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1. TITLE OF RULE FILING:
Rule Governing the Prescribing of Opioids for Pain

2. PROPOSED NUMBER ASSIGNED BY THE SECRETARY OF STATE
23P041

3. ADOPTING AGENCY:
AHS, Vermont Department of Health

4. PRIMARY CONTACT PERSON:
(A PERSON WHO IS ABLE TO ANSWER QUESTIONS ABOUT THE CONTENT OF THE RULE).
Name: Natalie Weill
Agency: AHS, Vermont Department of Health
Mailing Address: 108 Cherry Street, Burlington, VT 05401
Telephone: 802-863-7280 Fax: 8029511275
E-Mail: ahs.vdhrules@vermont.gov

Web URL (WHERE THE RULE WILL BE POSTED):
http://www.healthvermont.gov/about-us/laws-
regulations/public-comment

5. SECONDARY CONTACT PERSON:
(A SPECIFIC PERSON FROM WHOM COPIES OF FILINGS MAY BE REQUESTED OR WHO MAY
ANSWER QUESTIONS ABOUT FORMS SUBMITTED FOR FILING IF DIFFERENT FROM THE
PRIMARY CONTACT PERSON).

Name: Brendan Atwood
Agency: AHS, Vermont Department of Health
Mailing Address: 108 Cherry Street, Burlington, VT 05401
Telephone: 802-863-7280 Fax: 802-951-1275
E-Mail: ahs.vdhrules@vermont.gov
6. RECORDS EXEMPTION INCLUDED WITHIN RULE:
( DOES THE RULE CONTAIN ANY PROVISION DESIGNATING INFORMATION AS CONFIDENTIAL,

LIMITING ITS PUBLIC RELEASE, OR OTHERWISE, EXEMPTING IT FROM INSPECTION AND
COPYING?) No

IF YES, CITE THE STATUTORY AUTHORITY FOR THE EXEMPTION:
PLEASE SUMMARIZE THE REASON FOR THE EXEMPTION:

7. LEGAL AUTHORITY / ENABLING LEGISLATION:
(THE SPECIFIC STATUTORY OR LEGAL CITATION FROM SESSION LAW INDICATING WHO THE
ADOPTING ENTITY IS AND THUS WHO THE SIGNATORY SHOULD BE. THIS SHOULD BE A
SPECIFIC CITATION NOT A CHAPTER CITATION).

Revised January 10, 2023 page 2



Administrative Procedures
Final Proposed Filing — Coversheet

10.

I1.

12.

13.

14.

15.

Section 2a (a) Act 173 (2016) and 18 V.S.A § 4289 (e);
3 V.S.A § 801(b) (11).

EXPLANATION OF HOW THE RULE IS WITHIN THE AUTHORITY OF
THE AGENCY:

3 V.S.A. § 801 (b) (11) states, “Adopting authority"
means, for agencies that are attached to the Agencies
of Administration, of Commerce and Community
Development, of Natural Resources, of Human Services,
and of Transportation, or any of their components, the
secretaries of those agencies; for agencies attached to
other departments or any of their components, the
commissioners of those departments;..”

18 V.S.A § 4289 (e) states, "The Commissioner of Health
may adopt rules pursuant to 3 V.S.A. Chapter 25
regarding the appropriate use of controlled
substances..."

Section 2a (a) Act 173 (2016) states, "The Commissioner
of Health.. shall adopt rules governing the prescription
of opioids..The rules may require the contemporaneous
prescription of naloxone.."

THE FILING HAS NOT CHANGED SINCE THE FILING OF THE PROPOSED
RULE.

THE AGENCY HAS NOT INCLUDED WITH THIS FILING A LETTER
EXPLAINING IN DETAIL WHAT CHANGES WERE MADE, CITING CHAPTER
AND SECTION WHERE APPLICABLE.

SUBSTANTIAL ARGUMENTS AND CONSIDERATIONS WERE NOT
RAISED FOR OR AGAINST THE ORIGINAL PROPOSAL.

THE AGENCY HAS INCLUDED COPIES OF ALL WRITTEN SUBMISSIONS
AND SYNOPSES OF ORAL COMMENTS RECEIVED.

THE AGENCY HAS NOT INCLUDED A LETTER EXPLAINING IN DETAIL
THE REASONS FOR THE AGENCY’S DECISION TO REJECT OR ADOPT
THEM.

CONCISE SUMMARY (150 WORDS OR LESS):

This rulemaking replaces "naloxone" with "opioid
antagonist" to allow for a broader range of medications
that can be co-prescribed with opioids when required.

EXPLANATION OF WHY THE RULE IS NECESSARY:
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This amendment provides prescribers the discretion to
prescribe the most clinically appropriate opioid
antagonist, including potentially lower-cost
alternatives to naloxone.

16. EXPLANATION OF HOW THE RULE IS NOT ARBITRARY:
This rulemaking is responsive to the availability of
new opioid antagonists alongside naloxone. The
decisions made by the Department regarding these
regulations are factually based, rationally connected
to those factual bases, and would make sense to a
reasonable person.

17. LIST OF PEOPLE, ENTERPRISES AND GOVERNMENT ENTITIES
AFFECTED BY THIS RULE:

Healthcare providers required to co-prescribe an opioid
antagonost.

Patients who are prescribed an opioid antagonist.
Medicare, Medicaid and private insurers that are paying
for these prescriptions.

18. BRIEF SUMMARY OF ECONOMIC IMPACT (150 WORDS OR LESS):
Lower-cost alternatives to naloxone are expected to be
available to patients soon, providing a benefit to
patients, Medicaid, Medicare, and insures that are
paying for the prescriptions.

19. A HEARING WAS HELD.

20. HEARING INFORMATION
(THE FIRST HEARING SHALL BE NO SOONER THAN 30 DAYS FOLLOWING THE POSTING OF
NOTICES ONLINE).
IF THIS FORM IS INSUFFICIENT TO LIST THE INFORMATION FOR EACH HEARING, PLEASE
ATTACH A SEPARATE SHEET TO COMPLETE THE HEARING INFORMATION.
Date: 12/19/2023
Time: 01:00 PM
Street Address: 108 Cherry Street, Burlington, VT, Rm 3B
Zip Code: 05401
URL for Virtual: call in (audio only)

+1 802-828-7667,,578834881# United States, Montpelier

Phone Conference ID: 578 834 881l#
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Date:

Time: AM
Street Address:

Zip Code:

URL for Virtual:

Date:

Time: AM
Street Address:

Zip Code:

URL for Virtual:

Date:

Time: AM
Street Address:

Zip Code:

URL for Virtual:

21. DEADLINE FOR COMMENT (NO EARLIER THAN 7 DAYS FOLLOWING LAST HEARING):
12/30/2023

KEYWORDS (PLEASE PROVIDE AT LEAST 3 KEYWORDS OR PHRASES TO AID IN THE
SEARCHABILITY OF THE RULE NOTICE ONLINE).

Opioid
naloxone
opioid antagonist

co-prescribe
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280 State Drive - Center Building

Waterbury, VT 05671-1000 TEL: (802) 241-0440

FAX: (802) 241-0450

JENNEY SAMUELSON
SECRETARY

TODD W. DALOZ
DEPUTY SECRETARY

- STATE OF VERMONT
AGENCY OF HUMAN SERVICES

'MEMORANDUM

TO: Sarah Copeland Hanzas, Secretary of State

- FROM: Jenney Samuelson, Secretary, Agency of Human Services _
DATE: January 31, 2023
SUBJECT: Signatory Authority for Purposes of Authorizing Administrative Rules

I hereby designate Deputy Secretary of Human Services Todd W..Daloz as
signatory to fulfill the duties of the Secretary of the Agency of Human Services as
the adopting authority for administrative rules as requifed by Vermont’s
Administrative Procedure Act, 3. V.S.A § 801 et seq.

Cc: Todd W. Daloz

OFFICE OF THE SECRETARY ~
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Adopting Page

Instructions:

This form must accompany each filing made during the rulemaking process:

Note: To satisfy the requirement for an annotated text, an agency must submit the entire
rule in annotated form with proposed and final proposed filings. Filing an annotated
paragraph or page of a larger rule is not sufficient. Annotation must clearly show the
changes to the rule.

When possible, the agency shall file the annotated text, using the appropriate page or
pages from the Code of VermontRules as a basis for the annotated version. New rules
need not be accompanied by an annotated text.

