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(b) (11) for a definition), I approve the contents of this filing entitled:

Administrative Rules of the Board of Pharmacy

Sarah Copeland Hanzas ,on 10/20/2025
(signature) (date)

Printed Name and Title:
Sarah Copeland-Hanzas
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State of Vermont Sarah Copeland Hanzas, Secretary of State
- Office of the Secretary of State S. Lauren Hibbert, Deputy Secretary

Office of Professional Regulation Jennifer B. Colin, Director
89 Main Street, 3rd Floor

Montpelier, VT 05620-3402

sos.vermont.gov

Rep. Trevor Squirrell, Chair

Legislative Committee on Administrative Rules
Vermont State House

Montpelier, Vermont

By email to lindsey.schreier@vtleg.gov

October 20, 2025
Re: Final Proposed Administrative Rules for the Board of Pharmacy
Dear Representative Squirrell and Committee Members:

Please find enclosed the final proposed Administrative Rules for the Board of Pharmacy
and related documents, which were filed with the Secretary of State today.

I would be happy to answer any questions the Committee may have about the proposed
final rules before your next meeting. Please feel free to contact me at
emily.b.tredeau@vermont.gov.

Sincerely,

/s/ Emily Tredeau
Emily Tredeau
Staff Attorney

c: Louise F. Corliss, APA Rules, Vermont Secretary of State

Enc: APA filing forms

Final Proposed Rules

Annotated rule

Written comments received

A summary of those comments and agency responses

ICAR minutes approving the proposed Rules with recommendations
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Administrative Procedures
Final Proposed Filing — Coversheet

1. TITLE OF RULE FILING: '
Administrative Rules of the Board of Pharmacy

2. PROPOSED NUMBER ASSIGNED BY THE SECRETARY OF STATE
25P 001 '

3. ADOPTING AGENCY: ,
Secretary of State, Office of Professional Regulation

4. PRIMARY CONTACT PERSON:
(4 PERSON WHO IS ABLE TO ANSWER QUESTIONS ABOUT THE CONTENT OF THE RULE).

Name: Emily Tredeau
Agency: Office of Professional Regulation

Mailing Address: 89 Main St., 3*@ Fl., Montpelier, VT
05602-3402 ’

Telephone: 802-828-1505 Fax:
E-Mail: emily.b.tredeau@vermont.gov

Web URL (WHERE THE RULE WILL BE POSTED):
https://sos.vermont.gov/pharmacy/statutes-rules~-
resources/

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: Carrie Phillips
Agency: Office of Professional Regulation

Mailing Address: 89 Main St., 3rd Fl., Montpelier, VT
05602-3402

Telephone: 802-828-1505 Fax:
E-Mail: carrie.phillips@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:
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Administrative Procedures
Final Proposed Filing — Coversheet

10.

11.

12.

13.

(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).

26 V.S.A. § 2032 (Board of Pharmacy mandated to make
rules) '

3 V.S.A. § 123 (a) (11) (Secretary of State as adopting
authority for Board rules)

EXPLANATION OF HOW THE RULE IS WITHIN THE AUTHORITY OF
THE AGENCY: 4

The agency is authorized to adopt rules "necessary to
carry out the purposes of the provisions of" the
pharmacy subchapter, 26 V.S.A. ch. 36; determining the
scope of the practice of clinical pharmacy, specifying
required elements of a collaborative practice
agreement, prohibiting conflicts of interest and other
ethical concerns, limiting short-term pharmacist
prescribing, and establishing privacy standards, id. §
2023; specifying the scope of practice of pharmacy,
licensure qualifications, procedural rights, pharmacy
technician rules, and inspections, defining internship
requirements, and requiring continuing education, id. §
2032; creating standards for creating, licensing, and
operating remote pharmacies, id. § 2042; setting
criteria for pharmacy professionals' licensure and
professional responsibility, id. §§ 2061, 2062;
notifications required of pharmacies, id. § 2063; and
pharmacy recordkeeping, inspections, monitoring, and
background checks, id. § 2068.

