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9:00 a.m – 1:00 p.m. 

 
 
 
 
 
 

 
 
 

 

 
  
 
 
1. Welcome - Introductions 
 
2. Overview of Charge - Business & Professions Code Section 2023.5 
 
3. Statement of Purpose of the Meetings - Public Health & Safety 
 
4. Testimony* 
 

• Representatives of the Laser Industry 
• Representatives of the Nursing Associations 
• Representatives from Physician Assistant Organizations 
• Representatives from Physician Organizations 
• Consumers 

 
 

 
 
 



 
 
*  The Committee invites comments, especially relating to the following:

• Patient safety 
• Patient harm: What are the complications experienced and what are their causes? 
• Training and education: Should there be additional certification or educational 

requirements for the use of new technology? 
• Physician supervision: What minimum supervision is needed? Who must provide 

examination, and what is the standard of care to ensure patient safety? 
• Aftercare and follow-up: Who is responsible and what is the standard of care to ensure 

patient safety? 
• Patient referrals and aggressive advertising techniques: To what extent does illegal 

patient referrals and aggressive advertising play in misleading the public? 
• Misrepresentation of personnel's credentials 
• Other practices or issues that may mislead consumers 
• Public awareness and patient expectations: Are patients aware of the risks prior to 

undergoing treatment? Do patients have fully informed, realistic expectations? 
• Liability: Who is liable and how are patients to know? 
• Technological trends and other issues related to patient safety 
• Business trends that may impact patient safety 
• Need for changes to current law, regulation, and enforcement 

 
5. Issues for discussion at future meetings, to be held September 13 in 
 Sacramento and October 31 in San Diego 
 
6. Public Comment 
 
7. Adjournment 
 
 
 
 
 
 

 

The mission of the Medical Board of California is to protect healthcare consumers through the proper licensing and 
regulation of physicians and surgeons and certain allied healthcare professions and through the vigorous, objective 

enforcement of the Medical Practice Act. 
NOTICE:  The meeting is accessible to the physically disabled.  A person who needs disability-related accommodations or 

modifications in order to participate in the meeting shall make a request to the Board no later than five working days before 
the meeting by contacting Rhonda Baldo at (916) 263-2600 or sending a written request to Ms. Baldo at the Medical Board of 
California, 1420 Howe Avenue, Suite 14, Sacramento, CA  95825.  Requests for further information should be directed to the 

same address and telephone number. 
Meetings of the Medical Board of California are open to the public except when specifically noticed otherwise in accordance 

with the Open Meetings Act.  The audience will be given appropriate opportunities to comment on any issue presented in open 
session before the Board, but the Chair may apportion available time among those who wish to speak. 

************************* 
For additional information, contact Janie Cordray  at (916) 263-2389. 

 



MEDICAL PRAC.TICE REGULATIONS (CALIFOWIA) 

(September 2007) 

B&P 650 Referral inducement1 exception for FMV 

B&P 651 

B&P 2051 

B&P 2052 . 

B&P 2234 

B&P 2264 

B&P 2272 

B&P 2286 

B&P 2408 

B&P 2415 

B&P 2417 

Corp Code 13401 

Corp Code 13403 

Advertising false and deceptive 

Practice of medicine defined 

Attempting or advertising to practice without license 

MD aiding and abetting business in practice in violation 

MD aiding and abetting unlicensed person to practice 

Advertising practice in own name or appd Fict Name 

MD aiding and abetting in violation of corp code 

Shareholders officers of medical corporation licensed 

Fict name permit reqd 

MD providing services for business in violation of ins code 

Prof corporation ownership1contro1 

Prof corporation shareholders and directors 

NURSING PRACTICE REGULATIONS 

B&P 2700 - 2838 Nursing Practice Act 

CA Code of Regs Title 16 1 402- 1493 Nursing Regulations 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

Aesthetic Taskforce Meeting 
August 30, 2007 

Irvine, CA 

A L Voss Associates 



Delegation of  Procedural Authority - 
Understanding the Issues and 

Today the practice of medicine is seeing 
the following changes 

Reimbursement going down 
Overhead going up 
Administrative workload going up 
Physician workload going up 
Incomes negativity impacted 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Major Remedies 
Increase physician workload 
Increase patient fees 
Change care offered . Non-procedural medicine has its limits 

Add new procedures 
Add new procedures performed by staff 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

Today the remedy chosen most often is 
the addition of procedures performed 
by staff (allied healthcare personnel) 
Those that are cash procedures . Are primarily aesthetic 
The above occurrences have created a 
major 'controversy" 

A L Voss Associates 





Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

When contemplating the above remedy 
the following are impacted: 

Practice economics (facility and personnel) 
Regulations 
Medical Malpractice Insurance 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

Regulations - Something that the 
physician/provider didn't have to worry 
a bout before 
Now understanding them is critical if 
the practicelventure is to be successful 
and if the current controversy is going 
to be resolved 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 
,- 

Regulation 
Federal - Food and Drug Administration . FDA - Bureau of Radiological Health (BRH) . Categorize all lig ht-emitting devices by their output 

power or energy - Class I-IV . FDA - Office of Device Evaluation (ODE) . Categorize all medical devices - Class 1-111 . These two classification schemes are 
frequented confused, and can have an impact 
on who can use a device 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Regulation - FDA 
All Class I1 medical devices (this includes most 
aesthetic devices) cleared by the FDA carry the 
following labeling: . Caution: Federal law restricts this device to sale by or on 

the order of a I the blank to be filled in with 
the work "physician", 'dentist", 'veterinarian", or with 
the descriptive designation of any other practitioner 
licensed by law of the state in which he/she practices to 
use or order the use of the device 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

. Regulation - FDA 
Controls the manufacturer . To whom they may sell the product . Some states may further define this . What they may say regarding their cleared 

indications (labeling) 

Controls the physician . Any marketing the physician would like to do 
regarding the procedures they are performing 

A L Voss Associates 10 





Delegation of Procedural Authority - 
Understanding the Issues and 

Regulation - State . State Legislature . Different factions trying legislatively to control the use of 
these devices . State Regulatory Boards . Boards of Medicine . Boards of Nursing . Boards of Cosmetology . . Boards of Electrology . Radiation Control Boards 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Regulation - State 
State Legislature 

