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Reason for Submission

1. R.C.106.03 and 106.031 require agencies, when reviewing a rule, to determine whether
the rule has an adverse impact on businesses as defined by R.C. 107.52. If the agency
determines that it does, it must complete a business impact analysis and submit the rule
for CSI review.

Which adverse impact(s) to businesses has the agency determined the rule(s) create?

The rule(s):

a. Requires a license, permit, or any other prior authorization to engage in or
operate a line of business.

b. X Imposes a criminal penalty, a civil penalty, or another sanction, or creates a
cause of action for failure to comply with its terms.

c. [ Requires specific expenditures or the report of information as a condition of
compliance.

d. [0 TIslikely to directly reduce the revenue or increase the expenses of the lines of
business to which it will apply or applies.

Regulatory Intent

2. Please briefly describe the draft regulation in plain language.
Please include the key provisions of the regulation as well as any proposed amendments.

The proposed rules implement the new telehealth law (Sub. HB 122) for the following
Medical Board license types statutorily designated as health care professionals authorized to
provide telehealth services: physicians (MD, DO, DPM), physician assistants, dietitians,
respiratory care professionals, and genetic counselors. The rules are described below:

e Rule 4731-37-01 Telehealth (new rule)

o Defines telehealth services, synchronous communication technology, asynchronous
communication technology, remote monitoring device, health care professional, consent for
telehealth treatment, formal consultation, and advanced practice registered nurse.

o Requires that the standard of care for a telehealth visit is the same as the standard of
care for an in-person visit.

o Provides process for selection of a telehealth services technology to meet the standard
of care for a patient’s medical condition, and the escalation or referral of health care services
for that patient if the standard of care cannot be met with the telehealth technology selected.
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o Requires that the health care professional comply with all standard of care
requirements including but not limited to those requirements listed in this rule such as the
health care professional’s verification of patient’s name and location, documentation
including patient consent for telehealth treatment, evaluation of the patient, compliance with
privacy and security requirements, and transmittal of patient’s medical record.

o Provides requirements for a health care professional to provide telehealth services
involving a formal consultation with another health care professional.

o Explains the requirements for prescribing of non-controlled and controlled prescription
drugs. A physician, or physician assistant with prescriptive authority may prescribe a drug
that is a non-controlled substance through the provision of telehealth services by complying
with all requirements of this general telehealth rule. For controlled substance prescriptions, a
prescriber must comply with all requirements of this rule, federal law governing prescriptions
for controlled drugs, and all requirements in proposed new rule 4731-11-09.

o Provides requirements for physicians and physician assistants to provide telehealth
services through the use of remote monitoring devices as authorized by R.C. 4743.09(C)(5).

o Lays out the enforcement provisions for each type of health care professional for
violations of this proposed rule.

e Rule 4731-11-09 Controlled substance and telehealth prescribing

o This is a new rule to replace a current rule. The amendments to the current rule (titled
Prescribing to persons not seen by the physician) comprise more than fifty percent of that
rule. So, the current rule must be rescinded, and the changed language adopted as a new rule.

o Defines hospice care, palliative care, medication assisted treatment, substance use
disorder, and mental health condition.

o For a physician, or physician assistant who holds a valid prescriber number issued by
the Medical Board and who has been granted physician-delegated prescriptive authority, the
rule allows them to prescribe controlled substances if they comply with federal law, proposed
rule 4731-37-01 if the prescribing occurs via telehealth, and the provisions of this rule.

o Requires that the physician or physician assistant shall conduct a physical examination
of a new patient as part of an initial in-person visit before prescribing a schedule II controlled
substance to the patient. Five exceptions to this requirement are detailed.

o Provides the enforcement provisions for each type of health care professional for
violations of this proposed rule.

® Rules 4730-1-07 Miscellaneous provisions, 4730-2-07 Standards for Prescribing, 4759-11-
01 Miscellaneous Provisions, 4761- 15-01 Miscellaneous provisions, and 4778-1-06
Miscellaneous provisions

o These amended rules incorporate proposed rule 4731-37-01 into the respective chapters for

physician assistants, dietitians, respiratory care professionals, and genetic counselors.

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

-3-



3. Please list the Ohio statute(s) that authorize the agency, board or commission to adopt
the rule(s) and the statute(s) that amplify that authority.

4731-37-01

Authorized by Ohio Revised Code sections 4743.09, 4731.74, 4731.05. Amplifies Ohio
Revised Code sections 4730.25, 4730.60, 4731.22,4731.74, 4731.741, 4759.07, 4759.20,
4761.09, 4761.30, 4778.14, 4778.30.

4731-11-09:

Authorized by Ohio Revised Code sections 4743.09, 4731.74, R.C. 4731.05. Amplifies Ohio
Revised Code sections 4731.22, 4731.74, 4731.741, 4743.09, 4730.25, 4730.60.

4730-1-07 and 4730-2-07

Authorized by Ohio Revised Code sections 4730.07, 4730.39, 4743.09. Amplifies Ohio
Revised Code sections 4730.41, 4730.60.

4759-11-01

Authorized by Ohio Revised Code sections 4759.05, 4776.03, 4743.09. Amplifies Ohio
Revised Code sections 1347.05, 4759.05 4776.03, 4759.20.

4761-15-01

Authorized by Ohio Revised Code sections 4761.03, 4743.09. Amplifies Ohio Revised Code
sections 4761.03, 4761.30.

4778-1-06

Authorized by Ohio Revised Code sections 4778.12, 4743.09. Amplifies Ohio Revised Code
sections 4778.14, 4778.30.

4. Does the regulation implement a federal requirement? Is the proposed regulation
being adopted or amended to enable the state to obtain or maintain approval to
administer and enforce a federal law or to participate in a federal program?

If yes, please briefly explain the source and substance of the federal requirement.

While the rules do not specifically implement a federal requirement, R.C. 4731.74, which is
an authorizing statute for both 4731-37-01 and 4731-11-09, requires that the Medical Board’s
rules shall establish standards for prescription drugs that are controlled substances “that are
consistent with federal law.” See R.C. 4731.74(B)(2). Accordingly, both 4731-37-01 and
4731-11-09 require that controlled substance prescribing comply with federal law.

5. If the regulation includes provisions not specifically required by the federal
government, please explain the rationale for exceeding the federal requirement.
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The proposed telehealth rules do not exceed federal requirements, but rather include
provisions authorized by Ohio law in R.C. 4743.09 and R.C. 4731.74.

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

With the onset of the Covid-19 pandemic, the use of telehealth increased. The Ohio General
Assembly in Sub. HB 122 (effective on March 23, 2022) provided a new comprehensive
telehealth law for a statutorily designated list of health care professionals to provide
telehealth services. The telehealth law in R.C. 4743.09(B) authorized the Medical Board to
adopt rules necessary for the implementation of the new law for the health care professionals
statutorily designated that are under its jurisdiction. Further, R.C. 4743.09(B) states that the
health care professional licensing board shall establish in these rules “a standard of care for
telehealth services that is equal to the standard of care for in-person services.”

The Medical Board’s proposed telehealth rules provides standards for the practice of
telehealth by physicians, physician assistants, dietitians, respiratory care professionals, and
genetic counselors, some of whom have rarely or never provided telehealth services prior to
the passage of the new telehealth law.

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

The success of the regulations will be measured by the ability of health care professionals
and patients to provide and receive telehealth services safely; licensee compliance with the
rules; and minimal questions from health care professional licensees, health care practices,
and health care facilities as to the meaning of the plain language of the rules.

8. Are any of the proposed rules contained in this rule package being submitted pursuant
to R.C. 101.352, 101.353, 106.032, 121.93, or 121.931?
No, these rules are not being submitted under any of those Revised Code sections.

If yes, please specify the rule number(s), the specific R.C. section requiring this
submission, and a detailed explanation.

Development of the Regulation

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

The Board has engaged extensively with many of the stakeholders listed below about
telehealth starting in 2020. With the definitive policy decisions provided by the passage of
the new telehealth law in December of 2021, the Board ramped up its engagement with
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stakeholders with the goal of gaining their valuable input in the development of its rules
implementing the legislation.

In January and February of 2022, Medical Board staff sought feedback on its preliminary
draft of telehealth rules from the following stakeholders: Ohio State Medical Association,
Ohio Hospital Association, Cleveland Clinic, University Hospitals, Ohio Health, Mercy
Hospital system, Metro Health Systems, OSU Wexner Medical Center, Ohio Osteopathic
Doctors Association, Ohio Foot and Ankle, Ohio Society for Respiratory Care, Ohio
Academy for Nutrition and Dietetics, Ohio Physician Assistant Association, Ohio Psychiatric
Physicians Association, Ohio Association of Community Health Centers, OneFifteen, Ohio
chapter of American Academy of Pediatrics, Ohio Academy of Family Physicians, Ohio
Department of Medicaid, Ohio Department of Mental Health and Addiction Services,
Academy of Medicine of Cleveland and Northern Ohio, Nationwide Children’s Hospital,
Cincinnati Children’s Hospital, Teladoc, American Telemedicine Association Action (ATA
Action), hims & hers, Central Ohio Primary Care, and University Hospital of Toledo.

This included obtaining written comments as well as conducting the following
videoconferences and telephone calls: three large group stakeholder videoconference calls
on January 27, 2022 and January 28, 2022 that included representatives from the list above, a
follow-up videoconference call with OHA on February 1, 2022, and a follow-up telephone
call with Central Ohio Primary Care on February 1, 2022.

