn appropriate pnor ('_xamination ls required for all prescriptive drugs and devices, and the examitl:.tiotl mar not be delegated to registered nurses. After performing the examination, the superv:ismg physician may delegate die procedure to a nurse working under standardized procedures. 
	The guidehne::, further reqUlle that circumstances be articufated "which the registered nurse ls tv inune<liatdy communicate with a patient's physicCln concerning the patient's condition!' While theri: i~ nu actual mileage limit in the l:a.w relating to supervision, this requirement certainly means that the physician must be itmnediately reachable and able to provide guidance U1 the eYent ofan 
	The guidehne::, further reqUlle that circumstances be articufated "which the registered nurse ls tv inune<liatdy communicate with a patient's physicCln concerning the patient's condition!' While theri: i~ nu actual mileage limit in the l:a.w relating to supervision, this requirement certainly means that the physician must be itmnediately reachable and able to provide guidance U1 the eYent ofan 
	eme-rgency or the need for a hrgher-Jevcl ofcare rhat must be provided by the physician. Phystcians must be within a geographical &>,tancc which will enable them to effectively provide supervision and support when needed. 

	For more specific mformation on registered nurse and nurse practitioner regulation, the Board of Registered Nursmg website is: . 
	www.rn.ca.gov

	Nurse Prncurioners: 
	Nurse Pr.tctitioners are granted much more autonomy than registered nurses. 1bey are advance pr:1cticc nurse$ who ate mastet~Jevel educated, and, for that reason, have a broader scope of pr-acnc.e dmn tegistered nurses. The major exception to the t'ules governing their supervision in cosmetic procedures is that they tnay be delegated the task of providing the "appropriate prior examination" and order the drug or prescriptive device for the patienl, if acting under "standardized procedmes," 
	The supervision ofPhysician Assistants is similar to that ofnurses\ however, their regulations are much more .specific. First, PAs may only be delegated tasks that are part of the phpician's customary practice, Irt othct word:s, obstetricians may supervise P.As treating obstetrical patients; pediatricians tnay supervise PAs providing care to pediatric patients, and so forth. Therefore, :if cmmctic medicme is not a part of the physician's customary p:rnctice, the physician may not supetvtse a PA proYtding co
	PAs may be ddegued the "appropr:tate prior examination" of the patient, but there are methods enumerated in rhc law and regulations on how physioans must provide their supervision and cv:1luation. For more specific inforrn;.tion, all ofthe rules and regulat1ons arc available at the Phys,crn.n 
	Assisranr Comnutr:ee website: \Vww.pac.ca.gov. 

	Supc1Ti,ion ofall a.lli('..£1.. he:ilth pn2f?ssionaL<s: 
	"Supervi:1e" is a vcth, and it requites those calling themselves supervisors to act by supervising, which is tO guide, <litcct, ovctsec, and evaluate perfonmmce. Physki-:ms must re-ally -supervise, t1ot !end rheir license m allied health professfonals on paper svithout prO\·lding any supervision. t\ physJCrn.n who i.s, on p:1per, a supcvviso:t, who docs not gtve dire.ction, oversee or inspect, is not performmg the task of supervising, and is i:n violation ofthe law. 
	Qualifications of Physician Supervisors; 
	Physicians m:1y only delegate to those t:h.at they know to be capable of performing the task. If they are to supervise the procedure, the physician too $hould be capable of performing it. One cannot provi<lc f,,'1lldance, din.~cuon, ev:llnation and oversight unless one is knowledgeable and competent in the procedure being <le!eg-ated, 
	]·he bw does not require board certification to perform cosmetic pmcedmc~. That said, however, one shouid nnt think that the absence of this requirement allows anrone ofany specialty to 
	supervise cosmetic procedures, unless the phys.tdan ru\S suffident knowledge and training in the procedures: being performed --by the physician or delegated to othe'J:S un<ler his or her supervision. 
	Business arrangements; issues ofownership and control; 
	California law prohibits the corporate pl."accice of mcdidlle, Laypetsons m lay entities may not own any part of a medical practice. (Business & Professions Code Section 2400) Physicians must eithel." own the practtce, or must be employed or contracted by a physician-owned practice or a medical corporation. (l'he. majority of stock in a medical corporation must be owned by California li..:ensed physiciami, with no more than 49'%, owned by otl1er licensed he;i.lth Cate profess1on-als, such as nurse..s, physi
	In an anempt to circumvem this legal pmlubicion, some han: cteated business an<l schemes that violate the law. Businesses tha.t pmv:ide management scrv1ees, franchises or other models th:H result m any unlicensed person or entity influencmg or making medical decisions is in violation of the law. 
	manageme.nt 