1. TITLE OF RULE FILING:
Rule Governing the Prescribing of Opioids for Pain

2. ADOPTING AGENCY:
AHS, Vermont Department of Health

3. TYPE OF FILING (PLEASE CHOOSE THE TYPE OF FILING FROM THE DROPDOWN MENU
BASED ON THE DEFINITIONS PROVIDED BELOW):

e AMENDMENT - Any change to an already existing rule,
even if it is a complete rewrite of the rule, it is considered
an amendment if the rule is replaced with other text.

e NEW RULE - A rule that did not previously exist even under
a different name.

o REPEAL - The removal of a rule in its entirety, without
replacing it with other text.

This filing is AN AMENDMENT OF AN EXISTING RULE .

4, LAST ADOPTED (PLEASE PROVIDE THE SOS LOG#, TITLE AND EFFECTIVE DATE OF
THE LAST ADOPTION FOR THE EXISTING RULE):

Rule Governing the Prescribing of Opioids for Pain,
March 1, 2019 Secretary of State Rule Log #19-003

Revised January 10, 2023 page 1



State of Vermont

Agency of Administration
109 State Street

Montpelier, VT 05609-0201
www.aoa.vermont.goy

[phone] 802-828-3322

Kristin L. Clouser, Secretary

Meeting Date/Location: October 9, 2023, virtually via Microsoft
Members Present:

Members Absent:

INTERAGENCY COMMITTEE ON ADMINISTRATIVE RULES (ICAR) MINUTES

Minutes By:

2:01 p.m. meeting called to order.

Note: The following emergency rules;

o ‘Emergency Administrative
Professional Regulation, on 09,
®= OPR seeks to renew the
public servig
@)

Chair Sean Brown, Jared Adler, Jennife
Obuchowski, and Nicole Dubuque
John Kessler and Brendan Atwo
Melissa Mazza-Paquette "

ance of notarial acts by appearing before a notary
unication link using specific protocols and

cy rule amends various filing and procedural requirements and
native procedures to reduce or eliminate in-person contact

1o reduce the risk of exposure to the COVID-19 virus. This is the seventh
extension of the emergency rule filed in April 2020. A number of measures
included in this revised emergency rule have proven beneficial to those who
appear before and interact with the Commission. The Commission is
undertaking a process of adopting policies and promulgating permanent rules,
where appropriate, so that the remaining measures in this revised emergency
rule could either be phased out or incorporated into permanent rules. The
revisions in this version reflect adoption of permanent Commission Rule 2. Two
other Commission rules modified by this rule have entered formal rulemaking.
The provisions in this revised emergency rule will be superseded when the
permanent rules take effect.

No public comments.

10-09-23 ICAR Minutes, Page 1 of 12



e Presentation of Proposed Rules on pages 3-12 to foliow:

1.

2.
3.

9.

10. Council Rules, Vermont Criminal Justice Cot
e No other business

¢ Next scheduled meeting is November 13, 202
e 3:54 p.m. meeting adjourned.

Residential Care Home and Assisted Living Residence Licensing Regulations, Agency of Human
Services, Department of Disabilities, Aging, and Independent Living, page 3

Independent School Program Approval Rules, State Board of Education, page 4

Vermont Low Emission Vehicle and Zero Emission Vehicle Rules, Agency of Natural Resources,
page 5

Investigation and Remediation of Contaminated Properties Rule (IRule), Agency of Natural
Resources, page 6

Children's Personal Care Services, Agency of Human Services, Department of Health, page 7
Rules of the Board of Medical Practice, Agency of Human Services, Department of Health, page 8
Crisis Fuel Assistance Rules, Agency of Human Services, Department for Children and Families,
Economic Services Division, page 9

Seasonal Fuel Assistance Rules, Agency of Human Se
Families, Economic Services Division, age 10
Rule Governing the Prescribing of Opioids for Paij
Health, page 11

; Department for Children and

Human Services, Department of

10-09-23 ICAR Minutes, Page 2 of 12



Proposed Rule: Rule Governing the Prescribing of Opioids for Pain, Agency of Human Services,
Department of Health
Presented By: Natalie Weill

Motion made to accept the rule as presented without any recommended changes by Jen Mojo,
seconded by Nicole Dubuque, and passed unanimously except for Jared Adler who abstained.

10-09-23 ICAR Minutes, Page 11 of 12
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Economic Impact Analysis

Instructions:

In completing the economic impact analysis, an agency analyzes and evaluates the
anticipated costs and benefits to be expected from adoption of the rule; estimates the
costs and benefits for each category of people enterprises and government entities
affected by the rule; compares alternatives to adopting the rule; and explains their
analysis concluding that rulemaking is the most appropriate method of achieving the
regulatory purpose. If no impacts are anticipated, please specify “No impact
anticipated” in the field.

Rules affecting or regulating schools or school districts must include cost implications
to local school districts andtaxpayers in the impact statement, a clear statement of
associated costs, and consideration of alternatives to the rule to reduce or ameliorate
costs to local school districts while still achieving the objectives of the rule (see 3
V.S.A. § 832b for details).

Rules affecting small businesses (excluding impacts incidental to the purchase and
payment of goods and services by the State or an agency thereof), must include ways
that a business can reduce the cost or burden of compliance or an explanation of why
the agency determines that such evaluation isn’t appropriate, and an evaluation of
creative, innovative or flexible methods of compliance that would not significantly
impair the effectiveness of the rule or increase the risk to the health, safety, or welfare
of the public or those affected by the rule.

1. TITLE OF RULE FILING:

Rule Governing the Prescribing of Opioids for Pain
2. ADOPTING AGENCY:

AHS, Vermont Department of Health

3. CATEGORY OF AFFECTED PARTIES:
LIST CATEGORIES OF PEOPLE, ENTERPRISES, AND GOVERNMENTAL ENTITIES POTENTIALLY
AFFECTED BY THE ADOPTION OF THIS RULE AND THE ESTIMATED COSTS AND BENEFITS
ANTICIPATED:

Healthcare providers required to co-prescribe an opioid
antagonist will have greater discretion when
prescribing opioid antagonists.

Patients who are prescribed an opioid antagonist will
have a greater range of medications available to them
and may see cost-savings associated with access to
lower-cost alternatives to naloxone.

Revised January 10, 2023 page 1
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Medicaid, Medicare, and private insurers may also see
cost savings associated with access to lower-cost
alternatives.

4. IMPACT ON SCHOOLS:
INDICATE ANY IMPACT THAT THE RULE WILL HAVE ON PUBLIC EDUCATION, PUBLIC
SCHOOLS, LOCAL SCHOOL DISTRICTS AND/OR TAXPAYERS CLEARLY STATING ANY
ASSOCIATED COSTS:

There are no anticipated impacts to schools.

5. ALTERNATIVES: CONSIDERATION OF ALTERNATIVES TO THE RULE TO REDUCE OR
AMELIORATE COSTS TO LOCAL SCHOOL DISTRICTS WHILE STILL ACHIEVING THE OBJECTIVE
OF THE RULE.

Because there are no impacts, alternatives have not
been considered.

6. IMPACT ON SMALL BUSINESSES:
INDICATE ANY IMPACT THAT THE RULE WILL HAVE ON SMALL BUSINESSES (EXCLUDING
IMPACTS INCIDENTAL TO THE PURCHASE AND PAYMENT OF GOODS AND SERVICES BY THE
STATE OR AN AGENCY THEREOF):

There are no anticipated impacts to small businesses.

7. SMALL BUSINESS COMPLIANCE: EXPLAIN WAYS A BUSINESS CAN REDUCE THE
COST/BURDEN OF COMPLIANCE OR AN EXPLANATION OF WHY THE AGENCY DETERMINES
THAT SUCH EVALUATION ISN’T APPROPRIATE.

There are no anticipated impacts to small businesses.

8. COMPARISON:
COMPARE THE IMPACT OF THE RULE WITH THE ECONOMIC IMPACT OF OTHER
ALTERNATIVES TO THE RULE, INCLUDING NO RULE ON THE SUBJECT OR A RULE HAVING
SEPARATE REQUIREMENTS FOR SMALL BUSINESS'
This rulemaking allows for potential cost-savings.
Without this rulemaking, providers would not be able to
co-prescribe potentially lower-cost alternatives to
naloxone.

9. SUFFICIENCY: DESCRIBE HOW THE ANALYSIS WAS CONDUCTED, IDENTIFYING
RELEVANT INTERNAL AND/OR EXTERNAL SOURCES OF INFORMATION USED.
The Department has provided the relevant information it
has based on as assessment of the potential impacts.

Revised January 10, 2023 page 2
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Environmental Impact Analysis

Instructions:

In completing the environmental impact analysis, an agency analyzes and evaluates
the anticipated environmental impacts (positive or negative) to be expected from
adoption of the rule; compares alternatives to adopting the rule; explains the
sufficiency of the environmental impact analysis. If no impacts are anticipated, please
specify “No impact anticipated” in the field.