The telehealth rules were also discussed with the Physician Assistant Policy Committee on
February 4, 2022 and this was reported to the Board.

At its February 9, 2022 public meeting, the Board discussed the stakeholder input and
approved revised proposed rules, which incorporated many comments made by these
stakeholders, for initial circulation. The proposed rules were then distributed for initial
circulation and written comment as follows: (1) posted on the Board website on February 14,
2022; (2) circulated to associations and other interested parties via email on February 11,
2022; and (3) sent by email to all licensees on February 18, 2022 in the Medical Board’s
February 2022 eNews which included a link to proposed rules posted on the Board website.
The comments were due on or before March 1, 2022.

During this initial circulation comment period of the rulemaking process, the Board received
sixty-three (63) comments. Late comments were also reviewed and included in this number.
Also, the Board received seven (7) written comments before initial circulation.

Additional stakeholder input was provided by videoconference meetings with the following
stakeholders and groups: ATA Action on February 23, 2022, Ohio Nursing Board on March
1, 2022, and Teladoc on March 28, 2022.
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10.

11.

Also, the Dietetics Advisory Council and Respiratory Care Advisory Council members
provided individual feedback on the proposed telehealth rules at their March 7, 2022 and
March 8, 2022 meetings respectively which echoed written comments provided by the Ohio
Academy of Nutrition and Dietetics and the Ohio Society for Respiratory Care.

The written comments, stakeholder input, and advisory council input were provided to the
Board for its consideration at its April 13, 2022 public meeting. The Board approved the
proposed rules for filing with CSI which incorporated many of the stakeholder comments.

On April 26, 2022, the Ohio Hospital Association (OHA) sent a detailed comment to the
Board specific to proposed new rules 4731-37-01 and 4731-11-09. As part of the Board’s
continuing efforts to consider stakeholder input on these important rules, Board staff met
with representatives of OHA to discuss their concerns in a videoconference meeting on May
5, 2022. The Board received a follow-up email from OHA on May 6, 2022 specific to
concerns related to prescribing of controlled substances via telehealth in proposed new rule
4731-11-09.

At its May 11, 2022 meeting, the Board was presented with the additional input from OHA.
The Board approved changes to proposed new rules 4731-37-01 and 4731-11-09 which
incorporated many of OHA’s comments, and also approved the revised telehealth rules
which are attached for filing with CSI.

What input was provided by the stakeholders, and how did that input affect the draft
regulation being proposed by the Agency?

Attached are the Board meeting memos on the telehealth rules dated February 4, 2022 and
April 7, 2022 which detail stakeholder feedback and written comments received that resulted
in the recommended changes which were approved by the Board at its February 9, 2022 and
April 13, 2022 public meetings. In addition, a spreadsheet summarizing comments received
and their recommended disposition is attached. In approving the proposed telehealth rules for
filing with CSI at the April 13, 2022 meeting, the Board accepted all recommended changes.

In addition, the recent written comments from OHA are detailed in the May 9, 2022 memo
which is also attached. On May 11, 2022, the Board approved changes recommended in the
memo which incorporated comments received from OHA, and also approved the attached
revised telehealth rules being filed with CSI.

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

The rules were developed with input from Medical Board members including physicians and
attorneys. Advisory councils provided input from physician assistants, respiratory care
professionals, and dietitians. Also, input was received from physicians and professionals at
the Department of Mental Health and Addiction Services and Ohio Board of Nursing. Board
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12.

13.

14.

15.

staff also reviewed rules and polices developed in other state and federal jurisdictions
including the Code of Federal Regulations.

What alternative regulations (or specific provisions within the regulation) did the
Agency consider, and why did it determine that these alternatives were not
appropriate? If none, why didn’t the Agency consider regulatory alternatives?

Because the Board’s regulations implement the new telehealth law, the Board did not
consider alternative regulations.

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

The Board’s proposed telehealth rules establish processes and standards for the practice of
telehealth. However, there are provisions within the proposed telehealth rules that give the
health care professional discretion on how to meet the standards and requirements.

What measures did the Agency take to ensure that this regulation does not duplicate an
existing Ohio regulation?

The Board’s proposed telehealth rules implement the recently passed telehealth law that
authorizes each healthcare professional licensing board to adopt rules specific to its licensees
that have been statutorily designated as healthcare professionals able to provide telehealth
services. The Medical Board is the only board that licenses physicians, physician assistants,
dietitians, respiratory care professionals, and genetic counselors, all of whom are authorized
to provide telehealth services by the new telehealth law.

Please describe the Agency’s plan for implementation of the regulation, including any
measures to ensure that the regulation is applied consistently and predictably for the
regulated community.

The rules will be posted on the Medical Board’s website; information concerning the rules
will be included in materials emailed to licensees; and notices will be sent to associations,
individuals, and groups. Medical Board staff members are available by telephone and email
to answer questions. In addition, Medical Board staff members also give presentations to
groups, associations, and advisory councils on regulations affecting relevant licensee types.

Adverse Impact to Business

16.

Provide a summary of the estimated cost of compliance with the rule. Specifically,
please do the following:
a. Identify the scope of the impacted business community; and
The scope of the impacted business community would be the following Medical Board
licensee types statutorily designated as health care professionals authorized to provide
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telehealth services: physician (MD, DO, DPM), physician assistant, dietitian, respiratory
care professional, and genetic counselor.

b. Identify the nature of all adverse impact (e.g., fees, fines, employer time for
compliance,); and
The health care professionals will need to be aware of the requirements for standard of
care, referrals, formal consultations, prescribing non-controlled and controlled drugs, and
providing telehealth through the use of remote monitoring devices. The health care
professionals who are found to have violated these rules could be subject to disciplinary
action, which could include a monetary fine.

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

The adverse impact from additional time expended to learn and comply with proposed
rules would be largely mitigated from time and opportunity cost savings in other areas
such as a significant reduction in missed appointments by patients utilizing telehealth.
Further, health care professionals may be able to see more patients in a day due to the
efficiencies created by telehealth visits. Beyond this mitigated adverse impact of the time
cost of compliance, there could be an adverse impact from noncompliance with the rules
including non-monetary disciplinary action and/or a monetary fine.

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

The proposed rules justify the minimal adverse impact because: (1) the rules are statutorily
required to implement a new (for some health care professionals) or increasingly utilized
method of providing health care services; and (2) rules within the parameters set by the new
telehealth law are needed to protect patient health and safety in the delivery and receipt of
telehealth services.

Regulatory Flexibility

18. Does the regulation provide any exemptions or alternative means of compliance for
small businesses? Please explain.

The requirements of the proposed telehealth rules exist for public health and safety. As such,
they require consistency in their application to all licensees and therefore are not able to
allow for exceptions or alternative means of compliance for small businesses.
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19. How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and
penalties for paperwork violations and first-time offenders) into implementation of the
regulation?

Due process requires the Medical Board to consistently apply its rules regarding the
provision of telehealth services so that all licensees are treated equally.

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

Medical Board staff members are available by telephone and email to answer questions.
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4731-37-01 Telehealth.

(A) Asused in Chapters 4730, 4731, 4759, 4761, and 4778 of the Administrative Code:

(1) "Telehealth services' means health care services provided through the use of
information_and _communication_technology by a health care professional
licensed in Ohio, within the professional's scope of practice, who is located at
a site other than the site where the patient is receiving the services or the site
where another health care professional with whom the provider of the
servicesis formally consulting regarding the patient is located.

(2) _"Synchronous communication technology” means audio and/or video
technology that permits two-way, interactive, rea-time electronic
communication _between the health care professional _and the patient or
between the health care professional _and the consulting health care
professional regarding the patient.

(3) "Asynchronous communication technology", also called store and forward
technology, has the same meaning as asynchronous store and forward
technologies as that term is defined in 42 C.F.R. 410.78 (effective January 1,

2022).

(4) "Remote monitoring device' means a medical _device cleared, approved, or
authorized by the United States food and drug administration for the specific
purpose which the health care professiona is using it and which reliably
transmits data electronically and automatically.

(5) "Health care professional" means any of the following:

(a) A physician assistant licensed under Chapter 4730. of the Revised Code;

(b) A physician licensed under Chapter 4731. of the Revised Code to practice
medicine and surgery, osteopathic medicine and surgery, or podiatric
medicine and surgery;

(c) A dietitian licensed under Chapter 4759. of the Revised Code;

(d) A respiratory care professional licensed under Chapter 4761. of the
Revised Code; or

(e) A genetic counselor licensed under Chapter 4778. of the Revised Code.

(6) "Consent for telehealth treatment” means a process of communication between
apatient or, if applicable, the patient's legal representative and the health care
professional discussing the risks and benefits of, and alternatives to, treatment
through a remote evaluation that results in the agreement to treatment that is
documented in the medical record or signed authorization for the patient to be
treated through an evaluation conducted through appropriate technology, as
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4731-37-01 2

specified in this rule, when the health care professional isin alocation remote
from the patient.

(7)_"Forma consultation” means when a health care professional seeks the
professional _opinion of another health care professiona regarding the
diagnosis or treatment recommended for the patient’'s medical condition
presented, transfers the relevant portions of the patient’s medical record to the
consulting health care professional, and documents the formal consultation in
the patient's medical record.