	As an example, businesses that control medical records, the hmng and firmg ofhealthcare staff, decisions ov,:r coding and billing, and the approvmg or sdect1on ofmedical cqmpment or drugs, viofate the law. Management Service Organiz:1tions (MSO) arranging for ru:ivertising, or providing medical services rarher th:m only providing administrative staff and services for a physician's meillcd practice (non-physician exercising controls over a physician's medical practice, eYcn where physician~ own and ope:rate 
	Phystctans ,vho become employees or contractors of fay-owned spas and violate other business prnvbions of the laws may be disciplined fot unprofessional conduct. 
	Physician Responsibility for back~up systems and emergency plans: 
	PhyslG:ms performing or delegating treatments are responsible fot their patients' care. As :,upetvisorn, they are n::s1mnsible to ensure Oac:k~up systems and emergency plans. Under cum·nt law, the padcnts arc the physicians' responsibility, and they ate responsible for treating mishaps, complications or any othet emergency that might anse from the treatments they delegated. \X,'hik nurses rue respomihle for their patients within their scope-of.practice, under the Medical Practice Act, pbysioans have the ulr
	Physician responsibility fot patient informed consent and education: 
	All 1:,edical proce<lui;es must be pte;;;edcd by informed consent, which should indu<le tl,e possible ttsks a,sociated with the t.teatment. \Vhile there is no specific code that enwnerate<; what must be told to patients, the well~stablished doctrine of informed content in case bw requires that patients must be, at a minimum, informed of: 
	l) the nature of the treatment, 
	2) the risks, complicattons, and expected benefits, including its likelihood of success, and 
	3) Any ,1ltcr:ruttive to the recommended treatrncnt, including the alternative ofno 
	treatment, and their risks and bt:nefits. Providing sufficient information to constit\HX'-informed consent is the responsibilfry of the phyi,kian. 
	Physician responsibility for advertising and marketing: 
	Califoum bw requires -advertising to include tl1e physician's name, or the name for ;,.vhlCh they have a fictitious name petnut. (Busltless & Professions Code Section 2272) \Vhile the nurses may be performing the treatment, the name of the superri1.ing physician, or his or het reg1srered fictitmus name, must be in the advertisement. 
	The hw governing physician advertising is specific, and requires the physician ads not be misleading. California l-aw is very specific fo prohibiting many of the advertising practices currently being used to promote cosntetlc treatments. The use of model<;, without stattng that they ;1re models, the use of touched-up or refined photos, and daimtog superiority of the facility or procedures with no objccm•e sdentific evidence :is prohibited. Afao, the use o( discount or bait aod switch promotions Is also not 
	The Bottom Line: 
	Cosmetic procedures are the practice ofmedicine, and physicians are respunsible for their pati1.:nts, regardless ofwho performs the treatments. There is no legal scheme that allows physicians to collect a fee for signing their name to au agreement to lend their license to an entity to practice medicine. Legally, the "clients" of the spa or salon are patients ---the physician's patients. and that arrangement comes with all ofthe responsibility anefj1abtli(:i. that goes with any other doctor•patient tel:H:ion
	!J is :mprwihle to C()t!fr a!1 ((flhe relevant k!;J! irsues fr; this shot1 ariic!e, and the content is not a substitutefiJr proje.sswnal legal ad1.ice. Pby1icia-ns mt!J want Jf) co1uu/t with tbrir attorn~s or malpractice cr.mimfar additwnal ff.gal advke. 
	Medical Spas (Article for Action Report~s Consumer Corner): 
	Medical Spa. It sounds so soothing. It evokes images ofcandles, beautiful music, warmth and papering, Spahhhh! The word itself makes one relax. 
	Medical Spas are marketing vehicles for medical procedures. The use ofthe term "spa" is for advertising purposes to make the procedures seem more appealing, In reality, however, they're the practice ofmedicine. 
	There's no hann in seeking pampering or in wanting to look better. A visit to a spa may provide a needed respite from our stressful lives, and treatments that makes us look better often makes us feel better. Those ofus at the Medical Board, however, become concerned when medicine is marketed like a pedicure, and consumers are led to believe that being injected, lasered, and resurfaced requires no more thought than changing hair­color. 
	Wrong. Medica1 treatments should be performed by medical professionals. There is risk to any procedure, however minor, and consumers should be aware ofthe dangers. \Vhile it is illegal for non-licensed personnel to provide these types oftreatments, consumers should know that there are persons and firrns operating illegally. Cosmetologists, while Jicensed professionals and highly qualified in superficial treatments such as facials and microdennabrasion, may never inject the skin, use lasers, or perform medic
	Patients must know t11c qualifications ofthose they are trusting with their health. Those seeking cosmetic procedures should know that the person performing them is medically qualified and experienced. Specifically, patients should: 
	I) Know who will perform the procedure and 1heir licensing status: 
	ifa physician is performing the treatment, you should ask about his or her 
	qualifications. Is the doctor a specialist in these procedures? Is he or she board 
	certified in an appropriate specialty? Li<:ensing status may be verified at the Board's 
	Board certification status may be verified at 
	website; www.mbc.ca.gov. 

