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This information is required for executive branch review and the Virginia Registrar of Regulations, pursuant to the
Virginia Administrative Process Act (APA), Executive Orders 14 (2010) and 58 (1999), and the Virginia Register
Form, Style, and Procedure Manual.

In a short paragraph, please summarize all substantive provisions of new regulations or changes to
existing regulations that are being proposed in this regulatory action.

The Advisory Board on Physician Assistants and the Virginia Academiyysidtan Assistants
submitted a draft revision to the responsibilities for the supervising pawysieliminate the
requirement for the physician to see a patient “not less frequently thanfeweh visit for a
continuing illness.” The goal of the action is to allow the physician and hisaaddis determine
the evaluation process, as expressed in the written practice agreebrarited to the Board of
Medicine.

As the Board considered changes to the “fourth visit rule,” it also reviewedagagu all of
Part IV on Practice Requirements to review the use of and requirementfotac6dl.” The
Board reviewed the statutory requirements for a physician asgtgsitian agreement and for
an evaluation process and amended current regulations for consistencyignd clar

Acronyms and Definitions
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Please define all acronyms used in the Agency Background Document. Also, please define any technical
terms that are used in the document that are not also defined in the “Definition” section of the regulations.

PA = physician assistant

Legal basis ‘

Please identify the state and/or federal legal authority to promulgate this proposed regulation, including
(1) the most relevant law and/or regulation, including Code of Virginia citation and General Assembly
chapter number(s), if applicable, and (2) promulgating entity, i.e., the agency, board or person. Describe
the legal authority and the extent to which the authority is mandatory or discretionary.

Regulations are promulgated under the general aiytlod Chapter 24 of Title 54.1 of the Code of
Virginia. Section 54.1-2400, which provides the Board of Medicine the authority to praeulga
regulations to administer the regulatory system:

8 54.1-2400 -General powers and duties of health regulatory boards
The general powers and duties of health regulatory boards shall be:

1. To establish the qualifications for registration, certification or licensure in
accordance with the applicable law which are necessary to ensure competence and
integrity to engage in the regulated professions.

2. To examine or cause to be examined applicants for certification or licensure. Unless
otherwise required by law, examinations shall be administered in writing or shall be a
demonstration of manual skills.

3. To register, certify or license qualified applicants as practitioners of the phatic
profession or professions regulated by such board.

6. To promulgate regulations in accordance with the Administrative Process Act (8 9-
6.14:1 et seq.) which are reasonable and necessary to administer effectively the
regulatory system. Such regulations shall not conflict with the purposes and intent of this
chapter or of Chapter 1 (84.1-100et seq.) and Chapter 25 §8.1-2500et seq.) of this

title. ...

Specific authority for regulation of physician assistant practice is fouGtapter 29 of Title
54.1:

§54.1-2951.1. Requirements for licensure as a physician assistant.

A. The Board shall promulgate regulations establishing requirements foslioe as a physician
assistant which shall include, but not be limited to, the following:

1. Successful completion of a physician assistant program or surgeon assistant progeditextory the
American Medical Association or a committee of the American MedicaliABson@stablished to
approve or accredit allied health education programs;
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2. Passage of the certifying examination administered by the National Caomais<Certification of
Physician Assistants; and

3. Documentation that the applicant for licensure has not had his licensetificagon as a physician
assistant suspended or revoked and is not the subject of any disciplinary pigearedinother
jurisdiction.

B. Prior to initiating practice with a supervising physician, the physiciarstsg shall notify the Board
and provide information which shall include, but not be limited to, the following:

1. The name, address, telephone number and any changes thereto, of the physician or phigsigidhs w
supervise the assistant in the relevant practice setting; and

2. A description of the practice and the way in which the physician assistant willizeduti

§ 54.1-2952. Supervision of assistants by licensed physician, or podiatrist; services that may be
performed by assistants; responsibility of licensee; employment of assistants.