(8) As used in this rule, "advanced practice registered nurse’ means an individual
who holds a current, valid license issued under Chapter 4723. of the Revised
Code that authorizes the practice of nursing as an advanced practice
registered nurse and is designated as any of the following: clinical nurse
specidlist, certified nurse-midwife, or certified nurse practitioner.

(B) A health care professional may provide telehealth services to a patient located in this
state. The health care professional shall comply with al of the following

requirements:

(1) The standard of care for a telehedth visit is the same as the standard of care for
an in-person visit.

(2) The health care professional shall follow all standard of care reguirements
which include but are not limited to the standard of care requirements in
paragraph (C) of thisrule.

(3) The health care professional may provide the telehealth services through the use
of synchronous or asynchronous communication technology provided that the
standard of care for an in-person visit can be met for the patient and the
patient's medical _condition through the use of the technology selected.
Telephone cals, as a synchronous communication technology, may only be
used for telehealth services when all of the elements of a bonafide health care
visit meeting the standard of care are performed. Telephone calls that are
routine or simply involve communication of information do not constitute a
telehealth service.

(4)_If a health care professiona determines at any time during the provision of
telehealth services that atelehealth visit will not meet the standard of care for
the medical condition of the patient or if additional in-person care is
necessary, the health care professional shall do the following:

(a) If the patient must be seen immediately but not in an emergency
department, the health care professional shall immediately schedule the
patient for an_in-person visit with the heath care professional and
promptly conduct that visit or refer the patient for an in-person visit
with one of the following licensed health care professionals who can
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provide the services in-person that are appropriate for the patient and
the condition for which the patient presents:

(i) Another health care professional or an advanced practice registered
nurse with whom the headth care professional has a
Cross-coverage agreement,

(ii) In the case of a physician, a physician assistant with whom the
physician has a supervision agreement or an advanced practice
registered nurse with whom the physician has a standard care

arrangement;

(iii) In the case of a physician assistant, a physician with whom the
physician assistant has a supervision agreement;_or

(iv) Any hedth care professional requested by the patient who is
appropriate for the condition with which the patient presents.

(b) If the patient does not need to be seen immediately, the hedth care
professional shall do one of the following:

(i) Schedule the patient for an in-person visit and conduct that visit
within an amount _of time that is appropriate for that patient and
their condition presented; or

(ii) Refer the patient to a health care professional in the same specialty
to _conduct an in-person visit within an amount of time that is
appropriate for the patient and their condition.

(c) If the patient must be seen by a specidlist other than the health care
professional, the health care professional shall make a referral to a
specidlist, licensed in this state, whom the healthcare professional
knows has an appropriate scope of practice for the medical condition of

the patient.

(d) If the patient needs emergency care, the health care professional shall help
the patient identify the closest emergency department and, if necessary,
in the health care professional's discretion, provide notification to the
emergency department of the patient’s potential arrival.

(e) The hedth care professiona shall document the in-person visit or the
referral in the patient's medical record.

(f) All referrals must be made in an amount of time that is appropriate for that
patient and their condition presented.

(C) A health care professional must comply with all standard of care requirements to
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provide telehealth services to a patient including but not limited to:

(1) The hedth care professional shall verify the patient's identity and physica
location in Ohio, and communicate the health care professiona’s name and
type of active Ohio license held to the patient if the health care professional
has not previously treated the patient. This may be done verbally as long as it
is documented by the health care professional in the patient's medical record:;

(2) The hedlth care professional shall document the consent for telehealth treatment
of the patient or, if applicable, the patient's legal representative;

(3)_The health care professional_shall provide the telehealth services in a manner
that complies with the privacy and security requirements for the patient and
their protected health information required by the law of this state and federal
law. Also, the health care professional shall ensure that any username or
password information and any electronic communications between the heath
care professiona and the patient are securely transmitted and stored:;

(4)_If applicable, the health care professional shall forward the medical record to
the patient's primary care provider, other health care provider, or to an
appropriate health care provider to whom the patient is referred as provided in
paragraph (B)(4) of thisrule;

(5) The health care professional shall, through interaction with the patient, complete
amedical evaluation that is appropriate for the patient and the condition with
which the patient presents and that meets the minimal standards of care for an
in-person visit, which may_include portions of the evaluation having been
conducted by other Ohio licensed healthcare providers acting within_the
scope of their professional license;

(6) The health care professional shall establish or confirm, as applicable, a
diagnosis and treatment plan, which for those hedth care professionals
designated as prescribers in section 4729.01 of the Revised Code, includes
documentation of the necessity for the utilization of a prescription drug. The
diagnosis and treatment plan shall include the identification of any underlying
conditions or contraindications to the recommended treatment;

(7) The hedlth care professiona shall promptly document in the patient's medical
record the patient's or, if applicable, the patient's |legal representative, consent
for_telehealth treatment, pertinent history, evaluation, diagnosis, treatment
plan, underlying conditions, any contraindications, and any referrals to
appropriate health care providers, including primary care providers or health
carefacilities;

(8) The hedth care professional shall provide appropriate follow-up care or
recommend follow-up care with the patient's primary care provider, other
appropriate health care provider, or health care facility in accordance with the
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minimal standards of care;

(9) The health care professional shall make the medical record of the visit available
to the patient or if applicable, the patient's legal representative, upon request.

(D) A health care professional must comply with the following requirements to provide
telehealth services that involve a forma consultation with another health care

professional:

(1) The health care professional who seeks a formal consultation shall document
the acknowledgement of the patient or if applicable, the patient's legal
representative, before seeking the telehealth services formal consultation with
the consulting health care professional;

(2) The consulting health care professional must meet the licensure or _certification
requirementsin division (C) of section 4743.09 of the Revised Code; and

(3) The health care professionals involved in the formal consultation must_have
receilved and reviewed all medical records of the patient relevant to the
medical_condition which is the subject of the consultation before the formal
consultation occurs, unless thisis not possible due to an emergency Situation.

(E) While providing telehealth services, a health care professional that is a physician or a
physician assistant who holds a valid prescriber number issued by the state medical
board and who has been granted physician-delegated prescriptive authority shall
comply with the following reguirements regarding prescription drugs:

(1) The physician or _physician assistant may only prescribe, personally furnish,
otherwise provide, or cause to be provided a prescription drug that is not a
controlled substance to a patient through the provision of telehealth services
by complying with all requirements of thisrule;

(2)_The physician or_physician assistant may only prescribe, personally furnish,
otherwise provide, or cause to be provided a prescription drug to a patient that
is a controlled substance through the provision of teleheath services by
complying with the following reguirements:

(a) Federal law governing prescription drugs that are controlled substances;

(b) The reguirements of this rule; and

(c) Therequirementsin rule 4731-11-09 of the Administrative Code.

(F) A physician or physician assistant may provide telehealth services through the use of
remote monitoring devices provided that:

(1) The patient or, if applicable, the patient's legal representative, gives consent to
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the use of remote monitoring devices;

(2)_The medical devices that enable remote monitoring have been cleared,
approved, or authorized by the United States food and drug administration for
the specific purpose for which the physician or physician assistant are using it
for the patient, and the remote monitoring devices otherwise comply with all
federal requirements.

(G) A violation of any provision of this rule, as determined by the board, shall constitute
any or al of the following:

(1) For aphysician:

(a) "Failure to maintain minimal standards applicable to the selection or
administration of drugs," as that clause is used in division (B)(2) of
section 4731.22 of the Revised Code;

(b) "Sdlling, giving away, personally furnishing, prescribing, or administering
drugs for other than legal and legitimate therapeutic purposes,” as that
clause is used in division (B)(3) of section 4731.22 of the Revised
Code; or

(c) "A departure from or the failure to conform to minimal standards of care
of _similar_practitioners under the same or Similar _circumstances,
whether or not actual injury to a patient is established," as that clause is
used in division (B)(6) of section 4731.22 of the Revised Code.

(2) For a physician assistant:

(a) "A departure from, or failure to conform to, minimal standards of care of
similar_physician assistants under the same or similar_circumstances,
regardless of whether actual injury to a patient is established," as that
clause is used in division (B)(19) of section 4730.25 of the Revised
Code;

(b) "Failure to comply with the reqguirements of this chapter, Chapter 4731. of
the Revised Code, or any rules adopted by the board," as that clause is
used in division (B)(2) of section 4730.25 of the Revised Code: or

(c) "Violating or attempting to violate, directly or indirectly, or assisting in or
abetting the violation of, or conspiring to violate, any provision of this
chapter, Chapter 4731. of the Revised Code, or the rules adopted by the
board," as that clause is used in division (B)(3) of section 4730.25 of
the Revised Code.

(3) For adietitian:
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(a) "Violating or attempting to violate, directly or indirectly, or assisting in or
abetting the violation of, or conspiring to violate, any provision of this
chapter_or_the rules adopted by the board,” as that clause is used in
division (A)(1) of section 4759.07 of the Revised Code; or

(b) "A departure from, or failure to conform to, minimal standards of care of
similar_practitioners under the same or_ similar_circumstances, whether
or_not actual injury to a patient is established," as that clause is used in
division (A)(11) of section 4759.07 of the Revised Code.