There has been many attempts in multiple states to pass 
bills for the control of aesthetic light-emitting device 
procedures . Most of these have been driven by various political 
agendas and have not always fared well . This is the most difficult and time consuming route . Few states have used this method 
Most states have general statutes that give this authority 
to the various regulatory boards 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

Regulation = State 
State Regulatory Boards . Control who may use the device and under 

what conditions . This control may be in the form of a regulation, 
rule, or simply proposed as a policy or 
philosophy . Since many states only have a policy or 
philosophy there is much controversy regarding 
their official status 

A L Voss Associates 14 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

Regulations - State 
State Regulatory Boards 

Many did not know it was their responsibility . Different boards in a given state can have different 
opinions as to who may use the device . Have no or little expertise on the subject . Have no or minimal resources to promulgate new 
regulations . Different groups within a given board may have opposing 
opinions 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

. Regulation - State 
State Regulatory Boards 

Determining who may use the device 
May depend on the procedure 
May depend of some type of training 
May depend on type of licensure 
May depend on type of supervision 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Current Market Conditions 
1 Physicians are not generally performing these 

procedures 
1 They are generally termed non-invasive 

procedures performed with an FDA Class I1 
prescriptive device 

1 They require an appropriate amount of training for 
all involved, and the current training is not 
adequate 

1 Physician on-site presence has little effect on 
patient safety 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 
iOlLR*I 

Since the majority of these systems are new to 
the market, many physicians, whatever their 
specialty, may not have received training on them 
during their formal medical education 
It appears that the majority of adverse events 
stem from inadequate training 
State regulatory boards want more control and 
better provider training 
Insurance companies are requiring more training 

A L Voss Associates 



Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

All stakeholders in this marketplace want 
access to the technology either as a provider 
or a recipient 
There is currently no common answer to 50 
different state approaches 
The answer does involve all properly 
informed and involved participants 
determining what is appropriate for the 
patient not for just their stakeholder group 

A L Voss Associates 19 





Delegation of Procedural Authority - 
Understanding the Issues and 

Controversies 

The Solution Process 
Must lead to the "workable and 
enforceable" regulation 
I f  not done properly 

Will lead to a long drawn out process 
May lead to lawsuits . Parties that have been providing these services for 

7-8 years do not go away quietly 

May lead to even less oversight 
Could lead to less patient safety 

A L Voss Associates 





American Academy of Physician Assistants 
950 Nod11 Washington Strcel . Ale\andria. VA 223 1 J- I552 . 7031836-2272 F:I\ 7031684-1924 

Physician Assistants and the IJse of Laser Technology 
in Physician-Supervised Medical Practice 

Requirements of New Californiil Law 
Senate Bill 1423 of 2006 requires the Medical Board of California, in conjunction with the 
Physician Assistant Committee and the Board of Registered Nursing to evaluate specific issues 
regarding the use of lasers Specifically, Business and Professions Code Section 2023 states 

' 
(a) The honld, it1 cot~j1111c/io11 ,~ ' i /h  Houl.d cfl<egis/er.ed N~n.sirlg, L I I I ~  111 cot~.s~~l/cr/iotl ~ ' i / h  /he 
l-'hy,sicicrt~ A.csis/nrl/ ( ' o n ~ / ~ ~ i / / e e  nt1~1 /)~.(?fe.~.~jotrn/.~ itr /he.ficld, .~helll l.evic~r, ~ S S I I C . Y  nt ldp~*oh/e/~~,s  
.vn.r.o11rldi11g /he Il.se c!f'l~~.se~. 0 1  I ~ I / ~ . I I . s ~  ligh/ pu/.se de11ice.s fill. elec/i\,~. eo.n7~c~/ie pt~occ.d~~~.e~.~ /ys 
p h ~ i c i c ~ r . ~  t . S I I I ~ ~ I I . S  I I I I S ~ S ,  L I I I L / / I ~ . ~ ~ I I  rssis/crt/.s. The ~.e\,ie\f' .shall irlclllde, hll/ r~eed 11o/ 
he Iinli/e~II /o, c~ll (!f/hcj fOllo~f,it~g: 

(I) 7he ~lppi"op~.ie~~c. /c'\'e/ c!fphj:.sicint~ s~lpervisiotl rleeded. 
12) lhe cq)p1~0~71~ic1/e le~tel o j ' / ~ . ~ r j r ~ i ~ ~ g  /o et1.~11re cor71petet1~~~. 
13) (;~lidc/il~c.s. j01. . S / L / I I ~ L ~ I . ~ I ~ ' = ~ ~ O I . ~ C ~ ~ ~ ~ I I ~ ~ . S  ntld pl.o/oco/.s /hu/ cr~l~l~~e.c.c, n/ n 
7 7 l ~ l l ~ 1 7 l 1 / 7 7 l ,  c111 of lllc~, jollo~l'illg: 

(A) I ' U I I ~ I I I  .\e/ec/io~~. 
(H) I ) L / / ~ C > I I /  ~ L I I I I C ~ I I ~ O I I ,  ir~.str.~~c/ior~, nr~d i1?jO1+171ed ~ O I I . S ~ I I / .  

((') I.\,o of 1 0 ] ~ / L ~ ~ f /  ~/gc~lll.s. 
( I ) )  I'l.occw'l~~.e.s 10 he., jO//o~~'ed ill /he e\?e11/ c~j'co17l~)/i~//io1.s 01. 

si~Ie qffi.c/.s, ji.ol11 117~' / I .LYI / I I IL~~I / .  
(I.;) / ' I . ~ L ' ~ L / I / I . c ~ . s  go\'e1.11111g ~ I I I ~ I " ~ ~ I I C ) ?  ntld n1gc~11l ccr1.e .cil~/cr/io~l.s. 