A. A physician or a podiatrist licensed under this chapter may apply to thhd Bosupervise assistants
and delegate certain acts which constitute the practice of medicine to ¢me¢ &xd in the manner
authorized by the Board. The physician shall provide continuous supervision as requinegigection;
however, the requirement for physician supervision of assistants shak wonstrued as requiring the
physical presence of the supervising physician during all times and plasesviake delivery by
assistants. Each team of supervising physician and physician assistamndeshify the relevant
physician assistant's scope of practice, including, but not limited taleflegation of medical tasks as
appropriate to the physician assistant's level of competence, the physsiataat's relationship with
and access to the supervising physician, and an evaluation process for the physisiamtts
performance.

No licensee shall be allowed to supervise more than two assistants at any one time.

Any professional corporation or partnership of any licensee, any hospital and anyecoiad enterprise
having medical facilities for its employees which are supervised by oneremimysicians or podiatrists
may employ one or more assistants in accordance with the provisions of tiis.sec

Activities shall be delegated in a manner consistent with sound medictitpraied the protection of the
health and safety of the patient. Such activities shall be set forth in awprtietice supervision
agreement between the assistant and the supervising health care provider andiudayhealth care
services which are educational, diagnostic, therapeutic, preventive, or irtchadment, but shall not
include the establishment of a final diagnosis or treatment plan for thenpatiless set forth in the
written practice supervision agreement. Prescribing or dispensing of drugbenagrmitted as provided
in 8 54.1-2952.1. In addition, a licensee is authorized to delegate and supervid@aidtongoing
evaluation and treatment of any patient in a hospital, including its emergenastrdept, when
performed under the direction, supervision and control of the supervisingdee®hen practicing in a
hospital, the assistant shall report any acute or significant finding or changpatient's clinical status
to the supervising physician as soon as circumstances require, and shall neclofithgling in
appropriate institutional records. The assistant shall transfer to a supervisirgicrythe direction of
care of a patient in an emergency department who has a life-threatening anjiiness. The supervising
physician shall review, prior to the patient's discharge, the servaradered to each patient by a
physician assistant in a hospital's emergency department. An assistant wipddgesl to practice in an
emergency department shall be under the supervision of a physician prekenthei facility.

Further, unless otherwise prohibited by federal law or by hospital bylawes,rat policies, nothing in
this section shall prohibit any physician assistant who is not employed hyéngency physician or his
professional entity from practicing in a hospital emergency departmenin it scope of his practice,
while under continuous physician supervision as required by this section, wbettdrthe supervising
physician is physically present in the facility. The supervising physician whoreagts such practice by
his assistant shall (i) retain exclusive supervisory control of and redplitysor the assistant and (ii) be
available at all times for consultation with both the assistant and the emerdepastment physician.
Prior to the patient's discharge from the emergency department, tistaasshall communicate the
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proposed disposition plan for any patient under his care to both his supervisingihgsid the
emergency department physician. No person shall have control of or superesuoysibility for any
physician assistant who is not employed by the person or the person's bestitgss

B. No assistant shall perform any delegated acts except at the directianliceEhsee and under his
supervision and control. No physician assistant practicing in a hospital shall readeto a patient
unless the physician responsible for that patient has signed the protocol, pursuantiaioas of the
Board, to act as supervising physician for that assistant. Every licenseesgiofd corporation or
partnership of licensees, hospital or commercial enterprise thalogspn assistant shall be fully
responsible for the acts of the assistant in the care and treatment of huimgs be

§54.1-2952.1. Prescription of certain controlled substances and devices by licensed physician assistant.
A. In accordance with the provisions of this section and pursuant to theaewuits of Chapter 33 (8
54.1-3300 et seq.) of this title, a licensed physician assistant shall have thetguthprescribe
controlled substances and devices as set forth in Chapter 34 (§ 54.1-3400 et segjtjtief #si follows:
(i) Schedules V and VI controlled substances on and after July 1, 2001, (ii) Schedutesd¥ ¥
controlled substances on and after January 1, 2003, (iii) Schedule 11l through VI cahsolistances on
and after July 1, 2004, and (iv) Schedules Il through VI controlled substances on and gfier2nd?7.