(4) For arespiratory care professional:

(a) "Violating or attempting to violate, directly or indirectly, or assisting in or
abetting the violation of, or conspiring to violate, any provision of this
chapter_or_the rules adopted by the board,” as that clause is used in
division (A)(7) of section 4761.09 of the Revised Code; or

(b) "A departure from, or failure to conform to, minimal standards of care of
similar_practitioners under the same or_similar_circumstances, whether
or_not actual injury to a patient is established," as that clause is used in
division (A)(10) of section 4761.09 of the Revised Code.

(5) For agenetic counselor:

(a) "Failure to comply with the requirements of this chapter, Chapter 4731. of
the Revised Code, or any rules adopted by the board.” as that clause is
used in division (B)(2) of section 4778.14 of the Revised Code;

(b) "Violating or attempting to violate, directly or indirectly, or assisting in or
abetting the violation of, or conspiring to violate, any provision of this
chapter, Chapter 4731. of the Revised Code, or the rules adopted by the
board," as that clause is used in division (B)(3) of section 4778.14 of
the Revised Code; or

(c) "A departure from, or failure to conform to, minimal standards of care of
similar_practitioners under the same or similar circumstances whether or
not actual injury to the patient is established," as that clause is used in
division (B)(4) of section 4778.14 of the Revised Code.




4731-11-09 Controlled substance and telehealth prescribing.

(A) Asused in thisrule:

(1) "Hospice care" means the care of a hospice patient as that term is defined in
section 3712.01 of the Revised Code.

(2) "Pdlliative care" has the same meaning as in section 3712.01 of the Revised
Code.

(3) "Medication assisted treatment” and "substance use disorder” have the same
meanings as in rule 4731-33-01 of the Administrative Code.

(4) "Mental _health condition” means any mental _health condition, illness, or
disorder as determined by the diagnostic criteria in the "Diagnostic_and
Statistical Manual _of Mental Disorders Fifth Edition Text Revision"
(DSM-5-TR). This is a well-known _and readily available text. It may be
found at libraries, bookstores, or on the internet at www.psychiatry.org..

(5) "Emergency Situation" means a situation involving an "emergency medica
condition" asthat term is defined in section 1753.28 of the Revised Code.

(B) A physician, or a physician assistant who holds a valid prescriber number issued by
the state medical board and who has been granted physician-delegated prescriptive
authority shall comply with the requirements of federal |aw governing prescription
drugs that are controlled substances to prescribe, personally furnish, otherwise
provide, or cause to be provided a prescription drug that is a controlled substance to

a person.

(C) When the physician, or physician assistant who holds a valid prescriber number
issued by the state medical board and who has been granted physician-delegated
prescriptive authority prescribes, personally furnishes, otherwise provides, or
causes to be provided a prescription drug that is a controlled substance during the
provision of telehealth services, the physician or physician assistant shall comply
with all requirementsin rule 4731-37-01 of the Administrative Code.

(D) The physician, or physician assistant who holds a valid prescriber number issued by
the state medical board and who has been granted physician-delegated prescriptive
authority shall conduct a physical examination of a new patient as part of an initial
in-person visit before prescribing a schedule Il controlled substance to the patient
except as provided in paragraph (E) of thisrule.

(E) As an exception to paragraph (D) of this rule, a physician or physician assistant may
prescribe_a controlled substance to a new patient as part of the provision of
telehealth services for _any of the following patient medical conditions and
situations:

(1) The medical record of a new patient indicates that the patient is receiving
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hospice or paliative care;

(2) The patient has a substance use disorder, and the controlled substance is FDA
approved for and prescribed for medication assisted treatment or to treat
opioid use disorder.

(3) The patient has a mental health condition and the controlled substance
prescribed is prescribed to treat that mental health condition;

(4) The physician or physician assistant determines in their clinical judgment that
the new patient is in_an _emergency Situation provided that the following
occurs:

(a) The physician or physician assistant prescribes only the amount of a
schedule |1 controlled substance to cover the duration of the emergency
or an amount not to exceed athree-day supply whichever is shorter;

(b) After the emergency situation ends, the physician or physician assistant
conducts the physical examination as part of an initia in-person visit
before any further prescribing of a drug that is a schedule 11 controlled
substance;_or

(5) The prescribing of a controlled substance through telehealth services is being
done under an exception permitted by federal law governing prescription
drugs that are controlled substances.

(F) When prescribing a controlled substance through the provision of telehealth services
under one of the exceptions in paragraph (E) of this rule, the physician or physician
assistant_shall document one of the reasons listed in paragraph (E) for the
prescribing _in_the medical record of the new patient in addition to the
documentation already required to meet the standard of care in rule 4731-37-01 of
the Administrative Code.

(G) Nothing in this rule shal be construed to imply that one in-person physician
examination demonstrates that a prescription _has been issued for a legitimate
medical purpose within the course of professional practice.

(H) A violation of any provision of this rule, as determined by the board, shall constitute
any or all of the following:

(1) For aphysician:

(a) "Failure to maintain minimal standards applicable to the selection or
administration of drugs," as that clause is used in division (B)(2) of
section 4731.22 of the Revised Code;

(b) "Sdlling, giving away, personally furnishing, prescribing, or administering
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drugs for other than legal and legitimate therapeutic purposes,” as that
clause is used in division (B)(3) of section 4731.22 of the Revised
Code; or

(c) "A departure from or the failure to conform to minimal standards of care
of _similar_practitioners under the same or sSimilar _circumstances,
whether or not actual injury to a patient is established," as that clause is
used in division (B)(6) of section 4731.22 of the Revised Code.

(2) For a physician assistant:

(a) "A departure from, or failure to conform to, minimal standards of care of
similar_physician assistants under the same or similar_circumstances,
regardless of whether actual injury to a patient is established," as that
clause is used in division (B)(19) of section 4730.25 of the Revised
Code;

(b) "Failure to comply with the reqguirements of this chapter, Chapter 4731. of
the Revised Code, or any rules adopted by the board," as that clause is
used in division (B)(2) of section 4730.25 of the Revised Code: or

(c) "Violating or attempting to violate, directly or indirectly, or assisting in or
abetting the violation of, or conspiring to violate, any provision of this
chapter, Chapter 4731. of the Revised Code, or the rules adopted by the
board," as that clause is used in division (B)(3) of section 4730.25 of
the Revised Code.

(1) This rule shall not apply to any prescribing situations specifically authorized by the
Revised Code or Administrative Code.




4731-11-09 Prescribing to persons not seen by the physician.
TO BE RESCINDED

(A) Except as provided in paragrah (D) of this rule, a physician shall not prescribe,
personally furnish, otherwise provide, or cause to be provided, any controlled
substance to a person on whom the physician has never conducted a physical
examination.

(B) Except as provided in paragraph (C) of this rule, a physician shall not prescribe,
personally furnish, otherwise provide, or cause to be provided, any prescription
drug that is not a controlled substance to a person on whom the physician has never
conducted a physical examination.

(C) A physician may prescribe, personally furnish, otherwise provide, or cause to be
provided a prescription drug that is not a controlled substance to a person on whom
the physician has never conducted a physical examination and who is at a location
remote from the physician by complying with al of the following requirements:

(1) The physician shall establish the patient's identity and physical location;

(2) The physician shall obtain the patient's informed consent for treatment through
aremote examination;

(3) The physician shall request the patient's consent and, if granted, forward the
medical record to the patient's primary care provider or other health care
provider, if applicable, or refer the patient to an appropriate health care
provider or hedlth care facility;

(4) The physician shall, through interaction with the patient, complete a medical
evaluation that is appropriate for the patient and the condition with which the
patient presents and that meets the minimal standards of care, which may
include portions of the evaluation having been conducted by other Ohio
licensed healthcare providers acting within the scope of their professional
license;

(5) The physician shall establish or confirm, as applicable, a diagnosis and
treatment plan, which includes documenation of the necessity for the
utilization of a prescription drug. The diagnosis and treatment plan shall
include the identification of any underlying conditions or contraindications to
the recommended treatment;

(6) The physician shall document in the patient's medical record the patient's
consent to treatment through a remote evaulation, pertinent history,
evauation, diagnosis, treatment plan, underlying conditions, any
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contraindications, and any referrals to appropriate health care providers,
including primary care providers or health care facilities;

(7) The physician shall provide appropriate follow-up care or recommend
follow-up care with the patient's primary care provider, other appropriate
health care provider, or health care facility in accordance with the minimal
standards of care;

(8) The physician shall make the medical record of the visit available to the patient;

(9) The physician shall use appropriate technology that is sufficient for the
physician to conduct all steps in this paragraph as if the medical evaluation
occurred in an in-person visit.

(D) A physician may prescribe, personally furnish, otherwise provide, or cause to be
provided a prescription drug that is a controlled substance to a person on whom the
physician has not conducted a physical examination and who is at alocation remote
from the physician in any of the following situations:

(1) The person is an active patient, as that term is defined in paragraph (D) of rule
4731-11-01 of the Administrative Code, of an Ohio licensed physician or
other health care provider who is a colleague of the physician and the drugs
are provided pursuant to an on call or cross coverage arrangement between
them and the physician complies with all steps of paragraph (C) of thisrule;

(2) The patient is physically located in a hospital or clinic registered with the
United States drug enforcement administration to personally furnish or
provide controlled substances, when the patient is being treated by an Ohio
licensed physician or other healthcare provider acting in the usual course of
their practice and within the scope of their professiona license and who is
registered with the United States drug enforcement administration to
prescribe or otherwise provide controlled substances in Ohio.