(l7) 0 1 1  0 1  hc;jO~.e . J L I I I I / C ~ I ~  I ,  2009, /he hoard ntld the Hou1.d of'I<c~gi.ste~.ed NI I I . .S I I I~  shcrll 
pro1711/lg~//e 1.eg111~11io11.s /o ~ I I I ~ / ~ I ~ I ~ > I I /  chcrtlge,~ de/e1-171it1cjd /0'17e t~c~ce.s.sc/~y with 14egerr.d /o 
/he //.Ye (!~'/cI.YL'I. 01. / ' ~ I I C ~ I I . S C ~  /)~//.se /igh/ U'L'\>i~c.s, fi)r e/ecti\lt> co.s17ltj/i~: ~ ) I ~ O C C ~ ~ I I . C ~ . S  19, 
phj~.sicic~~l.s ~ / t ~ d  . S I I I ~ ~ ~ ~ I I . S ,  111/1~.sc>.s, L I I ~ ~ / ) / I J : . Y I ~ I ~ ~ I  cr.s.si.s/c/t~/.s. 

The research staff from the Medical Board of California has prepared a comprehensive 
background document on the relevant topics. The following provides a perspective on physician 
assistants and delegated scope of practice, a review of relevant existing law, and policy 
recommendations. This information is prepared and provided by the American Academy of 
Physician Assistants (AAPA), the national professional society for physician assistants (PAS). 
The Academy represents over 63,000 physician assistants in all 50 states and the U.S. territories. 
AAPA's mission is to provide quality. cost-effective, and accessible health care as well as to 
support the professional and personal development of PAS. 



History of Physician-PA Team Practice 
The PA profession was created by physicians who believed that doctors could treat more 
patients, utilize their time and talents more wisely, and provide better care if they worked with 
assistants who were trained in medicine and practiced with physician supervision. This idea has 
grown into the health profession known as physician assistants. The visionaries of the PA role 
were right. A physician can more effectively care for patients when ~ o r k i n g  as part of a 
physician-PA team. The efficiency of this model has led to its utilization in all medical and 
surgical specialties. The physician-P.4 team is effective because of the similarities in physician 
and PA training, the PA profession's coininitment to practice with physician supervision, and the 
efficiencies created by utilizing the strengths of each professional in the clinical workplace. 

Physician assistants, working as members of physician-directed teams, now participate in the 
care of patients from the neonatal intensive care unit to long-term care facilities. As PAS have 
become well known, many specialist physicians have realized that physician assistants can help 
extend care to patients in allnost every medical and surgical setting. What has not changed is the 
PA profession's coininitment to team practice, with the physician as the captain of the team. 
Since the inception of the profession, this has remained a constant. PAS are now found in many 
settings, but the role they play in physician-directed care is identical to the vision of the 
physicians who created the profession. 

Physician Assistants and Physician Supervision 
The PA profession remains committed to the concept of the supervising physician-PA team. This 
is reflected in the AAPA's description of the profession: 

The commitment to practicing as part of a physician-directed team is clearly stated in the 
AAPA policy on team practice: 

Physician DeleBted Scope of Practice 
Physician assistants seek and embrace a physician delegated scope of practice. This is unique. 
No other health profession sees itself as entirely complementary to the care provided by 
physicians. PAS have great respect for the depth of training received by physicians and 
acf<nowledse pli!.sicians as the best-educated and most comprehensive providers on the health 
care team. 

Allowing a supervising physician to determine the specitic elements of a PX's scope of practice 
allows for flexible and customized team deployment The physician has the ability to personally 
observe the physician assistant's competency and performance and to assure that the PA is 
performing tasks and procedures in the inanner preferred by the supervising physician The 
physician also is in the best position to assess the acuity of patient problems seen in a particular 
setting The supervising pl-rysician is able to plan for PA utilizatior! in a manner that is consistent 



with the PA's abilities, the physician's delegatory style, and the needs of the patients seen in the 
practice. 

Current California Law Gover~ling PA Practice: 
Requirements for Supervision a ~ l d  Delegation 
The statute and regulations that govern P.4 practice in California require supervision by licensed 
physicians (M.D.s or D.0.s) .  The physician is required to both supervise the PA, and to accept 
responsibility for care provided. The physical presence of the supervising physician is not 
required so long as the physician is readily available via telecon~munication. The physician is 
required to assure the PA's competency to perform any procedure prior to delegating it to the 
PA. The rele~ant  regulation states: 



(g, 7he . ~ I I ~ I ~ I ~ \ ~ I . S I I ~ ~ ~ I ~ ~ ~ . S I C I L I I I  17lr.s ~ * ~ I I ~ I ~ I I I I ~ I ~  I . ~ . Y ~ > o I ~ . s I / ) I / I { I .  to ,#O//o~~,  the> j)~,og~.t..s.~ of the 
ycrtiet~/ tuld /o ni~rke .s111.e /her/ the) /)/!\.:si~.iat1 C I . ~ . ~ / ' . Y / C I I ~ I  doe.s I I ~ ~ , ~ ~ I I I L . / ~ O I I  ~ I I I / O I ~ O I ~ I O ~ I . ~ ~ I ( .  The 
. s I I ~ ~ I . I ) ~ . s I ~ ~ ~  yh).sicicn1 .sl7~rll /)c. ~~c~.sj)o~~.sihlc~,fo~. crll ~ ~ i c ~ d ~ c ~ r l  .sc~~.\*ice.s j )~ 'o~- i ( / c~ /  /)j '  er 
ph).sici(~~ I ~ I . S . S I . S ~ L I I I ~  1111de1. 171,s 0 1 .  Ire>/. . s ~ I ~ > ~ I . I ) ~ , Y I ~ I ~ .  

Issues Surrounding the lJse of Lasers and Similar Devices 
The development of laser technology has created a set of regulatory dilemmas. Although the 
state of California has determined that lasers may only be used by physicians, nurses and PAS 
practicing with physician supervision, in other parts of the country lasers are currently used 
outside medical settings by persons with and without health professional licenses. They are 
utilized to alter human skin by operators who practice with and without physician supervision 
The use of laser and other si~iiilar technology currently blurs the line between medicine and 
cosmetology 

The Academy recognizes the wide range of issues that will be considered by the Boards and the 
PA Committee in meeting the requirements SB 1423 of 2006. We will confine our comments to 
the utilization of lasers by phvsician-PA teams. 