. THE FILING HAS CHANGED SINCE THE FILING OF THE PROPOSED

RULE.

THE AGENCY HAS INCLUDED WITH THIS FILING A LETTER
EXPLAINING IN DETAIL WHAT CHANGES WERE MADE, CITING CHAPTER
AND SECTION WHERE APPLICABLE.

SUBSTANTIAL ARGUMENTS AND CONSIDERATIONS WERE 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 INCLUDED A LETTER EXPLAINING IN DETAIL

THE REASONS FOR THE AGENCY’S DECISION TO REJECT OR ADOPT
THEM.
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Administrative Procedures
Final Proposed Filing — Coversheet

14. CONCISE SUMMARY (150 WORDS OR LESS):
This update reflects changes in pharmacy’s legal and
practice landscape since 2015 by regulating, among
other things: _
- new types of pharmacy entity, such as virtual
distributors and manufacturers, 503B outsourcers, and
third-party logistics providers;
—-continuing education requirements related to opioid
prescribing;
-devices containing prescription drugs; and
-changes to prescriptions for schedule II controlled
substances.

The rule also reflects statutory changes to pharmacy
professionals’ scopes of practice, including

immunizations, and simplifies the licensing of pharmacy

technicians into a single credential instead of the
current two-tiered system. The rule creates standards

for workplace conditions pharmacy staffing necessary to

protect the public. The rule streamlines and narrows
the legal duties of Pharmacy Managers, clarifying that
licensed pharmacies are themselves responsible for
compliance with the Rules.

15. EXPLANATION OF WHY THE RULE IS NECESSARY:

Since the rule was last amended in 2015, the General
Assembly has made significant changes to the general
laws of professional regulation, aimed at streamlining
the licensing process, promoting uniformity and
consistency among licensing programs, responding to
changes in federal antitrust jurisprudence. Federal
regulators have also created new types of pharmacy
entities, such as 503B outsourcers and third-party
logistics providers. The proposed rule addresses
Vermont statutes' application to these entities. The
proposed rule also eliminates a previous rule that.
required national certification for pharmacy
technicians, which had proven to be a significant
hardship for pharmacies. The proposed rule also

addresses workplace wellbeing issues. The amended rules

are also half the length of the existing rules,
reducing the burden of compliance for professionals
governed by them.
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Administrative Procedures
Final Proposed Filing — Coversheet

16. EXPLANATION OF HOW THE RULE IS NOT ARBITRARY:

The rule has been developed carefully in multiple duly-
warned public meetings of the Vermont Board of
Pharmacy. Board members appointed by the Governor on
the strength of their professional qualifications have
worked collaboratively with agency legal staff and
stakeholders from the public and private sectors to
ensure that the rule responds rationally and
appropriately to substantial legal and practical
developments bearing on pharmacy licensing, regulation,
and practice. The Board and Office of Professional
Regulation have been guided by clear State licensing
policy, set out at 26 V.S.A., Ch. 57, which establishes
that the purpose of occupational and professional
regulation is to protect the public health, safety, and
welfare by the least restrictive means necessary to
achieve those ends.

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

Vermont-licensed pharmacists, pharmacy technicians,
pharmacy interns and pharmacy entities both within and
outside Vermont (pharmacies, manufacturers, wholesale
drug outlets, third-party logistics providers, 503B
outsourcers); Vermont Department of Health; Vermont
Board of Medical Practice; Green Mountain Care Board;
Department of Vermont Health Access; Vermont
Assoclation of Hospitals and Health Systems; Vermont
Pharmacists Association; Vermont Medical Society;
Vermont Society of Health System Pharmacists; hospitals
and their patients; pharmacy patients; patients of
pharmacies and hospitals, clinical healthcare
providers; Department of Financial Regulation.

