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The Common Sense Initiative
Business Impact Analysis

Agency Name:_State Medical Board

Regulation/Package Title:_Physicia Assistant Delegation

Rule Number(s):___4730-1-08 to rescind; 473048 replacement

Date:

Rule Type:
X New [1 5-Year Review
[ Amended X Rescinded

The Common Sense Initiative was establisdeby Executive Order 2011-01K and placed
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should
balance the critical objectives of all regulations with the costs of compliance by the
regulated parties. Agencies should promot&ansparency, consistency, predictability, and
flexibility in regulatory activi ties. Agencies should priotize compliance over punishment,
and to that end, should utilize plain langage in the development of regulations.

Requlatory Intent

1. Please briefly describe the draftegulation in plain language.
Please include the key provisions of thegtdation as well as any proposed amendments.

Effective October 15, 2015, the statutes retijjugthe practice of physan assistants were
significantly changed. As a result currererda730-1-08, which $g the standards and
procedures for approval of aespal services plan, is incastent with current statutory
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provisions and is unnecessafyloreover, effective Octole 5, 2015, Section 4730.203,
O.R.C., authorizes a physician assistant tegie the performanad a medical task to
implement a plan of treatment and to deteghe administration of drugs when certain
criteria are met. Accordingly, replacememnie 4730-1-08 is proposéd set standards for

the delegation of medical tasks and the adstiaiion of drugs in accordance with the same
standards that physician must follow. (Seafhr 4731-23, Ohio Administrative Code, and
Section 4731.053, O.R.C., for standafdr physician delegation.)

. Please list the Ohio statute authorizig the Agency to adopt this regulation.

Current Rule 4731-1-08 was authorized byt®ec4730.07, O.R.C. Proposed replacement
rule 4731-1-08 is authorized by Sections 4730.07 and 4730.39, O.R.C.

. Does the regulation implement a federal regirement? |s the proposed regulation
being adopted or amended to enable theate to obtain or maintain approval to
administer and enforce a feéral law or to participate in a federal program?

If yes, please briefly explain the source @substance of the tkeral requirement.

No. The rule is not a federal requirement wdl it enable the state to obtain or maintain
approval to administer and enforce a fetlena or participate in a federal program.

. If the regulation includes provisions not specifically required by the federal
government, please explain the ration& for exceeding the federal requirement.

Not applicable.

. What is the public purpose for this regulation (i.e., why does the Agency feel that there
needs to be any regulatiomn this area at all)?

Current Rule 4731-1-08 is proposed to be refminbecause its entire purpose was to set
standards for the special siees plans required under foemSections 4730.09, 4730.15,
4730.16, and 4730.17. All of the specified srtt were repealed effective October 15,
2015.

Replacement Rule 4731-1-08 is needed to inform physician assistants, supervising
physicians, other participants health care, and patients about the standards to which
physician assistants will be held when detegamedical tasks and the administration of
drugs. In addition, the proposed rule is neddedearly define “delegate” and “task.” For
example, the proposed rule defines “delegatet iasdefined for physicians in Rule 4731-23-
01, O.R.C. The definition of “delegate” clarsi¢hat it is to authorize an unlicensed person
to perform a medical activityln contrast when the medical , a nurse, who is licensed by the

77 SOUTH HIGH STREET | 30TH FLOOR | COLUMBUS, OHIO 43215-6117
CSIOhio@governor.ohio.gov




Ohio Board of Nursing, is “directed” to germ duties within the scope of the nurse’s
licensure.

6. How will the Agency measure the success of this regulation in terms of outputs and/or
outcomes?

The success of the rule will be measured by atldedicomplaints that allege a patient was
harmed in the delivery of a medical service where the investigation discloses that a physician
assistant failed to apply the proposed starslattten delegating delivery of a task or drug
administration by an unlicensed person.

Development of the Reqgulation

7. Please list the stakeholders included by thAgency in the development or initial review
of the draft regulation.
If applicable, please include the date and meih by which the stakeholders were initially
contacted.