Relevance of Existing Laws to Lasers and Related Technology 
The Academy acknowledges that the study group may recommend that the utilization of lasers 
and related technology by any professional requires supervision, evaluation, and delegation by a 
physician. .4ny practice by a physician assistant requires that a supervising physician delegate, 
supervise, and take responsibility for care provided by a physician assistant, so effective 
safeguards are already required by law for physician assista~its. California regulations 
authorize a supervising physician to determine a PA's scope of practice via e\,aluation and 
delegation, supervise the care provided by the PA, and control qualitv. We recommend that no 
additional regulations be imposed foi- use of lasers and related technology by physician-PA 
teams. 

Laser Regulation in Other States 
As of mid-2007, 29 states ha\,e enacted la\$s, resulations, or Medical Board policies on the use 
of lasers. Many of these define the use of lasers on human tissue as the practice of medicine, 
restricting laser procedures to physicians and those to whom physicians may delegate medical 



tasks. Some states make a distinction between ablative and non-ablative applications of laser 
light, or between laser hair removal and other procedures Although they vary in the details, all 
state laser regulations seek to uphold the standard of care by requiring adequate training and 
supervision of those using lasers 

Among state laser regulations, there is ample precedent for using existing scope of practice and 
supervision requirements for physician assistants. Several states have acknowleded the special 
role of PAS when they developed rules on laser use: 

Michigan 
Sec. 16276. 
1 )  A licensee, registrant. or other indi\,idual shall not perform any procedure using a laser for 
dermatological purposes unless the procedure is performed under the supervision of a licensed 
physician. 
(2) A licensee, registrant, or other individual shall not perform any procedure using a laser for 
dermatological purposes unless the patient has knowledge and consents to the procedure being 
performed by that licensee, registrant, or individual. 
(3) Subsection ( I )  does not apply to any of the follo~ving: 

(a) A licensed physician. 
(b) A licensed physician's assistant who performs such a PI-ocedure in a health care 
facility. 
(c) A certified nurse practitioner who performs such a procedure in a health care facility 

(4) The department may promulgate . . . rules to hrther prohibit or otherwise restrict the use of 
lasers for dermatological purposes."' 

North Carolina 
North (Icn.olllr~r Mcju'lcc 11 Hocn.d I'o\l /lot/ S/cl~c>mcrrt, nl7~ellu't'u' ,Jllljl 3005 
It is the position of the Nol-th Carolina hledical Board that the recision, destruction, incision, or 
other structural alteration of human tissue using laser technology is surgery Laser surgery should 
be performed only by a physician or bq a licensed health care practitioner working within his or 
her professional scope of practice and \b i th  appropriate medical training functioning under the 
supervision of a physician or by those categories of practitioners currently licensed by this 
state to perform surgical services 

It is the position of the Board that zood medical practice requires that each patient be examined 
by a physician, physician assistant or nurse practitioner licensed or approved by this Board prior 
to receiving the first laser hair removal treatment and at other times as medically indicated. 

Rhode Island 
In short, this policy statement defines office-based esthetic procedures including, laser hair 
removal and Botox injections, as the i~lzrc/ice of meu'icilre. As such these procedures should only 
be done by physicians or advanced practice clinicians [e.g, nurse practitioners and physician 
assistants]; or under the supervision of physicians or advanced practice clinicians. It must be 
emphasized that medical equipment such as medical lasers and prescription pharmaceuticals 
should only be purchased by and used under the direction of a physician or advanced practice 
clinician." 

Texas 
193. I l ( 4  [l\e of l~r\el:\ I I I  /17c /)IY/L'/I(.(> of I I I I P ~ I C I I W .  



(2) The use of laserslpulsed light devices for non-ablative procedures cannot be delegated to non- 
physician delegates, other than an advanced health practitioner, without the 
delegatinglsupervising physician being on-site and immediately available. 

Advanced health practitioner" is defined in 193.11(b) as "a physician assistant or an advanced 
practice nurse.' 

washing tor^ 
Washirrg/oll AL/I?TII~I.\/I.CIII \t' ( 'o~ /e ,  346-9 IS- 12-5 
(5) A physician assistant may use an LLRP [laser, light, radiofrequency, and plasma] device so 
long as it is with the consent of the sponsoring or supervising physician, it is in compliance with 
the practice arrangement plan approved by the commission, and it is in accordance with standard 
medical practice 

Actions Proposed by the Medical Board of California's Background Document 
In its May 30, 2007 background document the Medical Board of California proposes that four 
actions, at minimum, are required We would like to comment on each in turn 

Pilh11c l+Ol.iln~.\ 
We believe that public dialog on issues is a key part of comprehensive professional regulation 
We appreciate the development of the forums and the opportunity to provide input 

Er!fOrcenw~i/ .ctin/egjl 
As noted in the MBC staffs memo, inany concerns over the use ol'lasers and related devices are 
addressed in existing law Enforcement of current laws and regulations governing the practice of 
medicine and corporate involvement in medical care is essential We concur that a strategy for 
enforcement of existing law is appropriate 

Pi1b11c ol~/l.e~rcl~ nlrJ edi~ctr/~o~i 
As with any evolving issue, education of the public and of licensees is critical We would 
endorse this proposed action 

Repor./ /o I , ~ I . Y / L I / I I I . ~  
The new statute requires that a report to the legislature be made by January, 2009. If additional 
legislation is to be considered, we w-ould strongly recommend that the boards and PA Committee 
evaluate the nature of the perceived problem and craft legislation that targets specific concerns. 

Conclusio~~ 
The American Acaden~y of Physician Assistants is committed to the concept that PAS provide 
health care as delegated and supervised by a licensed physician. The utilization of lasers and 
related technology is covered by delegation and supervision requirements already in California 
law and regulations. Current language offers excellent physician oversight and public protection 
as it relates to physician-PA teams. .4dditional regulation of physician assistai~ts for specific 
technologies is not required. 