18. BRIEF SUMMARY OF ECONOMIC IMPACT (150 WORDS OR LESS):

The most significant economic .impact will likely be on
certain nonresident drug outlets, which will be required to
submit an inspection report every 2 years instead of the
current requirement of every 3 years.

Other impacts include streamlining and clarifying the
rules, which should reduce drug outlets' administrative and
legal costs. Removing the requirement of national
certification of pharmacy technicians and adding new
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Administrative Procedures
Final Proposed Filing — Coversheet

training options should make it easier for business to
staff their pharmacies.

The rules expand the scope of activities pharmacists may
delegate to pharmacy technicians and of activities not
requiring technician licensure, such as delivering drugs to .
a pharmacy or working as a cashier This should ease
pharmacy staffing problems by expanding the pool of
eligible workers.

The rule revisions are revenue- and cost-neutral to the.
State.

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: 2/18/2025

Time: 02:00 PM

Street Address: 89 Main St., Suite 3, Montpelier, VT
Zip Code: 05602

URL for Virtual: MS Teams at https://www.microsoft.com/en-
us/microsoft-teams/join-a-meeting

Meeting ID: 293 389 690 612

Passcode: 9Th7n98t

By phone: 1-802-828-7667, conference ID 168 777 875#

Date: 2/19/2025

Time: 10:00 AM

Street Address: 89 Main St., Suite 3, Montpelier, VT
Zip Code: 05602

URL for Virtual: MS Teams at https://www.microsoft.com/en-
us/microsoft-teams/join-a-meeting

Meeting ID: 257 060 957 271

Passcode: HJj2ZQ2MN

By phone: 1-802-828-7667, conference ID 207 994 027#

Date: 2/20/2025

Revised January 10, 2023 : page 6



Administrative Procedures
Final Proposed Filing — Coversheet

21.

Time: 06:00 PM
Street Address: 89 Main St., Suite 3, Montpelier, VT
Zip Code: 05602

URL for Virtual: MS Teams at https://www.microsoft.com/en-
us/microsoft-teams/join-a-meeting

Meeting ID: 212 020 234 592

Passcode: RE2J2EA2

By phone: 1-802-828-7667, conference ID 301 656 014#

Date:

Time: AM
Street Address:

Zip Code:

URL for Virtual:

DEADLINE FOR COMMENT (NO EARLIER THAN 7 DAYS FOLLOWING LAST HEARING):
3/31/2025

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

pharmacy

pharmacist

drug

controlled substance
FDA
DEA

prescribe

prescription

compounding

medication

pharmaceutical

medical

immunize

immunization

vaccine
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Administrative Procedures
Final Proposed Filing — Coversheet

~clinical
intern
technician
inspection
USP

regulation
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Administrative Procedures
Adopting Page

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 Vermont Rules as a basis for the annotated version. New rules
need not be accompanied by an annotated text.

1. TITLE OF RULE FILING:
Administrative Rules of the Board of Pharmacy

2. ADOPTING AGENCY:
Secretary of State, Office of Professional Regulation

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.

e 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):

15-038; effective September 15, 2015

Revised January 10, 2023 page 1



Administrative Procedures
Economic Impact Analysis

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 and taxpayers 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:
Administrative Rules of the Board of Pharmacy

2. ADOPTING AGENCY:
Secretary of State, Office of Professional Regulation

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:

Vermont-licensed pharmacists, pharmacy technicians,
pharmacy interns and pharmacy entities both in VT and
nonresident (pharmacies, manufacturers, wholesale drug
outlets, third-party logistics providers, 503B
outsourcers); Vermont Association of Pharmacists;
Vermont Department of Health; Vermont Board of Medical
Practice; Green Mountain Care Board; Department of
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Administrative Procedures
Economic Impact Analysis

Vermont Health Access; Vermont Association of Hospitals
and Health Systems; Vermont Medical Society; Vermont
Society of Health System Pharmacists; hospitals and
their patients; pharmacy patients; patients of
pharmacies and hospitals, clinical healthcare
providers.