A licensed physician assistant shall have such prescriptive authority upon thei@rdeithe Board of
Medicine of such evidence as it may require that the assistant hascemnt® and is, at the time of
writing a prescription, a party to a written agreement with a licensed physar podiatrist which
provides for the direction and supervision by such licensee of the preacppactices of the assistant.
Such written agreements shall include the controlled substances the phgsaigant is or is not
authorized to prescribe and may restrict such prescriptive authority as desgpeopriate by the
physician or podiatrist providing direction and supervision.

B. It shall be unlawful for the assistant to prescribe controlled substasrogevices pursuant to this
section unless such prescription is authorized by the written agreemeeebehe licensee and the
assistant.

C. The Board of Medicine, in consultation with the Board of Pharmacy, shall promslgzdtie
regulations governing the prescriptive authority of physician assistantseageamed reasonable and
necessary to ensure an appropriate standard of care for patients.

The regulations promulgated pursuant to this section shall include, at a minithsocH requirements
as may be necessary to ensure continued physician assistant competency thaltuae continuing
education, testing, and/or any other requirement, and shall address the need to pethicaiepractice,
an appropriate standard of care, patient safety, the use of new pharmaceuticals, aoyutiapgpr
communication with patients; (ii) requirements for periodic site visitsupervising licensees who
supervise and direct assistants who provide services at a location othewxlieas the licensee regularly
practices; and (iii) a requirement that the assistant disclose to his patieathame, address and
telephone number of the supervising licensee and that he is a physician agsisggarate office for the
assistant shall not be established.

D. This section shall not prohibit a licensed physician assistant from adering controlled substances
in compliance with the definition of "administer” in § 54.1-3401 or from reagiand dispensing
manufacturers' professional samples of controlled substances in complidh¢beyprovisions of this
section.
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Please explain the need for the new or amended regulation by (1) detailing the specific reasons why
this regulatory action is essential to protect the health, safety, or welfare of citizens, and (2) discussing
the goals of the proposal, the environmental benefits, and the problems the proposal is intended to solve.

In its request for amendments, the Virginia Academy of PhysiciaistAsts (VAPA) noted that
the regulation currently restricts the practice of a physician withdriphysician assistant (PA)
by mandating the exact number of successive visits each patient may rfeaei the PA. The
rule may negatively impact scheduling of patients and the care and treatroerdro€ ilinesses.
According to the VAPA, it would be preferable for the supervising physician tondetethe
frequency of review of PA services and the frequency of seeing patiehtsontinuing
illnesses, depending on his medical judgment and knowledge of the patient. Since thiarphysi
is ultimately responsible for coordinating and managing the care oftieatpamendments to
the supervisory responsibilities of a physician will provide appropriate oleesig evaluation
to protect the health and safety of patients being jointly treated by PA’'sipen/ising
physicians.

Substance ‘

Please briefly identify and explain new substantive provisions (for new regulations), substantive changes
to existing sections or both where appropriate. (More detail about all provisions or changes is requested
in the “Detail of changes” section.)

The amendment to 18VAC85-50-110. Responsibilities of the supervisor, which was
recommended by the Advisory Board on Physician Assistants is:

The supervising physician shall:

1. See and ey e-any-patien

notlessfrequently-than-everyfourth-visit for-a-continuing-HnBeview the clinical
course and treatment plan for any patient who presents for the same acutéentompla

twice in a single episode of care and has failed to improve as expected. Thesgupervi
physician shall be involved with any patient with a continuing illness as noted in the

PA/Physician Protocol for the evaluation process.