' A~llerica~l Academ! of Pl]! sician Assista~~ls. 2007-2008 Polic! Manual. Alcsandria. VA 
" Ibid 
111 Michigall Colllpilcd La\\ s .;.;3. 16276 
" Rhodc lsland Di\.isioll of Hcaltl~ Scn iccs R c ' g t ~ l a ~ i o ~ ~  policy. adoptcd 211 2/04 
' Texas Statc Board of Mcdical Exalnincrs rcgulalions. 193.11 (usc of lascrs) 



California Academy of Physician Assistants 
3 100 West Warner Avenue, Suite 3, Santa Ana, CA 92704 a Phone: (7 14) 427-032 1 Fax: (7 14) 427-0324 

WRI7TEN TESTIMONY OF JENNIFER A. FAGGIONATO, PA-C 
IMMEDIATE PAST PRESIDENT - CALIFORNIA ACADEMY OF PHYSICIAN ASSISTANTS 

MEDICAL BOARD OF CALIFORNIA AND BOARD OF REGISTERED NURSING 
FORUM ON PUBLIC SAFETY AND THE USE OF LASERS FOR COSMETIC PROCEDURES 

THURSDAY, AUGUST 30,2007 

On behalf of the California Academy of Physician Assistants (CAPA) and our nearly 3,000 members, 
thank you for this unique opportunity to address both the Medical Board of California (MBC) and 
Board of Registered Nursing (BRN) on this important topic of patient safety and the appropriate use 
of lasers for cosmetic procedures. 

As a physician assistant with clinical experience in emergency medicine, dermatology and plastic 
surgery, I can certainly attest to need for consumer protection in all facets of medical care. Healthcare 
consumers need to understand the fundamentals of preventative medicine whether it be simply 
wearing a bicycle helmet, fastening a seat belt or ensuring that their healthcare provider is clinically 
capable of performing safe and effective cosmetic laser procedures. 

The foundations of physician assistant practice are deeply rooted in clinically appropriate physician 
supervision. As a matter of policy, CAPA has never strayed from this fundamental tenant. Physician 
assistants are an integral part of the healthcare team approach across all modes of practice and 
medical specialties. 

However, CAPA believes that the physician assistant and supervising physician relationship is just as 
strong of a covenant as that, which we have with our patients. To that end, and notwithstanding 
existing law, CAPA has a long-standing commitment to ensure that the supervising physician 
determine what medical services shall be delegated to their physician assistant and the method and 
manner by which that supervision shall occur. 

The MBC and Physician Assistant Committee (PAC), a subsidiary of the MBC, already have all the 
necessary authority to protect the public when clinical judgment of a supervising physician has put 
patients in harms way. Delegated cosmetic laser procedures performed by a physician assistant need 
not be treated any differently than any other delegated medical procedure. 

CAPA was acutely engaged throughout the legislative process on SB 1432 (Figueroa) - Chapter 873 
of 2006. This bill went through four completely different amended versions in a six-month period. 
This is almost unheard of even by Sacramento standards. CAPA provided technical assistance on SB 
1423 and consistently pointed to the Physician Assistant Practice Act and subsequent regulations as 
the model to address the issue of appropriate physician supervision. 

The various stakeholder meetings CAPA participated in regarding SB 1423 has lead us to these public 
forums on how best to protect the public when receiving cosmetic laser procedures. Therefore, we 
will remain engaged and committed to protecting the consumer in the most clinically appropriate and 
medically efficacious manner possible. 

Again, thank you for your time and the opportunity. 
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Good morning. My name is Ann Davis. I arn the director of state government affairs for the 
American Academy of Physician Assistants and a physician assistant licensed in California. The 
Academy is the national professional society for physician assistants, representing over 63,000 
PAS. The Academy appreciates this opportunity to address the Boards on the issue of safe and 
appropriate use of lasers for cosmetic procedures. 

By way of introduction of the testimony, I'd like to quickly review the basic tenants of the 
physician assistant profession. Let's start with the professional title. The first word in the title of 
our profession is "physician." That's important. PAS practice as members of a supervising 
physician's team. PAS recognize physicians as the most comprehensiveIy trained members of 
the health care team. Those physicians who created the PA profession envisioned a health care 
professional, trained in the medical model, who would derive their scope of practice from 
physician delegation and extend the physiican's ability to care for patients. 

i .. 
. .. 

Forty years into the history of the PA profession these basic tenants are the same. PAS practice 
with physician supervision and derive their scope of practice by delegation from licensed 
physicians. This is unique, and I would invite the panel to hold that in mind as they deliberate on 
this issue. 

How are the concepts describing physician-PA practice described in current law? The California 
PA regulations, which are very similar to those in states across the country, impose these 
requirements: 

PAS must practice with supervision of a licensed physician who must be available either 
in person or via telecommunication at all times when the PA is providing patient care 
the physician may delegate only those tasks and procedures consistent with the 
supervising physician's specialty, or usual and customary practice and with the patient's 
health an condition 
the physician must observe or review evidence of the PAS performance of all delegated 
tasks to assure the PA's competency 
The PA and supervising physician must establish transport and back-up procedures for 
the immediate care of patients who need emergency care when the physician is not on 
site 
The PA and supervising physician must establish guidelines for adequate supervision of 
the PA. This may include same day examination by the physician or protocols 
The supervising physician has continuing responsibility to follow the progress of the 
patient and to assure that the PA practices with supervision. The physician is responsible 
for all services provided by the PA' 



PAS are also required to clearly identify themselves and their professional title. In addition, the 
medical practice includes "false or misleading advertising" as grounds for discipline. 

These regulatory provisions governing physician-PA practice are remarkably similar to the 
concepts set forth in Senator Figueroa's legislation and to the agenda of the committee. 
Regarding laser use for cosmetic treatment, the bill and the committee seek to address physician 
supervision, training and competence, procedures and protocols, the handling of emergency 
situations, ongoing responsibility for care, ultimate responsibility and liability, identification of 
the service provider and appropriate representation of services. 

In short, the safeguards required for appropriate use of lasers in cosmetic procedures are already 
in place for physician assistants. 

To put the issue in perspective, there is new technology all around us. The laws governing 
physician-PA teams address this by imposing requirements for supervision, delegation, physician 
oversight and responsibility that apply in all clinical situations. We believe that they are more 
than adequate to address the issue of laser use in cosmetic treatment. 