(3) The patient is being treated by, and in the physical presence of, an Ohio licensed
physician or healthcare provider acting in the usual course of their practice
and within the scope of their professional license, and who is registered with
the United States drug enforcement administration to prescribe or otherwise
provide controlled substances in Ohio.

(4) The physician has obtained from the administrator of the United States drug
enforcement administration a special registration to prescribe or otherwise
provide controlled substances in Ohio.
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(5) The physician is the medical director, hospice physician, or attending physician
for a hospice program licensed pursuant to Chapter 3712. of the Revised
Code and both of the following conditions are met:

(a) The controlled substance is being provided to a patient who is enrolled in
that hospice program, and

(b) The prescription is transmitted to the pharmacy by a means that is
compliant with Ohio board of pharmacy rules.

(6) The physician is the medical director of, or atending physician at, an
institutional facility, as that term is defined in rule 4729-17-01 of the
Administrative Code, and both of the following conditions are met:

() The controlled substance is being provided to a person who has been
admitted as an inpatient to or is aresident of an institutional facilty, and

(b) The prescription is transmitted to the pharmacy by a means that is
compliant with Ohio board of pharmacy rules.

(E) Nothing in this rule shall be construed to imply that one in-person physician
examination demonstrates that a prescription has been issued for a legitimate
medical purpose within the course of professional practice.

(F) A violation of any provision of this rule, as determined by the board, shall constitute
any or al of the following:

(1) "Failure to maintain minimal standards applicable to the selection or
administration of drugs,” as that clause is used in division (B)(2) of section
4731.22 of the Revised Code;

(2) "Selling, prescribing, giving away, or administering drugs for other than legal
and legitimate therapeutic purposes,” as that clause is used in division (B)(3)
of section 4731.22 of the Revised Code; or

(3) "A departure from or the failure to conform to minimal standards of care of
similar practitioners under the same or similar circumstances, whether or not
actual injury to a patient is established,” as that clause is used in division
(B)(6) of section 4731.22 of the Revised Code.
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(G) For purposes of this rule, "informed consent” means a process of communication
between a patient and physician discussing the risks and benefits of, and
aternatives to, treatment through a remote evaluation that results in the patient's
agreement or signed authorization to be treated through an evaluation conducted
through appropriate technology when the physician isin alocation remote from the
patient.

(H) This rule shall not apply to any prescribing situations specifically authorized by the
Revised Code or Administrative Code.

(I) For purposes of this rule, "patient” means a person for whom the physician provides
healthcare services or the person's representative.



4730-1-07 Miscellaneous provisions.

For purposes of Chapter 4730. of the Revised Code and Chapters 4730-1 and 4730-2 of
the Administrative Code:

(A) An adjudication hearing held pursuant to the provisions of Chapter 119. of the
Revised Code shall be conducted in conformance with the provisions of Chapter
4731-13 of the Administrative Code.

(B) The provisions of Chapters 4731-4, 4731-11, 4731-13, 4731-14, 4731-15, 4731-16,
4731-17, 4731-18, 4731-23, 4731-25, 4731-26, 4731-28, 4731-29, and 4731-35,
and 4731-37 of the Administrative Code are applicable to the holder of a physician
assistant license issued pursuant to section 4730.12 of the Revised Code, as though
fully set forth in Chapter 4730-1 or 4730-2 of the Administrative Code.
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4730-2-07 Standardsfor prescribing.

(A) A physician assistant who holds a prescriber number and who has been granted
physician-del egated prescriptive authority by a supervising physician may prescribe
a drug or therapeutic device provided the prescription is in accordance with all of
the following:

(1) The extent and conditions of the physician-delegated prescriptive authority,
granted by the supervising physician who is supervising the physician
assistant in the exercise of the authority;

(2) The requirements of Chapter 4730. of the Revised Code;

(3) The requirements of Chapters 4730-1, 4730-2, 4730-4, 4731-11, and 4731-35,
and 4731-37 of the Administrative Code; and

(4) The requirements of state and federal law pertaining to the prescription of drugs
and therapeutic devices.

(B) A physician assistant who holds a prescriber number who has been granted
physician-delegated prescriptive authority by a supervising physician shall
prescribe in a valid prescriber-patient relationship. This includes, but is not limited
to:

(2) Obtaining a thorough history of the patient;
(2) Conducting aphysical examination of the patient;
(3) Rendering or confirming a diagnosis,

(4) Prescribing medication, ruling out the existence of any recognized
contraindications;

(5) Consulting with the supervising physician when necessary; and
(6) Properly documenting these steps in the patient's medical record.

(C) The physician assistant's prescriptive authority shall not exceed the prescriptive
authority of the supervising physician under whose supervision the prescription is
being written, including but not limited to, any restrictions imposed on the
physician's practice by action of the United States drug enforcement administration
or the state medical board of Ohio.
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(D) A physician assistant holding a prescriber number and who has been granted
physician-delegated prescriptive authority by a supervising physician to prescribe
controlled substances shall apply for and obtain the United States drug enforcement
administration registration prior to prescribing any controlled substances.

(E) A physician assistant holding prescriber number and who has been granted
physician-delegated prescriptive authority by a supervising physician shall not
prescribe any drug or device to perform or induce an abortion.

(F) A physician assistant holding prescriber number and who has been granted
physician-delegated prescriptive authority by a supervising physician shall include
on each prescription the physician assistant's license number, and, where
applicable, shall include the physician assistant's DEA number.



4759-11-01 Miscellaneous provisions.

For purposes of Chapter 4759. of the Revised Code and rules promulgated thereunder:

(A) An adjudication hearing held pursuant to the provisions of Chapter 119. of the
Revised Code shall be conducted in conformance with the provisions of Chapter
4731-13 of the Administrative Code.

(B) The provisions of Chapters 4731-4, 4731-8, 4731-13, 4731-15, 4731-16, 4731-26,
and 4731-28, and 4731-37 of the Administrative Code are applicable to the holder
of alicense or limited permit issued pursuant to Chapter 4759. of the Revised Code,
as though fully set forth in agency 4759 of the Administrative Code.
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4761-15-01 Miscellaneous provisions.

For purposes of Chapter 4761. of the Revised Code and rules promulgated thereunder:

(A) An adjudication hearing held pursuant to the provisions of Chapter 119. of the
Revised Code shall be conducted in conformance with the provisions of Chapter
4731-13 of the Administrative Code.

(B) The provisions of Chapters 4731-4, 4731-8, 4731-13, 4731-15, 4731-16, 4731-17,
4731-26, and 4731-28, and 4731-37 of the Administrative Code are applicable to
the holder of a license or limited permit issued pursuant to Chapter 4761. of the
Revised Code, as though fully set forth in agency 4761 of the Administrative Code.
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4778-1-06 Miscellaneous provisions.

For purposes of Chapter 4778. of the Revised Code and rules promulgated thereunder,
the provisions of Chapters 4731-13, 4731-16, 4731-26, and 4731-28, and 4731-37 of the
Administrative Code are applicable to the holder of a license to practice as a genetic
counselor issued under Chapter 4778. of the Revised Code, as though fully set forth in
Chapter 4778-1 or Chapter 4778-2 of the Administrative Code.
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MEMORANDUM
TO: Betty Montgomery, President, State Medical Board of Ohio
Members, State Medical Board of Ohio
FROM: Nathan T. Smith, Senior Legal and Policy Counsel
DATE: February 4, 2022
RE: Telehealth rules proposed for initial circulation

At the January 12, 2022 Medical Board meeting, Board staff presented a preliminary draft of two
new telehealth rules (4731-37-01 and 4731-11-09) for Board discussion. Based on Board feedback, the
following changes are proposed to OAC 4731-37-01.:

(1) Add the phrase “parent or guardian” to all paragraphs about informed consent to cover those
situations where a patient’s parent or guardian would be consenting rather than the patient;

(2) In (B)(3), to clarify when telephone calls would be appropriate as synchronous communication,
add: “Telephone calls, as a synchronous communication technology, may only be used for
telehealth services when all of the elements of a bona fide health care visit meeting the standard
of care are performed. Telephone calls that are routine or simply involve communication of
information without patient interaction do not constitute a telehealth service.”

Also, Board staff informally sought feedback on the draft of the rules from the following
stakeholders: Ohio State Medical Association, Ohio Hospital Association, Cleveland Clinic, University
Hospitals, Ohio Health, Mercy Health, MetroHealth, OSU Wexner Medical Center, Ohio Osteopathic
Association, Ohio Foot and Ankle Medical Association, Ohio Society for Respiratory Care, Ohio
Academy for Nutrition and Dietetics, Ohio Association of Physician Assistants, Ohio Psychiatric
Physicians Association, Ohio Association of Community Health Centers, OneFifteen, Ohio chapter of
American Academy of Pediatrics, Ohio Academy of Family Physicians, Ohio Medicaid, Ohio
Department of Mental Health and Addiction Services, Academy of Medicine of Cleveland and Northern
Ohio, Nationwide Children’s Hospital, Cincinnati Children’s Hospital, Teladoc, American Telemedicine
Association, hims & hers, Central Ohio Primary Care, and University of Toledo Medical Center and
Affiliated Hospitals.

The feedback to the proposed rules was generally very positive with most comments focused on the
operability and feasibility of technical requirements. The most commented on provision from the
preliminary draft was the referral provision in 4731-37-01(B)(4). Proposed changes to that provision
balance comments regarding patient safety, continuity of care, feasibility for health care professionals,
and access to care by providing specific requirements based on the different levels of care needed.