Examples of Environmental Impacts include but are not limited to:

e Impacts on the emission of greenhouse gases

e Impacts on the discharge of pollutants to water
¢ Impacts on the arability of land

¢ Impacts on the climate

¢ Impacts on the flow of water

e Impacts on recreation

e Or other environmental impacts

1. TITLE OF RULE FILING:

Rule Governing the Prescribing of Opioids for Pain
2. ADOPTING AGENCY:

AHS, Vermont Department of Health

3. GREENHOUSE GAS: EXPLAIN HOW THE RULE IMPACTS THE EMISSION OF
GREENHOUSE GASES (E.G. TRANSPORTATION OF PEOPLE OR GOODS; BUILDING
INFRASTRUCTURE, LAND USE AND DEVELOPMENT, WASTE GENERATION, ETC.):
No impact is anticipated.

4. WATER: EXPLAIN HOW THE RULE IMPACTS WATER (E.G. DISCHARGE / ELIMINATION OF
POLLUTION INTO VERMONT WATERS, THE FLOW OF WATER IN THE STATE, WATER QUALITY
ETC.):

No impact is anticipated.

5. LAND: EXPLAIN HOW THE RULE IMPACTS LAND (E.G. IMPACTS ON FORESTRY,
AGRICULTURE ETC.):
No impact is anticipated.

6. RECREATION: EXPLAIN HOW THE RULE IMPACTS RECREATION IN THE STATE:
No impact is anticipated.

Revised January 10, 2023 page 1
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7. CLIMATE: EXPLAIN HOW THE RULE IMPACTS THE CLIMATE IN THE STATE:
No impact is anticipated.

8. OTHER: EXPLAIN HOW THE RULE IMPACT OTHER ASPECTS OF VERMONT’S
ENVIRONMENT:
No impact is anticipated.

9. SUFFICIENCY: DESCRIBE HOW THE ANALYSIS WAS CONDUCTED, IDENTIFYING
RELEVANT INTERNAL AND/OR EXTERNAL SOURCES OF INFORMATION USED.
The rule does not impact any of the areas listed above,
and therefore, this analysis sufficiently captures that
there will be no environmental impact.

Revised January 10, 2023 page 2
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Public Input Maximization Plan

Public Input Maximization Plan

Instructions:

Agencies are encouraged to hold hearings as part of their strategy to maximize the
involvement of the public in the development of rules. Please complete the form
below by describing the agency’s strategy for maximizing public input (what it did do,
or will do to maximize the involvement of the public).

This form must accompany each filing made during the rulemaking process:

1. TITLE OF RULE FILING:

Rule Governing the Prescribing of Opioids for Pain
2. ADOPTING AGENCY:

AHS, Vermont Department of Health

3. PLEASE DESCRIBE THE AGENCY’S STRATEGY TO MAXIMIZE PUBLIC
INVOLVEMENT IN THE DEVELOPMENT OF THE PROPOSED RULE,
LISTING THE STEPS THAT HAVE BEEN OR WILL BE TAKEN TO
COMPLY WITH THAT STRATEGY:

A public hearing was held.

The rule is posted on the Department of Health website:
http://healthvermont.gov/admin/public comment.aspx.

4. BEYOND GENERAL ADVERTISEMENTS, PLEASE LIST THE PEOPLE AND
ORGANIZATIONS THAT HAVE BEEN OR WILL BE INVOLVED IN THE
DEVELOPMENT OF THE PROPOSED RULE:

Vermont Medical Society (VMS)

Vermont Association of Hospitals and Health Systems
(VAHHS)

Revised January 10, 2023 page 1
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Chapter 2 — Alcohol and Drug Abuse
Subchapter 3

Anasksted
ot

Rule Governing the Prescribing of Opioids for Pain

1.0  Authority

This rule is adopted pursuantto 18 V.S.A. § 4289 (e), Section 14 (e) of Act 75 (2013),
and Section 2a (a) of Act 173 (2016).

2.0  Purpose

This rule provides legal requirements for the appropriai
pain in order to minimize opportunities for misuse, abt
optimize prevention of addiction and overdose. T ipti mits for acute pain

and do not
apply to renewals or refills. This rule only a h , I, ort¥ Controlled
Substances. %

3.0 Definitions

3.1 ? ' oiase that results in harm or places

3.2 ipid analgesic medicine determined by the

A) to be expected to resultin a

revent chewing, crushing, cutting, grating, or
arriers that resist extraction using common solvents like

gher dosage than directed is used; (iv) Delivery Systems where
igns or the method of drug delivery can offer resistance to abuse;

3.3  “Administer” or “Administration” means the direct application of a drug by a
prescriber to the body of a patient or research subject by injection, inhalation,
ingestion, or any other means.

3.4  “Acute pain” means pain lasting fewer than 90 days that is a normal and predicted
physiological response to a traumatic injury, surgical procedure, or specific
disease.

DEPARTMENT OF HEALTH Proposed Rule Effective: x/x/2023
Page 1 of 14



3.5  “Addiction” means a primary, chronic, neurobiologic disease, whose development
and manifestations are influenced by genetic, psychosocial, and environmental
factors. Addiction often is said to be characterized by behaviors that include
impaired control over drug use, craving, compulsive use, and continued use
despite harm or risk of harm. (Federation of State Medical Boards).

3.6  “Assisted living residence” means a program which combines housing, health,
and supportive services for the support of resident independence and aging in
place. Within a homelike setting, assisted living units at a minimum, a
private bedroom, private bath, living space, kitchen and a lockable
door. Assisted living promotes resident self-directi d active participation

3.7  “Chronic Pain" means pain caused by

3.8 “Controlled Substance” means a
included in Schedules II, III, or IV of
(CSA).

3.9  “Controlled Substance Tre ' cument that is signed
and agreed upon by both the preseri i cknowledging the rights
and responsibilities of being on and ibing controlled substances, and the
treatment expectations. N 4

3.10

1 et seq.) establishes a closed system of
at are classified as controlled substances.

key'daily activities and to evaluate changes in the activities of
encompasses physical, social, and psychological domains, and

3.12 i re” means a program of care and support provided by a Medicare -

comfortably by providing palliative care, including effective pain and symptom
management. Hospice care may include services provided by an interdisciplinary
team that are intended to address the physical, emotional, psychosocial, and
spiritual needs of the individual and his or her family. As defined in 18 V.S.A.
9710(b)

3.13 “Hospice-eligible” means a person who is terminally ill and qualifies to receive
hospice services but is not enrolled in a hospice program.

DEPARTMENT OF HEALTH Proposed Rule Effective: x/x/2023
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3.14

3.15

3.16

3.17

3.22

“High-Risk” means a patient at increased risk for misuse, abuse, diversion,
addiction, overdose, or other aberrant behaviors as determined by the patient’s
history and/or the risk assessment tool chosen by the provider.

“MME” means Morphine Milligram Equivalent. The use of MME allows
prescribers to equate the dosage of opioid in a given medication. e.g. compare
oxycodone with hydromorphone. A MME calculator can be found on the
Department of Health website.

“Misuse” means the use of a medication (with ther.
directed or as indicated whether willful or unintenti
or not.

2pe; dntent) other than as
11, and whether harm results

3.17.2 rehabilitation services for the
have a disability, or are sick;
3.17.3 ona24-hour basis, services to individuals who,
because of their y n, require care, and
services which can de avai nly through
institutional care.

of persons who
ofp 3

user byt does not include an order for medication that is dispensed for immediate
administration to the ultimate user (e.g., an order to dispense a drug to a bed
patient for immediate administration in a hospital is not a prescription).

“Residential care home” means a place, however named, excluding a licensed
foster home, which provides, for profit or otherwise, room, board, and personal
care to three or more residents unrelated to the home operator. Residential care
homes shall be divided into two groups, depending upon the level of care they
provide, as follows:

5 VERMONT
DEPARTMENT OF HEALTH

Proposed Rule Effective: x/x/2023
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4.0

3.23

4.1

4.3

3.22.1 Level III, which provides personal care, defined as assistance with meals,
dressing, movement, bathing, grooming, or other personal needs, or
general supervision of physical or mental well-being, including nursing
overview and medication management as defined by the licensing agency
by rule, but not full-time nursing care; and

3.22.2 Level IV, which provides personal care, as described in subdivision (A) of
this subdivision (10), or general supervision of the physical or mental
well-being of residents, including medication management as defined by

the licensing agency by rule, but not other nursj %are.
Defined in 33 V.S.A. §7102(10). %

“Risk Assessment” means a process for predicti atient's likelihood of
misusing or abusing opioids in order to develop cument a level of
monitoring for that patient. An example o i the Screener and
Opioid Assessment for Patients with P, rs can use

Provide Patient Education and Informed Consent

4.3.1 Discussion of Risks: Prior to prescribing an opioid, a prescriber shall
have an in-person discussion with the patient regarding potential side
effects, risks of dependence and overdose, alternative treatments,
appropriate tapering and safe storage and disposal. If the patient is a
minor, or lacks legal competence, then the in-person discussion shall
take place between the prescriber and the patient’s parent, guardian, or
legal representative, unless otherwise provided for by law.