In the process of considering amendments to the “fourth visit,” the Board also amended its
current regulations for prescriptive authority for PA’s to ensure compliarthe8vé4.1-2952 and
with 8 54.1-2952.1, which requires a written agreement setting out the controlled subgignce
schedule or class of drugs) the PA is allowed to prescribe and requiremertes \fitsi if the

PA practices in a location other than where the supervising physicianrhggugetices.

Issues ‘

Please identify the issues associated with the proposed regulatory action, including:
1) the primary advantages and disadvantages to the public, such as individual private citizens or
businesses, of implementing the new or amended provisions;
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2) the primary advantages and disadvantages to the agency or the Commonwealth; and
3) other pertinent matters of interest to the regulated community, government officials, and the public.

If the regulatory action poses no disadvantages to the public or the Commonwealth, please indicate.

1) The advantage of the amended regulation is more flexibility in the schedulingesftpati
with the supervising physician or the PA, while specifying that the physicianbaus
involved with a patient for a continuous illness or see the patient who presents for the
same complaint twice in a single episode and has not improved. Greatecgpétifhe
content of a practice agreement with delineation of roles and responsilslibeseaficial
to practitioners and patients. There are no disadvantages.

2) There are no advantages or disadvantages to the Commonwealth.

3) There are no other pertinent matters of interest.

Requirements more restrictive than federal

Please identify and describe any requirements of the proposal, which are more restrictive than applicable
federal requirements. Include a rationale for the more restrictive requirements. If there are no applicable
federal requirements or no requirements that exceed applicable federal requirements, include a statement
to that effect.

There are no applicable federal requirements.

Localities particularly affected

Please identify any locality particularly affected by the proposed regulation. Locality particularly affected
means any locality which bears any identified disproportionate material impact which would not be
experienced by other localities.

There are no localities particularly affected.

Public participation

Please include a statement that in addition to any other comments on the proposal, the agency is seeking
comments on the costs and benefits of the proposal and the impacts of the regulated community.

In addition to any other comments, the board/agency is seeking comments onslaados
benefits of the proposal and the potential impacts of this regulatory proposal. Also, the

agency/board is seeking information on impacts on small businesses as defined in § 2.2-4007.1

of the Code of Virginia. Information may include 1) projected reporting, recqodigeand
other administrative costs, 2) probable effect of the regulation on affectéddasiaesses, and
3) description of less intrusive or costly alternative methods of achieving the @uftbs
regulation.
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Anyone wishing to submit written comments may do so via the Regulatory Towrdimite;
www.townhall.virginia.gov, or by mail to Elaine Yeatts at Department ofthl€aofessions,

9960 Mayland Drive, Suite 300, Richmond, VA 23232laine.yeatts@dhp.virginia.gov

or

by fax to (804) 527-4434Written comments must include the name and address of the
commenter. In order to be considered comments must be received by the laktidafiblic

comment period.

[A public hearing will be held and notice of the public hearing may appear on thei&/irg
Regulatory Town Hall website (www.townhall.virginia.gov) and the Commorntv€alendar.
Both oral and written comments may be submitted at that time.

Economic impact ‘

Please identify the anticipated economic impact of the proposed new regulations or amendments to the
existing regulation. When describing a particular economic impact, please specify which new
requirement or change in requirements create the anticipated economic impact.

Projected cost to the state to implement and
enforce the proposed regulation, including
(a) fund source, and (b) a delineation of one-
time versus on-going expenditures.

a) As a special fund agency, the Board must gene
sufficient revenue to cover its expenditures from
non-general funds, specifically the renewal and
application fees it charges to practitioners for
necessary functions of regulation; b) The agendy
incur minimal costs (less than $500) for mailinys t
the Public Participation Guidelines mailing lists,
conducting a public hearing, and sending notice o
final regulations to regulated entities. Since tmos
mailings to the PPG list are handled electronically
there is very little cost involved. Every effortiMie
made to incorporate those into anticipated mailing
and Board meetings already scheduled.