The first step in proposing to rescind the curreite and adopt the proped replacement rule
was to obtain recommendations to do so byPthgsician Assistant Policy Committee (“PAPC”).
Pursuant to Section 4730.05, O.R.C., PAPC nesibp consists of the physician assistants,
three physicians (including a physician membehefMedical Board) and a public member.
Two pharmacists also participate in formulanglgrescribing rules and decisions. Once PAPC
recommended that the proposed rescinded gidaement rules be considered by the Medical
Board, the Medical Board approved the prope$ad circulation to interested parties.

The proposed rules were sent to organizations asichut not limited to, 8hOhio Association of
Physician Assistants, Ohio State Medical Asatben, Ohio Academy of Family Physicians,
Academy of Medicine of Cleveland and North€hio, Ohio Osteopathic Association, medical
societies across Ohio; governmental affe@@esentatives for numerous organizations;
individuals who on their own bekkor the behest of their &iéh care system employer have
requested notice of Medical Board rule aciist attorneys who represent licensees and
applicants before the Medical Board; and sliaensing agencies such as the Ohio Board of
Nursing and Board of Pharmacy.

The proposed replacement rule was also posted on the Medical Board’s website with a statement
soliciting comments on the proposed rule.

8. What input was provided by the stakeholdersand how did that input affect the draft
regulation being proposed by the Agency?

PAPC first approved the plan to overhawd gfhysician assistant rules to reflect the
significant statutory changes. The plan inchidescinding several rules and, where possible,
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9.

issuing additional guidance documents that &ixpthe provisions of Chapter 4730, O.R.C.,

in lieu of promulgating rules. PAPC agreed that the promulgation of a rule setting standards
for physician assistant delegation should bepti@ity for rule promulgation, and that

replacing current Rule 4730-1-08 with thewngelegation rule was appropriate. The

members appreciated that the proposed detegatie applied to physician assistants the

same standards and criteria applied to physi@adsmade no substantive amendments to the
draft language presented.

The proposed replacement rule language comugphysician assistadelegation was sent
to interested parties for comment on November 9, 2015, with a deadline of December 10,
2015. No comments were received.

What scientific data was used to develop thrule or the measurable outcomes of the
rule? How does this data support the regulation being proposed?

The language of the proposed replacemdetisubased upon the physician delegation rules
in Chapter 4731-23, O.A.C. The physician dekson rules have been in place since 2001.

10.What alternative regulations (or specific provisions within the regulation) did the

11.

Agency consider, and why did it determine that these alternatives were not
appropriate? If none, why didn’t the Agency consider regulatory alternatives?

It was determined that the physician assisti@hegation standards should be the same as
those of physicians since a physician assistarves as the agent for the supervising
physician (See Section 4730.22, O.R.C) andk&vander the supervision, control, and
direction of the supeising physician (See Section 4730.21R.C.); and the supervising
physician may not authorize a physician assistapéttorm a service that is not within the
physician’s normal course of practice angertise (See Section 4730.02, O.R.C.).
Moreover, the rule incorporates the mamedaand prohibitions for delegation of the
administration of drugs that areesjified in Section 4730.203, O.R.C.

Did the Agency specifically consider a pedrmance-based regulation? Please explain.
Performance-based regulations define the réepd outcome, but don’t dictate the process
the regulated stakeholders must use to achieve compliance.

The proposed replacement rule is performanaedba It sets the standards, but does not
dictate the process by which the physician assistant complies with the standards. For
example, the physician assistant must determhiaethe person to whom a medical task will
be delegated is competent to perfornbit; the means by which the physician assistant
reaches that determination is not prescribed.
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12.What measures did the Agency take to ensur@at this regulation does not duplicate an
existing Ohio regulation?