DEPARTMENT OF HEALTH

Proposed Rule Effective: x/x/2023
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5.0
5.1

53

54

4.32 Patient Education Sheet: Prior to prescribing an opioid, the
prescriber shall provide the patient with the Department of Health
patient education sheet published on the Department website, or a
written alternative provided that the sheet contains all of the topics
found in the Department-published sheet and is written in a fifth-grade
reading level or lower.

4.33 Informed Consent: Prior to prescribing an opioid, a prescriber shall
receive a signed informed consent from the patient, If the patient is a
minor or lacks the capacity to provide inform nsent, then the
patient’s parent, guardian, or legal repres ve may do so on the
patient’s behalf, unless otherwise provi

potential side effect
drug for life-threa

awal éyndrome and potentlally
»with alcohol and/or other

prescribir s opi
eff@*”éﬁ%§¢

rescriptions not administered in a healthcare setting.

These limits do not prohibit a provider from writing a second prescription (or
renewal/refill prescription) for the patient should that be necessary.

The framework provides four categories, each with its own limits, shown in
Figure 1.0 for adults ages 18 years old and older and Figure 2.0 for children ages
0-17 years old. The pain category into which a patient is placed is based on the
medical judgment of the prescriber.

2% VERMONT
DEPARTMENT OF HEALTH

Proposed Rule Effective: x/x/2023
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5.4.1 For adults ages 18 years old and older, should a provider prescribe an
average daily dose over 32 morphine milligram equivalents, the reason
must be justified in the medical record.

Figure 1.0 — Opioid Limits for Adults Ages 18 Years Old or Older

Average Daily Preseription TOTAL
MME MME bused on Commen uverage

{cllowing for expeacted duradion of

Commonly ussociated
Pain injuries, conditions und

surgeries

-fapering) pain

.

it

DEPARTMENT OF HEALTH Proposed Rule Effective: x/x/2023
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Figure 2.0 — Opioid Limits for Children Ages 0-17 Years

Average Duily Prescripgtion TOTAL
MME MME hased on Common averuge
{allowing for expected duration-of - DALY pill counts
tupering ) pain !

Commonly ussacialed
injuries, conditions and
surgeries

€nsure a safe transition of care by making a
unicate with the patient’s primary care

ny relevant clinical information concerning the
diagnosis and treatment. A clear discharge

that ipcludes expectations for ongoing pain treatment shall

is requirement.

asonable effort to consult with that child’s primary care provider.
5.7 Exemptions

The following conditions, and those similar to them in the medical judgment
of the healthcare provider, are exempt from the limits found in section 5.4:

¢ Pain associated with significant or severe trauma
¢ Pain associated with complex surgical interventions, such as spinal
surgery
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¢ Pain associated with prolonged inpatient care due to post-operative
complications

e Medication-assisted treatment for substance use disorders
Patients who are not opioid naive
Other circumstances as determined by the Commissioner of Health

6.0  Prescribing Opioids for Chronic Pain

The following section outlines requirements for prescribing S dule II III or IV

6.1.1 The prescriber shall condy @
evaluation and physical examir "art« Ji the patient’s medlcal
record when prescribing opioids f

Non-opioid alternatives up to a maximum recommended by the
FDA, including non-pharmacological treatments, have been
considered;

6.2.1.2 Trial use of the opioid;

6.2.1.3 Any applicable requirements to query the Vermont Prescription
Monitoring System,;
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6.2.1.4 That the prescriber has asked the patient if he or she is
currently, or has recently been, dispensed methadone or
buprenorphine or prescribed and taken any other controlled
substance. The prescriber shall explain that this information is
important for the patient’s safety and that the patient is required
by law to disclose this information (18 V.S.A.§4223);

6.2.1.5 Receive, and include in the patient’s medical record, a signed
Controlled Substance Treatment Agreement from the patient,
or, if the patient lacks the capacity to g informed
consent, from the patient’s legal rep tative. This agreement
must include functional goals fi nt, dispensing
pharmacy choice, and safe sto >

It shall include other require

eatment Agreements shall be made available on
ent of Health’s website.

6.3

6.3.1 The patient is not meeting the goals of treatment despite escalating
doses of controlled substances for pain;

6.3.2 The patient is at high-risk for substance misuse, abuse, diversion,
addiction, or overdose as determined by the patient’s history or a
screening undertaken pursuant to Section 1 of this rule;
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6.3.3 The prescriber has reasonable grounds to believe, or confirms, a
patient is misusing opioids or other substances;

6.34 The patient is seeing multiple prescribers and/or utilizing multiple
pharmacies;

6.3.5 The patient has been prescribed multiple controlled substances; or

6.3.6 The patient requests a referral.

6.4  Reevaluation of Treatment
6.4.1 Controlled Substance Treatment Agreex’e'nts eople receiving
record.

6.4.2 Prior to prescribing a dose of opioids, or'a combinati 10ids, that
exceeds a Morphine Milligram Equ
prescriber shall d i

. 6.4.2 5 An assessment of any co-morbid conditions affected by
©” treatment with opioids. This may be best conducted by a
mental health or addictions professional; and

6.4.2.6 Any other related actions by the patient that may reasonably
lead a prescriber to modify the pain management regimen,
including but not limited to aberrant behaviors, early refills of
controlled substances, or other known risks associated with
misuse, abuse, diversion, addiction, or overdose.

6.4.2.7 Prior to prescribing a patient an average Morphine Milligram
Equivalent Daily Dose of 90 or more, a prescriber shall have an
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in-person discussion with the patient, regarding the increased
risk of fatal and non-fatal overdose, and any precautions the
patient should take. If the patient is a minor, or lacks legal
competence, then this in-person discussion shall take place
between the prescriber and the patient’s parent, guardian, or
legal representative, unless otherwise provided for by law.

6.4.3 Based on the reevaluation the prescriber shall determine and
document:

6.4.3.1 Whether to continue the treatment ofpain with opioids or if

management, avoida
from the prescribeds

1 of the agreement'will resultin a
catment plan and alteration or

6.5 Exemptions

1 co-prescribe an FDA-approved opioid antagonist (e.g.
ument in the medical record that a patient has a valid

1 patients who receive one or more opioid prescriptions totaling a
" Morphine Milligram Equivalent Daily Dose of 90 or more.

7.12 All patients receiving a prescription that results in concurrent use of an
opioid and benzodiazepines.

7.2  In cases where there is more than one prescriber involved in the patient’s care,
the prescriber responsible for meeting the requirements of 7.1 is the prescriber
writing the prescription triggering either 7.1.1 or 7.1.2.

75 VERMONT
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8.0 Prescription of Extended Release Hydrocodones and Oxycodones without Abuse
Deterrent Opioid Formulations

Whereas, extended release hydrocodones and oxycodones that are not manufactured as
Abuse-deterrent Opioids are easily misused, abused, diverted, and pose an increased

threat to those who unintentionally ingest them, this rule requires specific conditions for
their prescription that are in addition to provisions of Sections 4.0 through 7.0 of this rule.

8.1

Prior to prescribing an extended release hydrocodone or oxycodone that is

not an Abuse-deterrent Opioid, the prescriber shall

8.1.1

8.12

8.13

8.1.6

Document in the patient’s medi
support the use of an extended
that is not an Abuse-dete

‘which

ease hydrocodone or
ioid féx pain relief;

ve tisks, including (the risk
r overdose, for the individual

Evaluate and document benefits a
for misuse, abuse, diversion, addict
patient of the use'¢

such a substance. T
Risk Assessment as

the patientismedical record that the prescription of an
se hydroco%@ne or oxycodone that isnotan Abuse- deterrent

t from%he patient, or, if the patient lacks the capacity to provide
consent, from the patient’s legal representative that shall include
on regarding the drug’s potential for misuse, abuse, diversion,

d. g%’dlctron the risks associated with the drug for life-threatening

atory depression; potentially fatal overdose as a result of accidental

exposure, especially in children; neonatal opioid withdrawal syndrome;

and potentially fatal overdose when combining with alcohol;