Costs: The most significant economic impact will likely
be on certain nonresident drug outlets, which will be
required to submit an inspection report every 2 years
instead of the current requirement of every 3 years.
Drug outlets located in jurisdictions that do not
inspect at least every 3 years will, for some renewal
cycles, have to pay for inspections to comply. The
National Association of Boards of Pharmacy, a major
provider of inspections, currently charges between
$4,750 and $10,500 per inspection, depending on the
type of pharmacy.

In addition, pharmacies currently staffed below levels
acceptable under these rules will need to increase
staffing. Pharmacies that do not already have rule-
compliant Continuous Quality Improvement programs will
have to establish them. Pharmacies that currently
employ untrained pharmacy technicans will have to
provide training as needed.

Benefits: The rules could decrease staffing costs by
allowing pharmacy managers, preceptors, and satellite
pharmacy coordinating pharmacists with fewer years of
experience than currently required; increased '
opportunity for pharmacists to work remotely; increased
opportunity for satellite pharmacies; and increased
opportunity for centralized prescription processing. In
addition, removing the requirement of national
certification of pharmacy technicians and adding new
training options should make it easier for business to
staff their pharmacies. ‘ e

The rules expand the scope of activities pharmacists
may delegate to pharmacy technicians and of activities
not requiring technician licensure, such as delivering
drugs to a pharmacy or working as a cashier. This

Revised January 10, 2023 page 2



Administrative Procedures
Economic Impact Analysis

should ease pharmacy staffing pressure by expandlng the
pool of eligible workers.

The rule revisions are revenue- and cost-neutral to the
State.

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: '

The nature of this rule is such that it will have no
impact on public education, public schools, local
school districts, or taxpayers.

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.

No alternatives were considered because there are no
costs to ameliorate.

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):

The proposed rule would ease small business practice by
streamlining and clarifying the rules with which
independent pharmacies must comply. In addition,
removing the requirement of national certification for
pharmacy technicians would add new training options and
relieve small pharmacies from having to terminate
appropriately trained technicians who chose not to =
become nationally certified. This change will make it
easier for small businesses to staff their pharmacies.
Removing the national certification requirement would
also ease staffing pressures in smaller critical access
hospitals. '

Workplace wellbeing regulations would require small
businesses to plan for adequate breaks and required

. staffing. Long-term, it is hoped that these regulations
will improve all pharmacies' ability to retain talent
and will put businesses that already prioritize
employee wellbeing on a level playing field.
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Administrative Procedures
Economic Impact Analysis

For small nonresident entities, the change from an
inspection no older than 3 years to no older than 2
years as a requirement for a complete renewal
application could possibly result in additional costs-
of-doing-business here if they are in a state that will
not do inspections upon request, leading them to pay’
for an inspection by an approved organization.

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.

It is not appropriate for small businesses to reduce
the cost/burden of compliance with these Rules apart
from the adoption of efficient practices across all
aspects of their business. The purpose of the Rules is
to protect the public from conduct that could be lethal
if performed unprofessionally. The need for this
protection applies equally to small independent
pharmacies as to large institutional or chain
pharmacies. The rules already eliminate avoidable costs
associated with compliance by using an all-electronic
licensing system and by permitting electronic
recordkeeping and management of reference tools.

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:
Having no rule on the practice of pharmacy would, in
the long run, be very costly to all pharmacies,
including small and independent pharmacies. The drug
supply 1is regulated by federal agencies (FDA, DEA)
setting standards that are enforced by state boards of
pharmacy via licensing. If the Board of Pharmacy
abdicated that role by failing to promulgate and
maintain administrative rules, in the long run
independent pharmacies would suffer massive liability
to consumers.and federal enforcement authorities.

Separate requirements for small business would be
inappropriate because the risk to the public posed by
the unsafe practice of pharmacy is Jjust as serious in
independent pharmacies as in larger pharmacies. Many of
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Administrative Procedures
Economic Impact Analysis

the costs of compliance, such as licensing fees for
pharmacies and pharmacy professionals, automatically
scale to the size of the business because fewer staff
and locations means fewer licenses.