Feedback from these stakeholders is ongoing and will continue throughout the rulemaking process.
The feedback provided from many of these stakeholders has informed the following proposed changes
and additions to the proposed rules:

OAC 4731-37-01

(1) Change to the definition of telehealth services in (A)(1) that clarifies that the rule’s requirements
pertaining to telehealth consultation apply to formal consulting between health care professionals.

(2) Change to the definition of asynchronous communication in (A)(3) to make it more inclusive to
audio files or video images as well as to improve readability;

(3) Change to definition of remote monitoring device in (A)(4) and (F)(2)(b) to include medical
devices that have received FDA authorization in addition to those that have received FDA
clearance or approval.

(4) Change from term “informed consent” to the broader term of “consent for treatment™ in (A)(7),
(C), (D), and (F) because of the specialized legal definition of informed consent pertaining to
surgical or medical procedures in R.C. 2317.54.

(5) Clarification in (A)(7), (C), and (D) that consent for treatment may be documented by the health
care professional rather than require a patient signature on a form.

(6) Changes to the continuity of care provision in (B)(4) to provide specific language addressing the
varying levels of in-person care and referrals including: immediate care, non-immediate care,
referral to a specialist, and emergency care.

(7) Change to clarify a health care professional’s obligation to forward a patient’s medical record
upon patient’s authorization.

(8) Change in (D)(3) to allow an emergency exception to the requirement that the health care
professionals consulting regarding a patient have received and reviewed all of the relevant
medical records of the patient.

(9) Change in (F)(1) to eliminate the requirement for a physician or physician assistant to document
that the laws of the state in which the patient is located allow for the physician or physician
assistant to provide telehealth services in that state.

4731-11-09
(1) Change to the definition of mental health condition in (A)(4) to allow flexibility in using the
most current edition of the Diagnostic and Statistical Manual of Mental Disorders, instead of

specifying the Fifth Edition.

Rules incorporating the new telehealth rule OAC 4731-37-01

There are no changes proposed to the following rules as proposed at the January 12, 2022 Board
meeting which incorporate OAC 4731-37-01 into the respective chapters for physician assistants,
dietitians, respiratory care professionals, and genetic counselors: Rule 4730-1-07 Miscellaneous
provisions, 4730-2-07 Standards for Prescribing, Rule 4759-11-01 Miscellaneous Provisions, Rule 4761-
15-01 Miscellaneous provisions, and Rule 4778-1-06 Miscellaneous provisions.



Enforcement of current rules in the context of new rulemaking and telehealth legislation

The new telehealth law (Sub. H.B. 122) becomes effective on March 23, 2022. R.C.
4743.09(B)(1) authorizes the Medical Board to adopt rules necessary to implement the new law. While
the Board is trying to expeditiously move the telehealth rules through the rulemaking process, these rules
will not be ready for adoption for at least several more months.

The Ohio General Assembly provided the following uncodified language to bridge the time
period between when the statute becomes effective and when new rules implementing the law are
adopted. Section 6 of Sub. HB 122 states: “Beginning on the effective date of this section, a health care
professional licensing board, as defined in section 4743.09 of the Revised Code, may suspend the
enforcement of any rules that the board has in effect on the effective date of this section regarding the
provision of telehealth and in-person services by a health care professional under the board's jurisdiction,
and requirements for the prescribing of controlled substances, while the board amends or adopts new rules
that are consistent with the provisions of this act.”

This uncodified language allows the Board to launch its new rules in a less confusing manner
than if it reverted to enforcing its current rules that conflict with portions of the new telehealth law for
only a few months before implementing new rules. It minimizes uncertainty and confusion to patients,
health care professionals, and health care systems.

Actions Requested:

(1) Discuss and approve proposed rules with any changes for initial circulation, including referral for
discussion to Physician Assistant Policy Committee, Dietetics Advisory Council, and Respiratory
Care Advisory Council.

(2) Discuss and approve a Board statement of intent regarding utilization of the statutory language
allowing for Medial Board suspension of enforcement of its rules regarding telehealth, in-person
services, and requirements for the prescribing of controlled substances while the Board amends or
adopts new telehealth rules.
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MEMORANDUM

FROM: Nathan T. Smith, Senior Legal and Policy Counsel
DATE: April 7,2022
RE: Telehealth rules proposed for filing with CSI

The Board received sixty-two (62) comments on the telehealth rules approved by the Board for
initial circulation at its February 9, 2022 meeting. This is in addition to seven (7) other comments
received before the February Board meeting. Attached to this memo are: (1) revised proposed telehealth
rules with recommended changes; (2) a spreadsheet summarizing the comments and their disposition; and
(3) the actual written comments. This memo analyzes the written comments in the subject areas in which
most of the comments were received. Recommendations are provided for changes to the proposed
telehealth rules for filing with the Common Sense Initiative (CSI). Additional recommendations for minor
or stylistic changes are contained in the spreadsheet and reflected in the revised proposed rules.

Proposed new rule 4731-37-01

Definition of asynchronous communication technology in 4731-37-01(A)(3)

Comments (ATA, Bon Secours, Cleveland Clinic, Dr. Gelles, hims & hers, MetroHealth, OHA,
and OSU Wexner Medical Center) suggested revising the definition to expand the types of stored clinical
information that may be transmitted through asynchronous communication. These comments differed on
what should be included. Recommendation: define asynchronous communication technology by
reference to the definition of the term in 42 CFR § 410.78 for consistency with federal law.

Add definition for formal consultation in 4731-37-01(A)(7) to clarify other parts of rule

OHA comment suggested defining formal consultation to clarify other parts of the rule in which
formal consulting or consultation are referenced. University Hospital commented that inclusion of
“formal” before consulting adds ambiguity to definition of telehealth services.

Recommendation: Add definition suggested by OHA except for portion involving billing:

(7) “Formal consultation” means when a health care professional seeks the professional opinion of
another health care professional regarding the diagnosis or treatment recommended for the

patient’s medical condition presented, transfers the relevant portions of the patient’s medical
record to the consulting health professional, and documents the formal consultation in the patient’s

medical record.




Out of State Practice (4731-37-01(B) and (F))

R.C. 4743.09(C)(5) states that a health care professional who is a physician, physician assistant
(PA), or advance practice registered nurse (APRN) may provide the following: (a) “telehealth services to
a patient located outside of this state if permitted by the laws of the state in which the patient is located”
and (b) “telehealth services through the use of medical devices that enable remote monitoring, including
such activities as monitoring a patient’s blood pressure, heart rate, or glucose level.” Based on this
additional authority specifically granted to physicians and PAs and not granted to other health care
professionals, the proposed telehealth rules include the following provisions:

(B) A health care professional may provide telehealth services to a patient located in this state. The health

care professional shall comply with all of the following requirements:

(F) A health care professional that is a physician or physician assistant may provide the following
additional telehealth services:
(1) A physician or physician assistant may provide telehealth services to a patient located outside of this

state if permitted by the laws of the state in which the patient is located. The physician or physician
assistant shall confirm and document in the medical record the location of the patient.
(2) A physician or physician assistant may provide telehealth services through the

use of remote monitoring devices provided that:

Thirty-three comments (from licensed dietitians, OAND, OSRC, and Kroger Health) suggested
revising the language in 4731-37-01(B) to allow dietitians, respiratory care professionals, and genetic
counselors to provide telehealth services to patients located out of state.

Comments from OSMA and OPPA stated that 4731-37-01(F)(1) should be deleted as unnecessary
and stated that “we do not feel the State Medical Board of Ohio’s telehealth rules should consider whether
other state’s telehealth rules support an Ohio physician practicing telehealth in that state.”

Dr. Gelles’ comment raised the following questions/concerns with (F)(1): “Does the allowability
of out-of-state care extend to a physician and patient dyad that does not have a pre-existing relationship?
Is there a limit to home many visits across state lines can be done before an in person visit is required?
There should be some restrictions on this so that corporate entities like amazon don’t start competing with
Ohio physicians and try to take over the care of their patients. Also, unlimited telemedicine care across
state lines (without some in person care required) can enable a patient who has moved not to establish
care with a new primary care physician in their new home state. If you are providing care to a patient
located in another state, is there an easy way to tell that this is allowed by law in the state where the
patient is located?”

Recommendation: After consideration of the diverse comments, it is recommended to remove paragraph
(F)(1) for clarity and consistency regarding the proposed rule’s regulation of telehealth services provided
to patients located in this state.



Referral provisions in 4731-37-01(B)(4)

Comments (from Bon Secours, OHA, ATA, Teladoc, OSU Wexner Medical Center, and hims &
hers) requested revision of the referral provisions to provide additional flexibility to whom a health care
professional can refer, particularly as to the referral provision in (B)(4)(a). These comments oppose the
current referral provisions because: (1) they are overly complicated; (2) impose unreasonable barriers that
would limit patient access and make it difficult for some providers to offer telehealth services; and/or (3)
hold telehealth services to a higher standard than in-person services.

Comments (from the OSMA and OPPA) stated that paragraph (B)(4)(b) needs to be clarified to
allow a health care professional to refer the patient to another heath care professional in the same
specialty when the patient needs non-immediate care.