There is ample precedent for using existing scope of practice and supervision requirements for 
physician assistants in other states. Several states have acknowledged the special role of PAS 
when they developed rules or board opinions on laser use: 

Michigan L .. . ., 

Sec. 16276. 
1) A licensee, registrant, or other individual shall not pedorm any procedure using a laser for 
dermatological purposes unless the procedure is pedormed under the supervision of a licensed 
physician. 
(2) A licensee, registrant, or other individual shall not perform any procedure using a laser for 
dermatological purposes unless the patient has knowledge and consents to the procedure being 
performed by that licensee, registrant, or individual. 
(3) Subsection (1) does not apply to any of the following: 

(a) A licensed physician. 
(b) A licensed physician's assistant who performs such a procedure in a health care 
facility. 

m 

(c) A certified nurse practitioner who performs such a procedure in a health care facility. 
(4) The department may promulgate rules to firther prohibit or otherwise restrict the use of 
lasers for dermatological purposes. 

North Carolina 
North Carolina Medical Board Position Statement, amended July 2005 
It is the position of the North Carolina Medical Board that the revision, destruction, incision, or 

' other structural alteration of human tissue using laser technology is surgery. Laser surgery should 
be performed only by a physician or by a licensed health care practitioner working within his or 
her professional scope of practice and with appropriate medical training functioning under the 
supervision . . . of a physician or by those categories of practitioners currently licensed by this 
state to perform surgical s e ~ c e s .  



It is the position of the Board that good medical practice requires that each patient be examined 
by a physician, physician assistant or nurse practitioner licensed or approved by this Board prior 
to receiving the first laser hair removal treatment and at other times as medically indicated. 

Rhode Island 
In short, this policy statement defines office-based esthetic procedures including, laser hair 
removal and Botox injections, as thepractice of medicine. As such these procedures should only 
be done by physicians or advanced practice clinicians [e.g. nurse practitioners and physician 
assistants]; or under the supervision of physicians or advanced practice clinicians. It must be 
emphasized that medical equipment such as'medical lasers and prescription pharmaceuticals 
should only be purchased by and used under the 'direction of a physician or advanced practice 
clinician. 

Texas 
193. 1l(c) Use of lasers in the practice of medicine. 
(2) The use of lasers/pulsed light devices for non-ablative procedures cannot be delegated to non- 
physician delegates, other than an advanced healfi practitioner, without the 
delegating/supervising physician being on-site and immediately available. 

Advanced health practitioner" is defined in 193. I 1 (b) as "a physician assistant or an advanced 
practice nurse. 

Washington ' '' 

Washington Administrative Code, 246-918-125 
( 5 )  A physician assistant may use an LLRP [laser, light, radioftequency, and plasma] device so 
long as it is with the consent of the sponsoring or supervising physician, it is in compliance with 
the practice arrangement plan approved by the commission, and it is in accordance with standard 
medical practice. 

The Academy appreciates this opportunity to provide this information and would be happy to 
provide additional information upon request. 
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My name is Robert C. Higham, MPAS, PA-C and I am a physician assistant (PA) practiclng full time in dermatology 
since 1999.1 am also the President of the Society of Dermatology Physician Assistants (SDPA).The SDPA repre- 
sents over 1200 PAS throughout the nation and is the professional organization that represents PAS in derma- 
tology.1 currently workwith a Board Certified Dermatologist, Allan IWimer, MD in Sherman Oaks California. 

1 first want to apologize for not being able to be present with you today to give my testimony in person how- 
ever SB 1423 is of great concern to me personally and for the SDPA members I represent. I want to give you 
someUreal lifenexamples of how 1 use lasers on a daily basis and how my "physician-PA team" works together to 
provide this care safely and effectively for many years. 

The use of Lasers and Ilght based technology in dermatology is expanding very quickly and can be used in 
both medical cases as well as cosmetic cases. When I started in dermatology we had a total of one laser in our 
practice. It was used primarily to treat tattoos and discoloration on the skin. Now,eight years later,our 
physician-PA team utilize a total of.5 lasers that treat a number of conditions including, psoriasis,vitiligo, 
eaema,vascular birthmarks, unwanted or superficlal veins, precancerous growths along with the multiple 
cosmetic conditions including unwanted hair, sun damaged skin and resurfacing techniques. 

Limiting the times or conditions in which PAS may utilize one of these lasers will affect patients conditions and 
quality of life significantly. Unlike common belief,all lasers do not only treat cosmetic conditions. There will be 
instances that my supervising physician will be away from the office at a meetinglout due to illness or on 
vacation but available by electronic means-if the physician-PA team i s  limited in the use of lasers by not being 
allowed to treat a patient because my supervising physiclan Is out of the office seems to harm more than help 
patients.Many ,of the conditions we use the lasers for requtre two to three treatments per week to be success- 
ful, vitiligo and psorlasls to name a few. If a patent needed to be interrupted in their treatment cycle there 
quality of life will be affected. 

Lasers can be a very dangerous in the wrong persons hand. We have all heard and seen some of theUhorror" 
stories that can occur because of inappropriate and unsupervised use of lasers.We are here today discussing 
this issue because of situations like these which have unfortunately occurred. PAS are unique in medicine, we 
work as delegates of the supervising physiclans.That is, that my physictan must determine that I have met the 
educationa1,training and proflciency testing for him to delegate to  me the use of lasers in my delegation of 
services agreement.If I am not competent and proficient In the use of lasers then 1 would expect him not to 
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elegate those duties to me. 

It is my opinion and the opinion of the SDPA that supervision decisions should be lefi up to the individual 
physician in the clinic who is in the best position to assess the competency and regulate the use of lasers by the 
PAS he supervises on a dally basis.Current state law for supervision of PAS has the necessary checks and 
balances PAS need to operate these devlces,additional restrictions wilt only serve to limit medical care to the 
patients who need it. 

In closing I wanted to share with the commlttee some information from the SDPA 2007 Dermatology PA Work- 
force Survey-The survey was sent to 1800 PAS working in dermatology earlier this summer and we had just over 
600 people complete the survey.Currently,47% of our members use lasers in their daily practice.In addition 
47% meet daily with their supervising physician to discuss cases while 27% meet two to three times a week. 
77% of our members work in only one office and of the 23% of PAS that do work in a satellite office the super- 
vising dermatologist is present 44% of the rime. Under these real life circumstances physician-PA team do and 
can continue to operate lasers and light based technologies safely. 

Thank you for the opportunity to address the conimittee. 