Receive, and include in the patient’s medical record, a signed
Controlled Substance Treatment Agreement from the patient, or if the
patient lacks the capacity, from the patient’s legal representative. This
agreement must include functional goals for treatment, dispensing
pharmacy choice, safe storage and disposal of medication, and urine
testing (no less frequently than annually with the actual frequency to
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be determined by the clinician on the basis of the patient’s risk
assessment and ongoing behavior). It shall include other requirements
as determined by the prescriber, such as directly observed urine drug
testing and pill counts to reasonably and timely inform the prescriber
if the patient is misusing the prescribed substance;

8.1.7 Query VPMS and document it in the patient’s medical record. The
prescriber shall also document in the patient’s medical record:

8.1.7.1 A review of other controlled substances pre scribed to the
patient prior to the first prescription of an extended-release
hydrocodone or oxycodone that is4 buse-deterrent

Opioid;
8.1.7.2 A query no less frequent] ys for any
patient prescribed 40 r 30 mg

hydrocodone or oxycods
Opioid as long as the patient possesses a valid prescription for
that amount; and

8.1.7.3 A query no less eseribed in the Vermont
Prescription Mont

8.1.8 i ite a maximum daily dgse, or a “not to exceed
iptio yitted; and

to this section shall schedule and undertake periodic
\evaluations (no less frequently than every 90 days),

e possible need for a pain management or substance abuse
consultation; and

8.2.3 A provider explanation and a patient acknowledgement that a violation of
the agreement will result in a re-assessment of the patient’s treatment plan
and alteration or institution of controls over medication prescribing and
dispensing, which may include tapering or discontinuing the prescription.
This may occur after consultation with an addictions specialist.
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9.0  Prescribing Opioids for Hospice, and Hospice-eligible Patients

9.1

9.2

Patients who are terminally ill, receiving hospice services or who are hospice-
eligible are exempt from Sections 4 — 7 of this rule.

Prescribers shall comply with the following concerning patient education:

9.2.1 Safe Storage and Disposal: prior to prescribing an opioid, a prescriber
shall inform the patient regarding safe storage andidisposal for patients
tting.If the patient is a
hall inform the patient’s
erwise provided for by
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(loan

Chapter 2 — Alcohol and Drug Abuse
Subchapter 3

Rule Governing the Prescribing of Opioids for Pain

1.0  Authority

This rule is adopted pursuantto 18 V.S.A. § 4289 (e), Section 14 (e) of Act 75 (2013),
and Section 2a (a) of Act 173 (2016).

2.0 Purpose o,

This rule provides legal requirements for the appropri
pain in order to minimize opportunities for misuse, a
optimize prevention of addiction and overdose. T

f opioids in treating

Substances.

3.0 Definitions

3.1  “Abuse” means a malada guse that results in harm or places
the individual at risk of ha nmedication involves its use
in a manner that deviates fr , and social standards,
generally to achieve a euphorig; ( stain opioid dependence that

for which the medication was

3.2
(FDA) to be expected to resultin a

€se properties may be obtained by: (i)
revent chewing, crushing, cutting, grating, or
rriers that resist extraction using common solvents like
list drugs that interfere with, reduce, or defeat the

pleasant effect if the dosage form is manipulated prior to

gher dosage than directed is used; (iv) Delivery Systems where
igns or the method of drug delivery can offer resistance to abuse;
here a formulation lacks opioid activity until transformed in the

3.3  “Administer” or “Administration” means the direct application of a drug by a

prescriber to the body of a patient or research subject by injection, inhalation,
ingestion, or any other means.

3.4  “Acute pain” means pain lasting fewer than 90 days that is a normal and predicted
physiological response to a traumatic injury, surgical procedure, or specific
disease.
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3.5

3.6

3.7

3.8

3.9

3.10

3.12

3.13

“Addiction” means a primary, chronic, neurobiologic disease, whose development
and manifestations are influenced by genetic, psychosocial, and environmental
factors. Addiction often is said to be characterized by behaviors that include
impaired control over drug use, craving, compulsive use, and continued use
despite harm or risk of harm. (Federation of State Medical Boards).

“Assisted living residence” means a program which combines housing, health,
and supportive services for the support of resident independence and aging in
place. Within a homelike setting, assisted living units offer, at a minimum, a
private bedroom, private bath, living space, kitchen capacity, and a lockable
door. Assisted living promotes resident self-directi nd active participation
in decision-making while emphasizing individ ivacy, and dignity.

Defined in 33 V.S.A. §7102(1).

“Chronic Pain" means pain caused by v di rmal conditions

“Controlled Substance” means a drug,’ iet tar i i te precursor,
included in Schedules II, III, or IV of sral Controlled Substances Act

. 1 et seq.) establishes a closed system of
hat are classified as controlled substances.

key'daily activities and to evaluate changes in the activities of
encompasses physical, social, and psychological domains, and
s from baseline functions through death.

certifigd hospice provider to help an individual with a terminal condition to live
comfortably by providing palliative care, including effective pain and symptom
management. Hospice care may include services provided by an interdisciplinary
team that are intended to address the physical, emotional, psychosocial, and
spiritual needs of the individual and his or her family. As defined in 18 V.S.A.
9710(b)

“Hospice-eligible” means a person who is terminally ill and qualifies to receive
hospice services but is not enrolled in a hospice program.
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3.14

3.15

3.16

3.17

3.18

3.22

“High-Risk” means a patient at increased risk for misuse, abuse, diversion,
addiction, overdose, or other aberrant behaviors as determined by the patient’s
history and/or the risk assessment tool chosen by the provider.

“MME” means Morphine Milligram Equivalent. The use of MME allows
prescribers to equate the dosage of opioid in a given medication. e.g. compare
oxycodone with hydromorphone. A MME calculator can be found on the
Department of Health website.

“Misuse” means the use of a medication (with therapé
directed or as indicated whether willful or unintenti
or not. .

tent) other than as
1, and whether harm results

medical or nursing care;
3.17.2 rehabilitation services fo

"y

itrolled and observed conditions. In Vermont,
as “Hubs.”

ent who hasnot used opioids for more than seven

user byt does not include an order for medication that is dispensed for immediate
administration to the ultimate user (e.g., an order to dispense a drug to a bed
patient for immediate administration in a hospital is not a prescription).

“Residential care home™ means a place, however named, excluding a licensed
foster home, which provides, for profit or otherwise, room, board, and personal
care to three or more residents unrelated to the home operator. Residential care
homes shall be divided into two groups, depending upon the level of care they
provide, as follows:
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4.0

3.22.1 Level Ill, which provides personal care, defined as assistance with meals,
dressing, movement, bathing, grooming, or other personal needs, or
general supervision of physical or mental well-being, including nursing
overview and medication management as defined by the licensing agency
by rule, but not full-time nursing care; and

3.22.2 Level IV, which provides personal care, as described in subdivision (A) of
this subdivision (10), or general supervision of the physical or mental
well-being of residents, including medication management as defined by
the licensing agency by rule, but not other nursizn:
Defined in 33 V.S.A. §7102(10).

3.23  “Risk Assessment” means a process for predictin ient's likelihood of
misusing or abusing opioids in order to dev cument a level of
monitoring for that patient. An example o ¢ Screener and

Substance for the first time during ai ny patient, providers shall
adhere to the following universal rwisg’exempt by this rule.

4.1

4.3 Providé Patient Education and Informed Consent

4.3.1 Discussion of Risks: Prior to prescribing an opioid, a prescriber shall
have an in-person discussion with the patient regarding potential side
effects, risks of dependence and overdose, alternative treatments,
appropriate tapering and safe storage and disposal. If the patientis a
minor, or lacks legal competence, then the in-person discussion shall
take place between the prescriber and the patient’s parent, guardian, or
legal representative, unless otherwise provided for by law.
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4.32 Patient Education Sheet: Prior to prescribing an opioid, the
prescriber shall provide the patient with the Department of Health
patient education sheet published on the Department website, or a
written alternative provided that the sheet contains all of the topics
found in the Department-published sheet and is written in a fifth-grade
reading level or lower.

4.3.3 Informed Consent: Prior to prescribing an opioid, a prescriber shall
receive a signed informed consent from the patient, If the patientis a
minor or lacks the capacity to provide mform nsent, then the
patlent s parent, guardlan or legal representative may do so on the

al syndrome and potentlally
ith alcohol and/or other

5.0  Prescribing Opioids for Acute Pai%?

5.1

5.4

Ccribers with a framework for
oses for the shortest periods of time to be

These limits do not prohibit a provider from writing a second prescription (or
renewal/refill prescription) for the patient should that be necessary.

The framework provides four categories, each with its own limits, shown in
Figure 1.0 for adults ages 18 years old and older and Figure 2.0 for children ages
0-17 years old. The pain category into which a patient is placed is based on the
medical judgment of the prescriber.
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5.4.1 For adults ages 18 years old and older, should a provider prescribe an
average daily dose over 32 morphine milligram equivalents, the reason
must be justified in the medical record.