The Medical Board is the only agency authorized to regulate physician assistant practice.
The Medical Board purposefully based the laaggiof the proposedplacement rule on the
rule the supervising physicians must fallvthen delegating medical tasks and the
administration of drugs so that there wibuabt be a conflict beveen the standards.

13.Please describe the Agency’s plan for impmentation of the regulation, including any
measures to ensure that the regulation ispplied consistently and predictably for the
regulated community.

The rule will be implemented by distribag it widely and creating a guidance document
should that be needed. Prior to the effectivie d&the replacement rule it will be emailed to
all physician assistants holding an actiwetise, the Ohio Association of Physician
Assistants (which posts information concemstatutes and rules ds website), and all
persons and organizations who regularly nezeipdates on Medical Board rule activity;
information will be posted on the Medical Board’s website; and information will be provided
in the Medical Board e-News thatsent to all licensees and others.

Adverse Impact to Business

14.Provide a summary of the estimated cost afompliance with the rule. Specifically,
please do the following:

a. ldentify the scope of the inpacted business community;
The business community impacted includes physician assistants, supervising
physicians, medical practice entities (umihg urgent care centers, clinics, and
nursing homes, and retail clisic and health care facilities (including hospitals and
ambulatory surgical centers).

b. Identify the nature of the adverse impact(e.g., license fees, fines, employer time
for compliance); and
The nature of the adverse impact for physi@sasistants is thaursuant to Section
4730.02, O.R.C., the person must hold a keeto practice as a physician assistant
issued by Medical Board. Also, the physician assistant will may have to perform
certain medical tasks or drug adminiswathim/herself instead of having free range
to delegate.

The nature of the adverse impact for suf@ng physicians is that pursuant to
Sections 4730.01 and 4730.02, O.R.C., thegtrha licensed to pctice medicine in
Ohio in order to supervise a physiciasigtant. According to Section 4730.203,
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0O.R.C., the physician must indicate in twgpervision agreement that the physician
assistant may delegate tasks and/or drug administration.

The nature of the adverse impact for medical practice entities and health care
facilities is that they may not have policies that authorize a physician assistant to
delegate medical tasks andfiyug administration in violation of the rule, and Section
4730.203(C), O.R.C., where applicable.

c. Quantify the expected adversémpact from the regulation.
The adverse impact can be quiéred in terms of dollars, hours to comply, or other
factors; and may be estimated fordlentire regulated population or for a
“representative business.” Please include the source for your information/estimated
impact.

Effective October 15, 2015, the physicessistant license fee is $500.00. The
biennial renewal fee is $200.00. The oofsthe physician assiant performing some
medical task or drug administration insteddielegating it depends upon the rate of
pay of the physician assistant.

The licensure fee for physicians is $33he licensure renewal fee is $305.00.

The Medical Board is unabte quantify the costs to physicians, medical practice
entities, and health care facilities rigg from a physician assistant not having
unfettered ability to delegate medical tasid/or drug administration. The costs

would depend on the policies related to physician assistant practice, the usage or not
of unlicensed support personnel, andrétes of pay for physician assistants.

15.Why did the Agency determine that the reguladry intent justifies the adverse impact to
the regulated business community?

Patient protection requires thaltysician assistants be held to the same standards as
physicians when authorizing amlicensed person to perfommedical tasks and administer
drugs.

Requlatory Flexibility

16.Does the regulation provide any exemptioner alternative means of compliance for
small businesses? Please explain.

No. Patient protection requiresatithe same standards be lggapto all practice by physician
assistants regardless of the setting.
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17.How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and

18.

penalties for paperwork violations and firsttime offenders) into implementation of the
regulation?

The rule does not require paperwork to be submitted to the Medical Board. There are no
fines for violation of the rule. Each allegatiof a violation will be evaluated on a case-by-
case fact specific basis.

What resources are available to assist small businesses with compliance of the
regulation?

The Medical Board staff is available to answeestions. If needed “frequently asked
guestions” or guidance document will be created and posted on the website and circulated

widely.
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