A comment from the Ohio American College of Emergency Physicians supported the provision
in 4731-37-01(B)(4)(d) requiring the health care professional to notify the emergency room of a patient’s
potential arrival, while several other comments suggested this provision was overly burdensome and may
cause confusion.

Comments (OneFifteen and Ms. Melvin) inquired about the inclusion of APRNS in the telehealth
rules. We also received additional input from the Nursing Board regarding the various types of APRNs
involved in telehealth, cross coverage agreements, and standard care arrangements.

Recommendation: After balancing all comments on the various components of this issue, the following
changes are recommended:

(1) 4731-37-01(A)(8) define advanced practice registered nurse for purposes of this rule to include
clinical nurse specialist, certified nurse-midwife, or certified nurse practitioner.

(2) 4731-37-01(B)(4)(a) — add APRNS as health care professionals that patients can be referred to via
cross-coverage agreement or standard care arrangement.

(3) Revise 4731-37-01(B)(4)(b)-(d) as follows:

(b) If the patient does not need to be seen immediately, the health care professional shall do one of the

following:
(1) schedule the patient for an in-person visit and conduct that visit within an amount of time that is

appropriate for that patient and their condition presented; or

(ii) refer the patient to a health care professional in the same specialty to conduct an in-person
visit within an amount of time that is appropriate for the patient and their condition.

() If the patient must be seen by a specialist other than the health care professional, the health care

professional shall make a referral to a specialist, licensed in this state, whom the healthcare professional

knows has an appropriate scope of practice for the medical condition of the patient andis-capable-of




(d) If the patient needs emergency care, the health care professional shall help the patient identify the

closest emergency room and, if necessary, in the health care professional’s discretion, provide
notification to the emergency room of the patient’s potential arrival.

Consent for treatment (4731-37-01(A)(6) and (C))

Comments (OPPA, Bon Secours) suggested limiting consent for telehealth treatment to initial
visits or revising telehealth consent to an annual requirement rather than for each visit. University
Hospitals commented that consent for treatment is not needed for a formal consultation if the patient has
already consented to treatment.

No change recommended - Other stakeholder input obtained in stakeholder meetings has viewed
informed consent as a valuable part of each telehealth visit that does not impose an undue burden.

Cleveland Clinic requested deleting risk discussion in the definition of consent for treatment
because that requires more than is required for in-person consent for treatment.
No change recommended — this consent for treatment language is in current rule 4731-11-09 and exists
for patient protection.

OHA offered several suggestions for revising paragraphs related to consent for treatment
including: (a) change the term “consent for treatment” to “consent for telehealth treatment”; (b) replace
the term “consent for treatment” for consultation in 4731-37-01(D)(1) with the term “acknowledge”; and
(c) revise the language throughout the rule for simplicity and clarity from the term “patient, parent,
guardian or person designated under the patient’s health care power of attorney” to the term “patient or
legal representative of the patient.”

Recommendation: Revise rule to change terms to “consent for telehealth treatment” and “patient or
patient’s legal representative” in paragraph (A)(6) and references throughout the rule. No change
recommended regarding (b) changing the term “consent for telehealth treatment” to the term
“acknowledge” in paragraph (D)(1).

Standard of Care Requirements — 4731-37-01(C)
Communication of Licensure Information (4731-37-01(C)(1))

Cleveland Clinic suggested changing the requirement for a health care professional to always
communicate licensure information to the patient to only requiring this when the patient requests it. Dr.
Levy commented that the requirement to communicate licensure information may only be necessary in
situations where patient contacts a telehealth service provider who then connects the patient with a
physician unknown to the patient. OHA requested clarification that the name and location of the patient
can be verified verbally.



Recommendations — In situations where the telehealth provider is unknown to the patient, the benefit of
the health care professional providing their name and type of active Ohio license outweighs the minimal
burden. Revise paragraph (C)(1) to state:

The health care professional shall verify the patient’s identity and location in Ohio, and communicate the
health care professional’s name and Lieensure-information type of active Ohio license held to the patient
if the health care professional has not previously treated the patient. This may be done verbally as
long as it is documented by the health care professional in the patient’s medical record.

Transmission of Patient’s Medical Records (4731-37-01(C)(4))

OHA, University Hospitals, and the Ohio Department of Mental Health and Addiction Services
suggested revisions to (C)(4) to reflect current practice and for consistency with the HIPAA Privacy Rule.
Recommendation: revise (C)(4) as follows:

If am)hcable the health care professmnal shall request—the—paﬂent—s—er +f—apaheable—t—he—pa&ent—s

b

9

aat-heﬂ%aﬂeﬂ—and—}f—&r—aﬂted— forward the medlcal record to the patlent's primary care prov1der er-other
health care provider designated by the patient or the patient’s legal representative, or refer-the
patient to an appropriate health care provider er-healthearefacility to whom the patient is referred as
provided in paragraph (B)(4) of this rule.”

Remote Monitoring (4731-37-01(A)(4) and (F))

Ms. Collins’ comment asked would the Medical Board allow a clinical research exemption to the
requirement that a remote monitoring device be FDA approved, cleared, or authorized.
No change recommended - paragraphs include cleared, approved, or authorized by FDA to allow for the
health care professional to utilize any existing FDA pathways for clinical research.

OSU Wexner Medical Center’s comment suggested that the definition of remote monitoring
devices be expanded to include digital therapeutics, digital software, and digital algorithms. MetroHealth
systems commented that FDA approved algorithms should be included in the definition.

No change recommended: R.C. 4743.09(C)(5) allows telehealth through the use of medical devices that
enable remote monitoring." The definition of remote monitoring device in 4731-37-01(A)(4) is tied to the
FDA's definition of medical device. While some software and algorithms are included under the FDA
definition of medical devices, not all software and algorithms are FDA approved, cleared, or authorized
medical devices.

OSRC’s comment requested that RCPs be permitted to provide telehealth services through the
use of remote monitoring devices.
No change recommended — R.C. 4743.09(C)(5) only authorizes a physician, PA, or APRN to provide
this care through telehealth.



4731-11-09
Defining new patient

Dr. Miller suggested substituting “new patient to the practice” for “new patient” in 4731-11-
09(D) so that a doctor who is covering for another doctor in the same practice group can prescribe a
schedule II substance to a patient that is new to the covering physician, but not new to the practice
without an in-person visit.

No change recommended - the rule follows the text of R.C. 4743.09 which already allows a significant
portion of controlled substance prescribing to occur without an in-person visit.

In-person visit requirements and exceptions to that requirement

Comments by Dr. Berkowski and Dr. Reynolds objected to the in-person visit requirements.
No change recommended: The initial in-person visit for prescribing a schedule II controlled substance
to a new patient is authorized by R.C. 4743.09(B)(2).

Comments (Dr. Barker, Cleveland Clinic, OSU Wexner Medical Center, and OHA) requested
additional exceptions to the in-person visit requirement.
No change recommended: The exceptions in 4731-11-09(E) are authorized by R.C. 4743.09(B)(2). The
additional exceptions requested in the comments are not among those listed in the statute. Further, other
exceptions requested are covered under the requirement in 4731-11-09(B) that the prescribing must
comply with federal law governing prescription drugs that are controlled substances.

Other changes made to this rule for clarity include: (1) updating the definition of mental health
condition in paragraph (A)(4) to reflect the recent publication of the "Diagnostic and Statistical Manual of
Mental Disorders Fifth Edition Text Revision" (DSM-5-TR ) and (2) removing paragraph (J) “For
purposes of this rule, "patient" means a person for whom the physician or physician assistant provides
healthcare services or the person's representative.” This provision is recommended to be removed because
it relates to the consent for telehealth treatment provisions which are in proposed rule 4731-37-01.

Rules incorporating the new telehealth rule OAC 4731-37-01

There were no comments made to these rules and there are no changes proposed to the following
rules which incorporate OAC 4731-37-01 into the respective chapters for physician assistants, dietitians,
respiratory care professionals, and genetic counselors: Rule 4730-1-07 Miscellaneous provisions, 4730-
2-07 Standards for Prescribing, Rule 4759-11-01 Miscellaneous Provisions, Rule 4761-15-01
Miscellaneous provisions, and Rule 4778-1-06 Miscellaneous provisions.

Other comments:

Other comments received (Carter, Craven, Lenchitz, Khan, Koznek, Melvin, West, Runyon,
Neurocrine Biosciences, and Hernandez) do not require changes for at least one of the following reasons:



the comment was positive or did not suggest changes; the comment did not address the substance of the
proposed rules, the comments proposed stylistic changes, and the comments requested changes that either
the rules already allow or the authorizing statute (R.C. 4743.09) does not permit.

Actions Requested:
(1) Discuss and approve revised proposed rules (4731-37-01, 4731-11-09, 4730-1-07, 4730-2-07,
4759-11-01, Rule 4761-15-01, and 4778-1-06) for filing with CSI.
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MEMORANDUM

FROM: Nathan T. Smith, Senior Legal and Policy Counsel
DATE: May 9, 2022
RE: Recommended changes for telehealth rules after consideration of new

stakeholder input

At its April 13, 2022 meeting, the Medical Board approved the telehealth rules for filing
with the Common Sense Initiative (CSl). Shortly before the rules were to be filed with CSl, the
Medical Board received a detailed comment from the Ohio Hospital Association (OHA). Due to
the timing of the comment and as part of our continuing efforts to consider stakeholder input on
these important rules, Board staff met with representatives from OHA on May 5, 2022 to discuss
their concerns. On May 6, 2022, Board staff received a follow-up written comment specific to
controlled substance prescribing provided through telehealth. This memo analyzes the
questions and comments provided by OHA. The questions are quoted below and responses
and/or recommendations for changes to the rules before filing with CSI are in bold.