Figure 1.0 — Opioid Limits for Adults Ages 18 Years Old or Older

Average Duily Prescription TOTAL
MME ' MME bused on Cominon average
{alloving for exnecied duration of DALY pill counts
fapering)

Comunonly sssociated
injuries, conditions:und
surgeties

L

4 A e
)i‘,é]{fﬁ] . 0 3 £1 3 S0
N . s

her
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Figure 2.0 — Opioid Limits for Children Ages 0-17 Years

Average Daoily Preseription TOTAL
MME MME based on Commen average
{allowing for expected duration of DAIY pill counts
tapering) pain

Commonly ussociated
injuries, conditions and
surgeties

Long-acting opioids are not
to use a long-acting opioid

in for a sp

5.6

or acute pain, a’prescriber who is not the patient’s
vidershall€nsure a safe transition of care by making a
ommunicate with the patient’s primary care
ny relevant clinical information concerning the

- Care setting or specialty care setting, prescribers shall make a
onable effort to consult with that child’s primary care provider.

5.7 Exemptions

The following conditions, and those similar to them in the medical judgment
of the healthcare provider, are exempt from the limits found in section 5.4:

e Pain associated with significant or severe trauma
¢ Pain associated with complex surgical interventions, such as spinal
surgery
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e Pain associated with prolonged inpatient care due to post-operative
complications

e Medication-assisted treatment for substance use disorders
Patients who are not opioid naive
Other circumstances as determined by the Commissioner of Health

6.0  Prescribing Opioids for Chronic Pain

The following section outlines requirements for prescribing Sehiedule II, III or IV
opioids for chronic pain (pain lasting longer than 90 days),dfthe provider is
prescribing to the patient for the first time during acourse atment, the Universal

6.1.1 The prescriber shall cond,
evaluation and physical examin sipart.of the patient’s medical
record when prescribing opioids i

6.1.2 The prescriber sh: ( i ’S medlcal record any
6.13 The prescriber shall e%;uate and decument benefits and relative risks,

mclg%eg the risk for misusé;abuse, diversion, addiction, or overdose,
'dual patientof the use OyprOIdS pI'lOI’ to wrrtmg an

ent screeningtools are available on the
Health website.

Non-opioid alternatives up to a maximum recommended by the
FDA, including non-pharmacological treatments, have been
considered;

6.2.1.2 Trial use of the opioid;

6.2.1.3 Any applicable requirements to query the Vermont Prescription
Monitoring System;
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6.2.1.4 That the prescriber has asked the patient if he or she is
currently, or has recently been, dispensed methadone or
buprenorphine or prescribed and taken any other controlled
substance. The prescriber shall explain that this information is
important for the patient’s safety and that the patient is required
by law to disclose this information (18 V.S.A.§4223);

6.2.1.5 Receive, and include in the patient’s medical record, a signed
Controlled Substance Treatment Agreement from the patient,
or, if the patient lacks the capacity to ¢ informed
consent, from the patient’s legal représentative. This agreement
must include functional goals fo nt, dispensing
pharmacy choice, and safe stor4; ‘
It shall include other requizg

6.2.2 For the duration of the patient’s et of chronic pain with opioids,
the provider shall: ( Y

6.2.2.1 Schedule a
evaluations

ging chronic pain must be reevaluated no
90 days; and

6.3.1 The patient is not meeting the goals of treatment despite escalating
doses of controlled substances for pain;

6.32 The patient is at high-risk for substance misuse, abuse, diversion,
addiction, or overdose as determined by the patient’s history or a
screening undertaken pursuant to Section 1 of this rule;
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6.3.3 The prescriber has reasonable grounds to believe, or confirms, a
patient is misusing opioids or other substances;

6.3.4 The patient is seeing multiple prescribers and/or utilizing multiple
pharmacies;

6.3.5 The patient has been prescribed multiple controlled substances; or

6.3.6 The patient requests a referral.

6.4 Reevaluation of Treatment

6.4.1 Controlled Substance Treatment Agre

£ treatment with opioids. This may be best conducted by a
mental health or addictions professional; and

6.4.2.6 Any other related actions by the patient that may reasonably
lead a prescriber to modify the pain management regimen,
including but not limited to aberrant behaviors, early refills of
controlled substances, or other known risks associated with
misuse, abuse, diversion, addiction, or overdose.

6.4.2.7 Prior to prescribing a patient an average Morphine Milligram
Equivalent Daily Dose of 90 or more, a prescriber shall have an
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in-person discussion with the patient, regarding the increased
risk of fatal and non-fatal overdose, and any precautions the
patient should take. If the patient is a minor, or lacks legal
competence, then this in-person discussion shall take place
between the prescriber and the patient’s parent, guardian, or
legal representative, unless otherwise provided for by law.

6.4.3 Based on the reevaluation the prescriber shall determine and
document:

6.4.3.1 Whether to continue the treatment o
there are available alternatives; 4

with opioids or if

6.4.3.2 The possible need fora paigé a
pharmacological consultati

illresultin a
tment plan and alteration or
tion prescribing and dispensing,

uing the prescription. This
ction specialist.

6.5  Exemptions

Morphine Milligram Equivalent Daily Dose of 90 or more.

7.12 All patients receiving a prescription that results in concurrent use of an
opioid and benzodiazepines.

7.2  In cases where there is more than one prescriber involved in the patient’s care,
the prescriber responsible for meeting the requirements of 7.1 is the prescriber
writing the prescription triggering either 7.1.1 or 7.1.2.
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8.0 Prescription of Extended Release Hydrocodones and Oxycodones without Abuse
Deterrent Opioid Formulations

Whereas, extended release hydrocodones and oxycodones that are not manufactured as
Abuse-deterrent Opioids are easily misused, abused, diverted, and pose an increased

threat to those who unintentionally ingest them, this rule requires specific conditions for
their prescription that are in addition to provisions of Sections 4.0 through 7.0 of this rule.

8.1

Prior to prescribing an extended release hydrocodone o
not an Abuse-deterrent Opioid, the prescriber shall:

813

8.1.6

ycodone that is

Document in the patient’s medica ' %rﬁ’ any dia
support the use of an extendedselease hydrocodone or o
that is not an Abuse-deterrgnt Opioid fox pain relief;

Evaluate and document benefits
for misuse, abuse, diversion, addictiog overdose, for the individual
patient of the use'éf:extende tocodone or oxycodone that
is not an Abuse- o iti prescription for

such a substance.
Risk Assessment as defi i this rule;

fromhe patient, or, if the patient lacks the capacity to provide
consent, from the patient’s legal representative, that shall include
ion regarding the drug’s potential for misuse, abuse, diversion,
~iction; the risks associated with the drug for life-threatening
atory depression; potentially fatal overdose as a result of accidental
posure, especially in children; neonatal opioid withdrawal syndrome;

"and potentially fatal overdose when combining with alcohol;

Receive, and include in the patient’s medical record, a signed
Controlled Substance Treatment Agreement from the patient, or if the
patient lacks the capacity, from the patient’s legal representative. This
agreement must include functional goals for treatment, dispensing
pharmacy choice, safe storage and disposal of medication, and urine
testing (no less frequently than annually with the actual frequency to
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be determined by the clinician on the basis of the patient’s risk
assessment and ongoing behavior). It shall include other requirements
as determined by the prescriber, such as directly observed urine drug
testing and pill counts to reasonably and timely inform the prescriber
if the patient is misusing the prescribed substance;

8.1.7 Query VPMS and document it in the patient’s medical record. The
prescriber shall also document in the patient’s medical record:

8.1.7.1 A review of other controlled substanc
patient prior to the first prescription
hydrocodone or oxycodone that i

, \isg,%gibed to the
n extended-release
nAbuse-deterrent

hydrocodone or oxyc
Opioid as long as the patie
that amount; and

8.1.7.3 A queryno
Prescription

shall schedule and undertake periodic
' evalua‘uons (no less frequently than every 90 days),
g must be documented in the patient’s medical

;The possible need for a pain management or substance abuse
consultation; and

8.2.3 A provider explanation and a patient acknowledgement that a violation of
the agreement will result in a re-assessment of the patient’s treatment plan
and alteration or institution of controls over medication prescribing and
dispensing, which may include tapering or discontinuing the prescription.
This may occur after consultation with an addictions specialist.
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9.0  Prescribing Opioids for Hospice, and Hospice-eligible Patients

9.1

9.2

Patients who are terminally ill, receiving hospice services or who are hospice-
eligible are exempt from Sections 4 — 7 of this rule.