American Society for 
Dermatologic Surgery 

THE AMERICAN SOCIETY FOR DERMATOLOGIC SURGERY 

Year founded: 1970 

Membership: Nearly 4,700 board-certified dermatologic surgeons 
worldwide are members. 

About the ASDS: Dermatologic surgery is  one of the most innovative and 
progressive medical subspecialties in the U.S. American 
Society for Dermatologic Surgery (ASDS) members are at 
the forefront of the development of safe, in-office 
procedures that are saving lives by diagnosing and 
treating potentially deadly skin cancers earlier and more 
effectively. 

Dermasurgeons have also pioneered breakthrough, 
minimally invasive treatments to restore vitality to sun- 
damaged skin, returning it to i t s  healthier, more youthful 
appearance. The time and corr~mitment invested by 
dermasurgeons in research and advancement of new 
technologies have resulted in unprecedented growth and 
acceptance of cosmetic procedures. 

Today, ASDS members are recognized within the medical 
community as leaders in the field of dermatology and as 
advocates for patient safety. ASDS merr~bers not only 
lead the field of specialists in the treatment of skin 
cancer, but also are the premier specialty group trained 
to treat skin and soft tissue in both medically necessary 
and cosmetic surgical and non-surgical methods. 

ASDS purpose: The purposes of the Society shall be to foster, promote, 
support, augment, develop and encourage investigative 
knowledge in dermatologic surgery; to  promote the 
highest possible standards in clinical practice, continuing 
education, and research in dermatologic surgery; to 
promote the highest standards of patient care and 
promote the public interest relating to dermatologic 
surgery; and to  provide a forum for the exchange of 
ideas and methodology for dermatologic surgery and 
related basic sciences. 

5550 Meadowbrook Drive, Suite 120 Rolling Meadows. IL  60008 Tel. 847-956-0900 Fax. 847-956-0999 www.asds.net 



Amer~can Society for 
Dermatologic Surgery 

POSI'TION STATEMENT ON 
NON-PHYSICIAN USE OF LASERS 
AND INTENSE PULSED LIGHT DEVICES 

1. Physicians shall be trained appropriately in the physics, safety, and 
surgical techniques using lasers and intense pulsed light devices, as well as 
pre-and post-operative care. Any physician who delegates a procedure using 
lasers or intense pulsed light devices to a non-physician must also be 
qualified to do the procedure themselves by virtue of having received 
appropriate training in physics, safety, and surgical techniques using lasers 
and intense pulsed light devices, as well as pre- and post-operative care. 

2. Any allied health professional employed by a physician to  perform a laser or 
intense pulsed light procedure must have received appropriate documented 
training and education in the safe and effective use of each system, be 
properly licensed in their state, and be adequately insured for that 
procedure. 

3 .  A properly trained and licensed allied health professional may carry out a 
specifically designated laser or intense pulsed light procedure or~ly under 
direct physician supervision following established written procedures which 
are immediately available for reference at the specific site where the 
procedure is  t o  be performed. 

4. Since the ultimate responsibility for properly performing any 
procedure lies with the physician, the supervising physician shall 
be physically present, and immediately available, and able to  respond 
prorr~ptly to  any question or problem that may occur while the procedure is  
being performed. 

The guiding principle for all dermatologic surgeons is  t o  practice ethical medicine 
with the highest possible standards t o  ensure that the best interests and welfare of 
each patient are guaranteed. The ASDS endorses the concept that use of properly 
trained and licensed allied health professionals under appropriate direct physician 
supervision allows certain procedures using lasers or intense pulsed light devices to  
be performed safely and effectively. 

Approved: October 1997 
Revised: December 1999 

5550 Meadowbrook Drive, Suite 120 Rolling Meadows. IL 60008 Tel 847-956-0900 Fax 847-956-0999 www.asds.net 

































STATEMENT OF THE CALIFORNIA SOCIETY OF PLASTIC SURGEONS (CSPS) 

Submitted to the 

Forum on Public Safety and the Use of Lasers for Cosmetic Procedures 

August 30,2007 

The California Society of Plastic Surgeons (CSPS) appreciates the opportunity to 
comment on the issues relating to the use of lasers and patient safety. The CSPS is 
committed to ensuring the safety of patients while maintaining their access to quality 
care. 

In your May 30,2007 memo, you requested comments concerning the following: 

P Patient Safety 
P Training and Education 
P Physician Supervision 
P Patient Referrals and Aggressive Advertising Techniques 
P Liability 
P Technological trends 
P Proposed changes to current law, regulation and enforcement 

The CSPS respectfully submits the following comments in response to the above request. 



Patient SafetvITrainin~ & Education/Phvsician Supervision 
The American College of Surgeons (ACS) recently issued, in its Vo1.92, No. 4, April 
2007 Bulletin, a Statement on surgery using lasers, pulsed light, radiofrequency devices, 
or other techniques [ST-1 1 ] that includes the following: 

"Recognizing the increased usage of laser surgery and to provide professional guidance 
to state and federal regulatory bodies addressing laser and other surgery issues, the 
American College of Surgeons wishes to make the following revised statement regarding 
these operative techniques. The original statement was published in the March 1991 
issue of the Bulletin, and this revised statement was approved by the Board of Regents 
at its February 2007 meeting. 

Surgery is performed for the purpose of structurally altering the human body by the 
incision or destruction of tissues and is a part of the practice of medicine. Surgery is also 
the diagnostic or therapeutic treatment of conditions or disease processes by any 
instruments causing localized alteration or transposition of live human tissue, which 
include lasers, ultrasound, ionizing radiation, scalpels, probes, and needles. The tissue 
can be cut, burned, vaporized, frozen, sutured, probed, or manipulated by closed 
reduction for major dislocations and fractures, or otherwise altered by any mechanical, 
thermal, light-based, electromagnetic, or chemical means. Injection of diagnostic or 
therapeutic substances into body cavities, internal organs, joints, sensory organs, and 
the central nervous system is also considered to be surgery (this does not include 
administration by nursing personnel of some injections, such as subcutaneous, 
intramuscular, and intravenous when ordered by a physician). All of these surgical 
procedures are invasive, including those that are performed with lasers, and the risks of 
any surgical intervention are not eliminated by using a light knife or laser in place of a 
metal knife or scalpel. 