There are no on-going expenditures relating
amendments to regulations for physician assistan

prat
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ts.

Projected cost of the new regulations or
changes to existing regulations on localities.

None

Description of the individuals, businesses or
other entities likely to be affected by the  new
regulations or changes to existing regulations.

The entities that are likely to be affected by ¢hes
regulations would be PA’s and the physicians wh
supervise their practice.

Agency’s best estimate of the number of such
entities that will be affected. Please include an
estimate of the number of small businesses
affected. Small business means a business entity,
including its affiliates, that (i) is independently
owned and operated and (ii) employs fewer than
500 full-time employees or has gross annual sales
of less than $6 million.

There are 1,781 PA’s with a current/active licens
in Virginia. Approximately 90% of those have a
practice agreement with a primary supervising
physician and probably 75% of those have multi
alternate supervising physicians of approximate
to 20.

Since PA’s do not practice independently, none
would be considered small businesses. ltis
unknown how many supervising physicians are

e

ple
y 3

considered small businesses, so the agency doe

8BS not
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categorize employment (hospital-based, office-
based, etc.)

All projected costs of the  new regulations or There are no costs to small businesses or other

changes to existing regulations for affected entities.

individuals, businesses, or other entities.

Please be specific and include all costs. Be

sure to include the projected reporting,

recordkeeping, and other administrative costs

required for compliance by small businesses.

Specify any costs related to the development of

real estate for commercial or residential

purposes that are a consequence of the

proposed regulatory changes or new

regulations.

Beneficial impact the regulation is designed Physician practices may have greater flexibility in

to produce. scheduling patients.

Alternatives ‘

Please describe any viable alternatives to the proposal considered and the rationale used by the agency
to select the least burdensome or intrusive alternative that meets the essential purpose of the action.
Also, include discussion of less intrusive or less costly alternatives for small businesses, as defined in
§2.2-4007.1 of the Code of Virginia, of achieving the purpose of the regulation.

In order to revise the current requirement for physician involvement with physissistant care
of patients, it is necessary to amend section 110 on responsibilities of the sup@iwsician.
There is a specific requirement for the physician to see a patient notlgssritly than every
fourth visit for a continuing illness. The intent of the regulatory change woutddetv more
flexibility with each practice team; and to accomplish that, there istemative other than
promulgation of regulations.

Regulatory flexibility analysis ‘

Please describe the agency’s analysis of alternative regulatory methods, consistent with health, safety,
environmental, and economic welfare, that will accomplish the objectives of applicable law while
minimizing the adverse impact on small business. Alternative regulatory methods include, at a minimum:
1) the establishment of less stringent compliance or reporting requirements; 2) the establishment of less
stringent schedules or deadlines for compliance or reporting requirements; 3) the consolidation or
simplification of compliance or reporting requirements; 4) the establishment of performance standards for
small businesses to replace design or operational standards required in the proposed regulation; and 5)
the exemption of small businesses from all or any part of the requirements contained in the proposed
regulation.

There are no alternative regulatory methods; regulations for licensBiotre mandated by
the Code of Virginia.
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Public comment

Please summarize all comments received during the public comment period following the publication of
the NOIRA, and provide the agency response.

A Notice of Intended Regulatory Action was published on December 6, 2010 with comment
until January 5, 2011.

Commenter Comment Agency response
Virginia Academy of Supports the intent for The Board appreciated the comment.
Physician Assistants | changes to the “fourth visit

rule”
Medical Society of Supports the changes in the The Board appreciated the comment.
Virginia regulations; worked with VAPA

on suggested language

Family impact

Please assess the impact of the proposed regulatory action on the institution of the family and family
stability including to what extent the regulatory action will: 1) strengthen or erode the authority and rights
of parents in the education, nurturing, and supervision of their children; 2) encourage or discourage
economic self-sufficiency, self-pride, and the assumption of responsibility for oneself, one’s spouse, and
one’s children and/or elderly parents; 3) strengthen or erode the marital commitment; and 4) increase or
decrease disposable family income.