Prescribers shall comply with the following concerning patient education:

9.2.1

9.22

Safe Storage and Disposal: prior to prescribing an opioid, a prescriber
shall inform the patient regarding safe storage andrdisposal for patlents
recelvmg an opioid outside of a health care set the patient is a
minor, or lacks legal competence, the patie shall inform the patient’s
parent, guardian, or legal representative,d erwise provided for by
law.

Patient Education Sheet: priorto pres%ribing an opiot

prescriber shall
provide the patient with the D¢ /artment of Health patientie¢

tion sheet
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No. 173 Page 1 of 27
2016

No. 173. An act relating to combating opioid abuse in Vermont.

(S.243)
It is hereby enacted by the General Assembly of the State of Vermont:
* % * Vermont Prescription Monitoring System * * *
Sec. 1. 18 V.S.A. § 4284 is amended to read:

§ 4284. PROTECTION AND DISCLOSURE OF INFORMATION

% % %

(g) Following consultation with the Unified Pain Management-System

Controlled Substances and Pain Management Advisory Council and an

opportunity for input from stakeholders, the Department shall develop a policy
that will enable it to use information from VPMS to determine if individual
prescribers and dispensers are using VPMS appropriately.

(h) Following consultation with the Unified-Pain-Management-System
Controlled Substances and Pain Management Advisory Council and an
opportunity for input from stakeholders, the Department shall develop a policy

that will enable it to evaluate the prescription of regulated drugs by prescribers.

* %k %k

Sec. 2. 18 V.S.A. § 4289 is amended to read:
§ 4289. STANDARDS AND GUIDELINES FOR HEALTH CARE
PROVIDERS AND DISPENSERS
(a) Each professional licensing authority for health care providers shall

develop evidence-based standards to guide health care providers in the

VT LEG #317942 v.1



No. 173 Page 5 of 27
2016

* * * Rulemaking * * *
Sec. 2a. PRESCRIBING OPIOIDS FOR ACUTE AND CHRONIC PAIN;
RULEMAKING

(a)_The Commissioner of Health, after consultation with the Controlled

Substances and Pain Management Advisory Council, shall adopt rules

governing the prescription of opioids. The rules may include numeric and
temporal limitations on the number of pills prescribed. including a maximum

number of pills to be prescribed following minor medical procedures,

consistent with evidence-informed best practices for effective pain

management. The rules may require the contemporaneous prescription of

naloxone in certain circumstances. and shall require informed consent for

patients that explains the risks associated with taking opioids, including

addiction, physical dependence, side effects, tolerance. overdose, and death.

The rules shall also require prescribers prescribing opioids to patients to

provide information concerning the safe storage and disposal of controlled
substances.

(b) The Commissioner of Health, after consultation with the Board of
Pharmacy, retail pharmacists, and the Controlled Substances and Pain
Management Advisory Council, shall adopt rules regarding the circumstances

in which dispensers shall query the Vermont Prescription Monitoring System,

which shall include:

VT LEG #317942 v.1
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(1) prior to dispensing a prescription for a Schedule IT, II1, or IV opioid

controlled substance to a patient who is new to the pharmacy;

(2) when an individual pays cash for a prescription for a Schedule II, I1I,

or IV opioid controlled substance when the individual has prescription drug

coverage on file:

(3) when a patient requests a refill of a prescription for a Schedule I1,

IIL, or IV opioid controlled substance substantially in advance of when a refill

would ordinarily be due;

(4) when the dispenser is aware that the patient is being prescribed

Schedule II. IT1. or IV opioid controlled substances by more than one

prescriber; and

(5) _an exception for a hospital-based dispenser dispensing a quantity of

a Schedule II. 1. or IV opioid controlled substance that is sufficient to treat a

patient for 48 hours or fewer.

* * * Expanding Access to Substance Abuse Treatment
with Buprenorphine * * *
Sec. 3. 18 V.S.A. chapter 93 is amended to read:
CHAPTER 93. TREATMENT OF OPIOID ADDICTION
§ 4751. PURPOSE

It is the purpose of this chapter to authorize the department-of-health

Departments of Health and of Vermont Health Access to establish a regional

system of opioid addiction treatment.

VT LEG #317942 v.1
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Title 18 : Health
Chapter 084A : Vermont Prescription Monitoring System

(Cite as: 18 V.S.A. § 4289)
§ 4289. Standards and guidelines for health care providers and dispensers

(@) Each professional licensing authority for health care providers shall develop
evidence-based standards to guide health care providers in the appropriate prescription
of Schedules Il lll, and IV controlled substances for treatment of acute pain, chronic pain,
and for other medical conditions to be determined by the licensing authority. The
standards developed by the licensing authorities shall be consistent with rules adopted
by the Department of Health. The licensing authorities shall submit their standards to the
Commissioner of Health, who shall review for consistency across health care providers
and notify the applicable licensing authority of any inconsistencies identified.

(b)(1) Each health care provider who prescribes any Schedule i, lil, or IV controlled
substances shall register with the VPMS by November 15, 2013.

(2) If the VPMS shows that a patient has filled a prescription for a controlled
substance written by a health care provider who is not a registered user of VPMS, the
Commissioner of Health shall notify the applicable licensing authority and the provider
by mail of the provider’s registration requirement pursuant to subdivision (1) of this
subsection.

(3) The Commissioner of Health shall develop additional procedures to ensure that
all health care providers who prescribe controlled substances are registered in
compliance with subdivision (1) of this subsection.

(c) Except in the event of electronic or technological failure, health care providers shall
query the VPMS with respect to an individual patient in the following circumstances:

(1) at least annually for patients who are receiving ongoing treatment with an opioid
Schedule I, lll, or IV controlled substance;
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(2) when starting a patient on a Schedule Ii, lll, or IV controlled substance for
nonpalliative long-term pain therapy of 90 days or more;

(3) the first time the provider prescribes an opioid Schedule Il llI, or IV controlled
substance written to treat chronic pain; and

(4) prior to writing a replacement prescription for a Scheduie Il lll, or IV controlled
substance pursuant to section 4290 of this title.

(d)(1) Each dispenser who dispenses any Schedule I, lll, or IV controlled substances
shall register with the VPMS.

(2) Except in the event of electronic or technological failure, dispensers shall query
the VPMS in accordance with rules adopted by the Commissioner of Health.

(3) Pharmacies and other dispensers shall report each dispensed prescription for a
Schedule Il ill, or IV controlled substance to the VPMS within 24 hours or one business
day after dispensing.

(e) The Commissioner of Health shall, after consultation with the Vermont Prescription
Drug Advisory Council, adopt rules necessary to effect the purposes of this section. The
Commissioner and the Council shall consider additional circumstances under which
health care providers should be required to query the VPMS, including whether health
care providers should be required to query the VPMS prior to writing a prescription for
any opioid Schedule I, Ili, or IV controlled substance or when a patient requests renewal
of a prescription for an opioid Schedule Il lll, or IV controlled substance written to treat
acute pain, and the Commissioner may adopt rules accordingly.

(f) Each professional licensing authority for health care providers and dispensers shall
consider the statutory requirements, rules, and standards adopted pursuant to this
section in disciplinary proceedings when determining whether a licensee has complied
with the applicable standard of care. (Added 2013, No. 75, § 11; amended 2015, No. 173
(Adj. Sess.), 8 2; 2019, No. 82,8 8)
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Title 3 : Executive
Chapter 025 : Administrative Procedure
Subchapter 001 : General Provisions
(Cite as: 3V.S.A. § 801)
§ 801. Short title and definitions
(a) This chapter may be cited as the “Vermont Administrative Procedure Act.”

(b) As used in this chapter:

(1) “Agency” means a State board, commission, department, agency, or other entity
or officer of State government, other than the Legislature, the courts, the Commander in
Chief, and the Military Department, authorized by law to make rules or to determine
contested cases.

(2) “Contested case” means a proceeding, including but not restricted to rate-
making and licensing, in which the legal rights, duties, or privileges of a party are
required by law to be determined by an agency after an opportunity for hearing.

(3) “License” includes the whole or part of any agency permit, certificate, approval,
registration, charter, or similar form of permission required by law.

(4) “Licensing” includes the agency process respecting the grant, denial, renewal,
revocation, suspension, annulment, withdrawal, or amendment of a license.

(5) “Party” means each person or agency named or admitted as a party, or properly
seeking and entitled as of right to be admitted as a party.

(6) “Person” means any individual, partnership, corporation, association,
governmental subdivision, or public or private organization of any character other than
an agency.

(7) “Practice” means a substantive or procedural requirement of an agency,
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affecting one or more persons who are not employees of the agency, that is used by the
agency in the discharge of its powers and duties. The term includes all such
requirements, regardless of whether they are stated in writing.