In recent years, technological advances have made it possible to perform cosmetic 
surgical procedures of the skin using a variety of devices and techniques. Lasers, pulsed 
light, and radiofrequency devices are often used for ablative and nonablative treatments. 
An ablative treatment is expected to excise, burn, or vaporize the skin below the dermo- 
epidermal junction. Nonablative treatments are those that are not expected or intended 
to excise, burn, or vaporize the epidermal surface of the skin. Any procedures that can 
damage the eye (cornea to retina) are ablative and should only be performed by a 
licensed physician. 

The American College of Surgeons believes that surgery using lasers, pulsed light, 
radiofrequency devices, or other means is part of the practice of medicine and 
constitutes standard forms of surgical intervention. It is subject to the same regulations 
that govern the performance of all surgical procedures, including those that are ablative 
or nonablative, regardless of site of service (that is, hospital, ambulatory surgery center, 
physician's office, or other locations). Patient safety and quality of care are paramount, 
and the College therefore believes that patients should be assured that individuals who 
perform these types of surgery are licensed physicians (defined as doctors of medicine 
or osteopathy) who meet appropriate professional standards. This is evidenced by 
comprehensive surgical training and experience, including the management of 
complications, and the acquisition and maintenance of credentials in the appropriate 
surgical specialties (that is, board certification) and in the use of lasers, pulsed light, 
radiofrequency devices, or other similar techniques. 

However, the College also recognizes that the use of ablative lasers may be delegated 
to non-physician advanced health care practitioners (defined as nurse practitioners or 
physician assistants) who are appropriately trained and licensed by the state in which 
they practice. Ablative treatments or procedures performed by nonphysician advanced 
health care practitioners should fall within the statutory andlor regulatory scope of the 
practitioner's profession. The physician may delegate the performance of ablative 



treatments through the use of written protocols to an advanced health care practitioner. 
Direct supervision should be provided by the physician whenever performance of 
ablative treatments has been delegated to an advanced health practitioner, unless 
specific state regulations allow for lesser amounts of supervision. The physician is 
responsible for doing the initial review of the patient and for authorizing the treatment 
plan. This should be appropriately noted in the patient's chart prior to any initial ablative 
treatment. 

In those cases where the surgeon may utilize the services of a nonphysician advanced 
health practitioner or nonphysician health practitioner as an assistant during the 
performance of laser surgery (including ablative or nonablative procedures), the 
assistant must meet the following requirements: 

* Be properly licensed, certified, and/or credentialed to practice his or her profession 
* Have appropriate education and training for assisting the surgeon in laser surgery 

procedures 
' Complete assigned duties under the direct supervision of the surgeon performing the 

procedure 

Individuals who perform laser surgery utilizing lasers, pulsed light, radiofrequency 
devices, or other techniques should meet the principles of the College in all respects 
(see http://www. facs. org/fellows~info/statements/stonprin. html), to include the a voidance 
of any misrepresentations to the public regarding unfounded advantages of the laser 
compared with traditional operative techniques." 

The CSPS agrees with the American College of Surgeons that the use of lasers, pulsed 
light, radiofrequency devices, or other means of altering the skin does constitute the 
practice of medicine. Use of such devices should be limited to physicians or to the 
appropriately trained registered nurses/physicianYs assistants under their supervision and 
using standardized protocols and procedures. An integral part of the standardized policies 
and procedures is a well-documented quality assurance (QA) program that may contain 
quarterly or monthly QA meetings to discuss patient complications and issues, as well as 
follow-up and management of the issues until resolved and what has been done to prevent 
their subsequent reoccurrence. 

The BRN, in its September 1999 Performance of Laser Therapy by RNs document, stated 
that, 

"The RN must receive appropriate education and supervised practice to ensure 
competency in performing the laser therapies, must be able respond 
appropriately to complications, and must be able to respond to untoward effects 
of laser procedures. In addition to procedural and clinical aspects of laser 
technology and treatment, appropriate education should include didactic and 
clinical experience related to laser technologies for medical purposes, including 
laser safety standards. " 

Training of registered nurses/physicianYs assistants may be provided by regional or 
national medical organizations, as well as by the device manufacturers. A separate license 
to use said devices is unnecessary as long as the appropriate education and training of the 
provider is documented. The supervising physician must also have completed the same 
education and training, in order to adequately supervise these physician extenders. 



The supervising physician must be available on-site or by telephone. The supervising 
physician must be available for a face-to-face examination of the patient, should a 
complication arise, within 24 hours. 

Marketing and Liabilitv Issues 

It is shamefbl that in much of the marketing for medical-spa procedures, it is difficult to 
discern who will actually be performing the treatments. The CSPS is a vigorous 
proponent of truth in medical advertising. The Medical Board of California and the Board 
of Registered Nursing must be vigilant in the regulation of advertising. We believe that 
all advertising must list the supervising physician, as well as who would actually be 
performing the procedures. 

The CSPS is aware of several instances where independent registered nurses have set 
themselves up in business running 'laser spas', treating patients with little or no physician 
oversight. Sometimes the "supervising physician" is provided a kick-back or other 
unlawfbl financial incentive for the use of their "name". There have been incidents of 
medical-spa companies recruiting physicians to be "clinic directors" who are paid for 
their services, even though they are never on-site and have never seen any of the patients. 
The MBC must actively enforce current law that prohibits payment for patient referral 
and other fee-splitting arrangements. 

Any supervising physician must assure they have adequate medical malpractice coverage 
for this activity. The CSPS is aware of instances where medical malpractice carriers 
refuse to issue liability coverage to physicians acting as "directors" of medical-spas that 
are actually run by registered nurses. In all instances, patients have the right to know 
exactly who the medical director of the facility is, how they can be contacted, and who is 
ultimately responsible for the treatment that they are receiving. 

In Closing 
We look forward to working with the Medical Board of California (MBC) and the Board 
of Registered IVursing (BRN) through this forum and welcome the opportunity for an 
ongoing dialogue with you on these important patient safety issues. 

CSPS Executive Office 
3664 San Pablo Dam Road 

El Sobrante, CA 94803 
PH: (510) 243-1662 FAX: (510) 243-1663 

Email: cpahl@earthlink.net 
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