There is no impact on the institution of the family and family stability.

Detail of changes

Please list all changes that are being proposed and the consequences of the proposed changes. If the
proposed regulation is a new chapter, describe the intent of the language and the expected impact if
implemented in each section. Please describe the difference between the requirements of the new
provisions and the current practice or if applicable, the requirements of other existing regulations in place.

If the proposed regulation is intended to replace an emergency regulation, please list separately (1) all
provisions of the new regulation or changes to existing regulations between the pre-emergency regulation
and the proposed regulation, and (2) only changes made since the publication of the emergency
regulation.

Current Current requirement Proposed change, rationale, and consequences

section

number

10 Sets out the definition of a | The term “protocol” is amended to “practice agreement” n
“protocol” the definition section and throughout the regulation for

consistency with terminology and requirements of the Code
of Virginia. § 54.1-2952 requires a physician assistant and
his supervising physician(s) to have a written practice
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agreement. A written practice agreement is more
descriptive than a protocol of the document that sets out
relationship and circumstances under which the physicig
will see and evaluate the patient.

the

110

Sets out the requirements fg
a practice agreement

rin addition to the change in terminology, the Board has
amended subsection C to specify that the practice
agreements must include requirements for periodic site
by supervising licensees who supervise and direct assis
who provide services at a location other than where the
licensee regularly practicesSubsection C of § 54.1-2952.
specifically mandates such requirements in an agreeme
but it is currently not included in section 101 in regulatior

Subsection D is added to specify that if the initial practic
agreement did not include prescriptive authority, an
addendum to the practice agreement for prescriptive
authority must be submitted 54.1-2952.1 specifies that
the practice agreement must include the schedules of dr
and circumstances in which the PA is allowed to prescrik
If the original practice agreement did not include
prescriptive authority for the PA, it is hecessary to submi

an amended agreement to be in compliance with the law.

Section 150 of the regulations currently requires submis
of a new protocol with an initial application for prescriptiv
authority; subsection D is a clearer statement of the
requirement.

Subsection E is added to require that if there are any
changes in supervision, authorization or scope of practig
revised practice agreement must be submitted at the tim
the change Section 150 of the regulations currently
requires submission of a new protocol with each biennia
renewal and if there have been any changes. The Boarg
does not require a new protocol with the biennial renews
but does require notification of changes. Subsection E i
more accurate statement of the requirement.
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110

Sets out the responsibilities
the supervisor

of he requirements are eliminated for the supervisor to 1)
and evaluate any patient who presents the same compl3
twice in a single episode of care and has failed to impro
significantly; and 2) have involvement with the patient ng
less frequently than every fourth visit for a continuing
illness. The language is amended to require the physicia
1) review the clinical course and treatment plan for any
patient who presents for the same acute complaint twice
single episode of care and has failed to improve as expe
and 2) be involved with any patient with a continuing iling
as noted in the PA/Physician Protocol for the evaluation
process.

The amendment to the “fourth visit rule” was requested |
the Virginia Academy of Physician Assistants (VAPA),
which noted that the regulation currently restricts the
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practice of a physician with his/her physician assistant (PA)
by mandating the exact number of successive visits each
patient may receive from the PA. According to the VAPA, it
would be preferable for the supervising physician to
determine the frequency of review of PA services and the
frequency of seeing patients with continuing illnesses,
depending on his medical judgment and knowledge of the
patient. The PA Advisory Board and the full Board of
Medicine concurred in the recommendation.

150 Sets out the requirements forThe regulations in section 150 are clearly stated in the Gode
a protocol for prescriptive and/or have been restated in section 101. Therefore, section
authority 150 is being repealed.

11