OHA comment on definition of formal consultation

1) Definition of “formal consultation” in 4731-37-01(A)(7) — We appreciate that the rule
incorporates much of a proposed definition from OHA, but it did not include the reference
to the consulting physician billing for the service. We would like to understand why this
piece was excluded from the definition.

No change recommended — the Board does not have jurisdiction over billing and
insurance issues. Other entities such as the Ohio Department of Insurance, Ohio
Department of Medicaid, and Medicare have jurisdiction of those issues. By remaining
silent on the topic, the rules are consistent with the Board’s jurisdiction.

OHA comment on referral provisions in 4731-37-01(B)(4)

2) Section 4731-37-01(B)(4)(a) refers to patients who must be seen “immediately but not in
an emergency department.” This reference is confusing because either a patient’s
condition is emergent and needs to be addressed immediately, or it is non-emergent and
does not need to be addressed immediately. The condition can’t be both “immediate”
and “non-emergent.” This category of patient (immediate/non-emergent) is confusing to
providers, who would either refer a patient to an emergency department if it is an
emergency, or schedule the patient for a in-person appointment at a convenient time for
the patient.



o Furthermore, as we stated in our initial comment letter, this provision establishes
a standard that is different than what would be required for an in-person visit, as
it may not be necessary for the in-person visit to be “immediate” in order to meet
the standard of care.

e In addition, (B)(4)(i) is still overly prescriptive in terms of the type of provider to
whom a patient can be referred. For example, what if the physician providing the
telehealth service does not have a cross-coverage arrangement with a specialist
needed to treat the patient? Can the telehealth provider not refer the patient to
an appropriate provider? Or what if the patient identifies a particular specialist to
whom they would like to be referred. This is a confusing limitation and one that
does not exist regarding in-person visits.

e Given the above, we recommend just deleting B(4)(a) altogether, as it relates to
a category of patients that don’t really exist — “immediate but non-emergent.” We
believe the rest of section (B) captures the universe of patients — those in need of
care from the same specialty (subsection (b)); those in need of care from a
different specialty (subsection (c)); and those in need of emergency care
(subsection (d)).

Response and recommendation: There are health issues and conditions that could be non-
emergent, but in need of immediate evaluation. One example is a tumor that could be
cancerous. In this situation, the patient does not need to go to an emergency department, but
should be seen by an oncologist immediately. There are a small number of patients and their
associated medical conditions that will fit into this category. Fortunately, the perceived burden of
this referral provision in 4731-37-01(B)(4)(a) should then also be quite small.

Paragraph 4731-37-01(B)(4)(a) prioritizes the health and safety of Ohio patients by
providing a level of continuing care commensurate with the risk to the patient in leaving the
medical condition untreated. We are aware through stakeholder outreach that there are
telehealth platforms where the patient does not know or know of the provider before the actual
telehealth encounter starts. The provider may be based in another state, but is licensed in Ohio.
The platforms are designed to offer singular episodic care in which the patient is unable to
return to that provider for follow-up care or consultation. There is no establishment of a
continuing relationship in which the provider could monitor the patient’s efforts to follow-up on a
serious medical issue discovered during a telehealth encounter.

We have heard support from stakeholders, including those within the hospital community,
for the concept of expansive telehealth in which providers whose primary focus is telehealth are
linked with in-person providers through cross coverage agreements so that if escalation of care
is needed for a serious medical condition it can be provided seamlessly.

In an effort to be responsive to OHA’s concerns and provide more options for patients, the
following additional referral option is recommended as an addition to 4731-37-01 (B)(4)(a):

(iv) any health care professional requested by the patient who is appropriate for the
condition with which the patient presents”

OHA additional comments to 4731-37-01(B)(4)

We believe the following clarifying language would make (B)(4)(b) and (B)(4)(c) less
confusing:



To distinguish B(4)(b) from B(4)(c), B(4)(b) should read: “If the patient does not
need to be seen immediately, and does not need to be seen by a specialist under
subsection (B(4)(c), the health care professional shall direct the patient to
schedule thepatientfor-an in-person visit and conduct that visit within an amount
of time that is appropriate for that patient and their condition presented.” Without
this change, the limitation in (b)(ii) that the patient must be referred to someone
within the same specialty is confusing. Again, what if the patient’s condition
requires the patient to be seen by a different specialty than the telehealth
provider?

In (B)(4)(c), the first reference to “health care professional” is confusing — | think
you mean “health care professional providing the telehealth service” — right?

No change recommended. The comments are requesting stylistic changes. The language
used in these paragraphs was based on feedback provided from the Ohio State Medical
Association and the Ohio Psychiatric Physicians Association.

OHA comments on 4731-37-01(D) Formal Consultation

3) Subsection (D) continues to be confusing. This section seems to user “referring” and
“consulting” interchangeably, but they are different. A “referral” results in one provider
passing a patient off to another provider to deliver care and a new patient-provider
relationship occurs. In a “consult” the primary treating provider maintains the
relationship with the patient and asks another provider for their opinion on a patient’s
condition or course of treatment — but the physician being consulted does not establish a
relationship with the patient.

First, in (D)(1) we recommend deleting “referring” in “referring health care
professional who seeks a formal consultation . . .”

Second, it is unclear to us whether the Board views the consultations
contemplated by this rule as occurring within the telehealth visit or subsequent to
the telehealth visit. For example, does the Board envision Telehealth Provider A
consulting with Telehealth Provider B during the telehealth interaction with the
patient? Or, does the Board envision Telehealth Provider A consulting with
Provider B after the telehealth interaction with the patient? We think a
conversation around this issue would be helpful.

We remain very confused about how the Board envisions a “consent for
treatment” to a consultation to occur. For in-person visits, a patient usually does
not consent to a physician consulting with another physician. Why should a
telehealth visit be treated differently in this regard, and if it is different, what does
the Board expect such “consent” to consist of?

Response: OHA voiced concern about the use of the legal term “consent for treatment” for
formal consultations. They are amenable to substituting the term “acknowledgement”. This
change does not alter the intended effect of the language to ensure that the patient is aware
that a formal consultation is going to occur. Further, the suggested change to delete the term
“referring” helps to clarify the language. Recommended changes to paragraph (D)(1):

The referring-health care professional who seeks a formal consultation shall

document the consentfor-treatment acknowledgement of the patient or if




applicable, the patient's legal representative, before seeking the telehealth services
formal consultation with the consulting health care professional;

OHA comment on 4731-37-01(F) remote monitoring devices

4) Subsection (F)(1) uses the phrase “consent to treatment to the use of remote monitoring
devices.” We do not believe this is an appropriate use of the term “consent to treatment,”
which is defined in the rule. If you read that definition, it does not make sense for
“consent to treatment” to be followed by “to the use of remote monitoring devices.” We
believe the phrase should be “consent te-treatment to the use of remote monitoring
devices.”

Response: OHA was concerned about the use of the legal term “consent for treatment.”
The following change to paragraph (F)(1) is recommended:

The patient or, if applicable, the patient's legal representative, gives consent for
treatment to the use of remote monitoring devices;

OHA comment on 4731-11-09

5) In 4731-11-09 we need to better understand the Board’s rationale for not including the
numerous exceptions OHA recommended keeping that exist in the current rule but are
not provided in the proposed rule. The memo to the Board seems to suggest that the
Board does not have the statutory authority to include these exceptions. We do not
agree with that conclusion and believe it would be detrimental to the use of telemedicine
as intended by the legislature for at least a couple of those current exceptions to not be
included going forward. We would like to discuss.

In its May 6" email following up on the May 5" meeting in which this rule was discussed, OHA
states: “This list of exceptions [in 4731-11-09(E)] does not reference any exceptions currently
permitted by Federal law (most importantly the Ryan Haight Act exception for when the patient
is in a hospital).

On our call yesterday, Board staff made references to the fact that the rule requires the
prescriber to comply with Federal law. The relevant provision is 4731-11-09(B) of the proposed
rule, which states: “A physician or a physician assistant who holds a valid prescriber number
issued by the state medical board and who has been granted physician-delegated prescriptive
authority must comply with federal law governing prescription drugs that are controlled
substances to prescribe, personally furnish, otherwise provide, or cause to be provided a
prescription drug that is a controlled substance to a person.” This section does not reference (D)
nor is it listed as an exception in (E). Requiring a provider to comply with Federal law alone
does not grant them the ability to use all exceptions available under Federal law if it would
contradict the more stringent state law. As written, the Ohio law is more stringent.

Our proposed revision would be to add a 5th exception under (E): “The telehealth services are
being provided under an exception permitted by Federal law.”

Response: After consideration of OHA’s comments, the following changes to further
clarify the rule for prescribers are recommended:



(B) A physician or a physician assistant who holds a valid prescriber number issued by the
state medical board and who has been granted physician-delegated prescriptive authority must
shall comply with the requirements of federal law governing prescription drugs that are
controlled substances to prescribe, personally furnish, otherwise provide, or cause to be
provided a prescription drug that is a controlled substance to a person.

(C) When the physician or physician assistant, who holds a valid prescriber number issued
by t