	www,.. 
	abms.org

	If a nurse or physician assistant will be doing the procedure, what are their qualifications? Where is the doctor supervising them? Are they really being supervised, or are they acting alone with a paper~only supervisor? Again, you should check the supervising doctor's credentials, as well as the nurse's or physician assistant's. Those websites are 
	v,,'"\y_w.rn.ca.gov 
	and w,vw.phvsi.~ianassistanLca.gov. 

	An appropriate examination must be conducted before treatments are pcrfonned. This exam must be conducted by a physician, or the doctor may delegate the 
	examination to licensed nurse practitioners or physician assistants. Physicians may 
	not delegate this examination to registered nurses, 
	2) Be fully Informed ofah-Out the risks: 
	All procedures carry risks, and conscientious practitioners will fuHy disclose them. Medical professionals have an ethical responsibility to be realistic with their patients and tell them what they need to know. If procedures are being heavily marketed, with high-pressure saJes techniques promising unrealistic results, run. 
	3) Observe the facility and its personnel: 
	Medical procedures should be done in a cfoan environment. While one cannot see germs, one can see ifthe facility looks clean and personnel wash their bands, use gloves, and use sound hygienic practices, Ifyou observe dirty conditions, or notice that the personnel does not wash their hands before approaching you. find another facility. 
	4) Ask about comptications, and who is available to handle them; 
	In the event you should have an adverse reaction, you want to know who will be there to help, Who should you call, and what hospital or facility is avaHable where the doctor can se.e you? Ifyou get an unsatisfactory answer that minimizes your concerns, or they don't have an answer. find someone else. Qualified physicians have faciHties or privileges at hospitals where they can handle emergencies, If they don't, that's cause for concern. 
	5) Don't be swayed by advertisements and promises of low prices: 
	There are a host ofmedical professionals offering competent, safe cosmetic procedures. If they are being offered at sub~standard prices, there's a good probability that what they are advertising is not what will be delivered. Genuine Bot.ox, Collagen, Restaiyne, and other injections are pricey. Ifsomeone is offering an injection for $50. when the going rnte at doctors' offices ls $500, then you can be sure ifs not the real McCoy. There have been tragic cases ofunscrupulous practitioners injecting industrial
	Cosmetic procedures, at best,. can boost one's mood and appearance. At worst, they can 
	kill you. Don't trust your health, your skin, or your face to the unqualified or unscrupulous. Know that there ls a substantial financial cost to obtaining qualified 
	treatments, as weU as some risk. If you want the best results, do your homework and 
	onty trust those who demonstrate competence and caution. 
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