(8) “Procedure” means a practice that has been adopted in writing, either at the
election of the agency or as the result of a request under subsection 831(b) of this title.
The term includes any practice of any agency that has been adopted in writing, whether
or not labeled as a procedure, except for each of the following:

(A) a rule adopted under sections 836-844 of this title;

(B) a written document issued in a contested case that imposes substantive or
procedural requirements on the parties to the case;

(C) a statement that concerns only:

(i) the internal management of an agency and does not affect private rights or
procedures available to the public;

(i) the internal management of facilities that are secured for the safety of the
public and the individuals residing within them; or

(iii) guidance regarding the safety or security of the staff of an agency or its
designated service providers or of individuals being provided services by the agency or
such a provider;

(D) an intergovernmental or interagency memorandum, directive, or
communication that does not affect private rights or procedures available to the public;

(E) an opinion of the Attorney General; or

(F) a statement that establishes criteria or guidelines to be used by the staff of an
agency in performing audits, investigations, or inspections, in settling commercial
disputes or negotiating commercial arrangements, or in the defense, prosecution, or
settlement of cases, if disclosure of the criteria or guidelines would compromise an
investigation or the health and safety of an employee or member of the public, enable
law violators to avoid detection, facilitate disregard of requirements imposed by law, or
give a clearly improper advantage to persons that are in an adverse position to the State.

(9) “Rule” means each agency statement of general applicability that implements,
interprets, or prescribes law or policy and that has been adopted in the manner provided
by sections 836-844 of this title.

(10) “Incorporation by reference” means the use of language in the text of a
regulation that expressly refers to a document other than the regulation itself.

(1) “Adopting authority” means, for agencies that are attached to the Agencies of
Administration, of Commerce and Community Development, of Natural Resources, of
Human Services, and of Transportation, or any of their components, the secretaries of
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those agencies; for agencies attached to other departments or any of their components,
the commissioners of those departments; and for other agencies, the chief officer of the
agency. However, for the procedural rules of boards with quasi-judicial powers, for the
Transportation Board, for the Vermont Veterans’ Memorial Cemetery Advisory Board,
and for the Fish and Wildlife Board, the chair or executive secretary of the board shall be
the adopting authority. The Secretary of State shall be the adopting authority for the
Office of Professional Regulation.

(12) “Small business” means a business employing no more than 20 full-time
employees.

(13)(A) “Arbitrary,” when applied to an agency rule or action, means that one or
more of the following apply:

(i) There is no factual basis for the decision made by the agency.

(i) The decision made by the agency is not rationally connected to the factual
basis asserted for the decision.

(iii) The decision made by the agency would not make sense to a reasonable
person.

(B) The General Assembly intends that this definition be applied in accordance
with the Vermont Supreme Court’s application of “arbitrary” in Beyers v. Water
Resources Board, 2006 VT 65, and In re Town of Sherburne, 154 Vt. 596 (1990).

(14) “Guidance document” means a written record that has not been adopted in
accordance with sections 836-844 of this title and that is issued by an agency to assist
the public by providing an agency’s current approach to or interpretation of law or
describing how and when an agency will exercise discretionary functions. The term does
not include the documents described in subdivisions (8)(A) through (F) of this section.

(15) “Index” means a searchable list of entries that contains subjects and titles with
page humbers, hyperlinks, or other connections that link each entry to the text or
document to which it refers. (Added 1967, No. 360 (Adj. Sess.), § 1, eff. July 1, 1969;
amended 1981, No. 82, § 1; 1983, No. 158 (Adj. Sess.), eff. April 13, 1984, 1985, No. 56, § 1;
1985, No. 269 (Adj. Sess.), 8 4; 1987, No. 76, § 18; 1989, No. 69, § 2, eff. May 27, 1989;
1989, No. 250 (Adj. Sess.), § 88; 2001, No. 149 (Adj. Sess.), § 46, eff. June 27, 2002; 2017,
No. 113 (Adj. Sess.), § 3; 2017, No. 156 (Adj]. Sess.), § 2.)
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Deadline: Dec 30, 2023

The deadline for public comment has expired. Contact the agency or primary contact person
listed below for assistance.

Rule Details
Rule Number: 23P041
Title: Rule Governing the Prescribing of Opioids for Pain.
Type: Standard
Status: Final Proposed
Agency: Department of Health, Agency of Human Services
Legal Authority: Section 2a (a) Act 173 (2016), 18 V.S.A § 4289 (e); Section

14(e) of Act 75 (2013), and 3 V.S.A § 801(b)(11)

This rulemaking replaces "naloxone" with "opioid
Summary: antagonist” to allow for a broader range of medications that
can be co-prescribed with opioids when required.

Healthcare providers required to co-prescribe an opioid

Persons Affected: antagonist; Patients who are prescribed an opioid

antagonist; Medicare, Medicaid and private insurers that

are paying for these prescriptions.

Lower-cost alternatives to naloxone are expected to be
Economic Impact: available to patients soon, providing a benefit to patients,
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Medicaid, Medicare, and insures that are paying for the
prescriptions.

Posting date: Oct 25,2023

Hearing Information

Information for Hearing # 1
12-19-2023 1:00 PM &

Hearing date:

Location: Dept. of Health, Conference Room 3B

Address: 108 Cherry Street

City: Burlington

State: VT

Zip: 05401

Hearing Notes: Call in (audio only) +1 802-828-7667,,578834881# United

States, Montpelier Phone Conference ID: 578 834 881#

Contact Information

Information for Primary Contact

PRIMARY CONTACT PERSON - A PERSON WHO IS ABLE TO ANSWER QUESTIONS
ABOUT THE CONTENT OF THE RULE.

Level: Primary

Name: Natalie Weill

Agency: Department of Health, Agency of Human Services
Address: 108 Cherry Street

City: Burlington

State: VT

Zip: 05401

Telephone: 802-863-7280

Fax: 802-951-1275

Email: ahs.vdhrules@vermont.gov

5

ENE A COMMERT

Website  https://www.healthvermont.gov/laws-regulations/laws/public-comment
Address: Vitw WERsitE

Information for Secondary Contact

SECONDARY CONTACT PERSON - A SPECIFIC PERSON FROM WHOM COPIES OF
FILINGS MAY BE REQUESTED OR WHO MAY ANSWER QUESTIONS ABOUT FORMS
SUBMITTED FOR FILING IF DIFFERENT FROM THE PRIMARY CONTACT PERSON.

Level: Secondary

Name: Brendan Atwood

Agency: Department of Health, Agency of Human Services
Address: 108 Cherry Street

City: Burlington
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By law, public notice of proposed rules must be given by publication in newspapers of record. The purpose of
these notices is to give the public a chance to respond to the proposals. The public notices for administrative
rules are now also available online at https://secure.vermont.gov/S0S/rules/ . The law requires an agency to
hold a public hearing on a proposed rule, if requested to do so in writing by 25 persons or an association
having at least 25 members.

To make special arrangements for individuals with disabilities or special needs please call or write the contact
person listed below as soon as possible.

To obtain further information concerning any scheduled hearing(s), obtain copies of proposed rule(s) or
submit comments regarding proposed rule(s), please call or write the contact person listed below. You may
also submit comments in writing to the Legislative Committee on Administrative Rules, State House,
Montpelier, Vermont 05602 (802-828-2231).

Rules Governing Medications for Opioid Use Disorder.
Vermont Proposed Rule: 23P047
AGENCY: Agency of Human Services, Department of Health

CONCISE SUMMARY: This rule establishes the requirements for providers treating patients with opioid use
disorder (OUD). On December 29, 2022, Congress eliminated the federal requirement for healthcare providers
who dispense medication for opioid use disorder to obtain an "X Waiver" prior to dispensing buprenorphine
and ended the program that issued those waivers. However, the legislation does not impact current state
regulations; the current (non-emergency) Vermont MOUD regulations still require providers to obtain this X
Waiver (which is no longer obtainable) in order to dispense buprenorphine to treat substance use disorder.
This rule eliminates the X Waiver requirements. Doing so will ensure Vermont's MOUD regulations do not
inhibit access to MOUD providers by those in need. The rule also aligns telehealth requirements with federal
law. Finally, a number of clarifications, terminology updates, and formatting changes were made.

FOR FURTHER INFORMATION, CONTACT: Brendan Atwood, Vermont Department of Heaith, 108 Cherry Street,
Burlington, VT 05401 Tel: 802-863-7280 Fax: 802-951-1275 E-Mail: ahs.vdhrules@vermont.gov. URL:
https://www.healthvermont.gov/laws-regulations/laws/public-comment.

FOR COPIES: Natalie Weill, Vermont Department of Health, 108 Cherry Street, Burlington, VT 05401 Tel: 802-
863-7280 Fax: 802-951-1275 E-Mail: ahs.vdhrules@vermont.gov.
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