9. SUFFICIENCY: DESCRIBE HOW THE ANALYSIS WAS CONDUCTED, IDENTIFYING

RELEVANT INTERNAL AND/OR EXTERNAL SOURCES OF INFORMATION USED. v
This analysis was conducted by consideration of the
nature of the rules.

Revised January 10, 2023 page 5



Administrative Procedures
Environmental Impact Analysis

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:

Impacts on the emission of greenhouse gases
Impacts on the discharge of pollutants to water
Impacts on the arability of land

Impacts on the climate

Impacts on the flow of water

Impacts on recreation

Or other environmental impacts

1. TITLE OF RULE FILING:

Administrative Rules of the Board of Pharmacy
2. ADOPTING AGENCY:
Secretary of State, Office of Professional Regulation

3. GREENHOUSE GAS: EXPLAIN HOW THE RULE IMPACTS THE EMISSION OF
GREENHQUSE GASES ( E.G. TRANSPORTATION OF PEOPLE OR GOODS; BUILDING
INFRASTRUCTURE; LAND USE AND DEVELOPMENT, WASTE GENERATION, ETC. ) 5
The proposed updated rules make explicit that patient
records may be maintained in solely electronic form.
This practice 1s already permissible under the existing
rules, but based on inquires OPR receives from
licensees, some licensees still believe that paper
records are required. The proposed updated rules will
reduce the emission of greenhouse gases by eliminating
printing resulting from confusion about the current
rule.

The proposed updated rules also expand opportunities
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Administrative Procedures
Environmental Impact Analysis

for the practice of telepharmacy, for centralized
prescription processing, and for satellite pharmacy. If
licensees take advantage of these opportunities, the
amount of driving needed for pharmacy professionals and
patients to access physical pharmacies may be reduced,
resulting in decreased emission of greenhouse gases.

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.):

The rule has no impact on water. Disposal of drugs
could affect water quality, but requirements for
disposal of unsalable drugs are set by federal
reqgulation and not affected by this rule.

5. LAND: EXPLAIN HOW THE RULE IMPACTS LAND ( E.G. IMPACTS ON FORESTRY,
AGRICULTURE ETC.):
This rule has no direct impact on land. Indirectly, the
rule could marginally reduce the use of land for waste
processing or for paper forestry by reducing the use of
paper as discussed in the response to question 3.

6. RECREATION: EXPLAIN HOW THE RULE IMPACTS RECREATION IN THE STATE:
This rule has no impact on recreation.

7. .CLIMATE: EXPLAIN HOW THE RULE IMPACTS THE CLIMATE IN THE STATE:
The impact on climate is identical to the impact on
greenhouse gas, discussed in the response to gquestion
3.

8. OTHER: EXPLAIN HOW THE RULE IMPACT OTHER ASPECTS OF VERMONT’S

ENVIRONMENT:
The rule has no other impact on Vermont's environment.

9. SUFFICIENCY : DESCRIBE HOW THE ANALYSIS WAS CONDUCTED, IDENTIFYING
RELEVANT INTERNAL AND/OR EXTERNAL SOURCES OF INFORMATION USED.
This analysis was conducted by considering the subject
matter of the rules and their extremely limited impact
on the environment.

Revised January 10, 2023 page 2



Administrative Procedures
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:

Administrative Rules of the Board of Pharmacy
2. ADOPTING AGENCY:
Secretary of State, Office of Professional Regulation

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:

The proposed rule was discussed at length at public
warned meetings of the Board of Pharmacy and developed
in collaboration with the Board. The public had the
opportunity to comment at those meetings. In addition,
stakeholders discussed below in paragraph 4 will be
contacted and informed of the times of public hearings
and invited to participate and/or submit written
comment.

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

In addition, following stakeholders are/have been aware
of and/or have participated in the drafting process (to
varying levels): Vermont Pharmacists Association,
Vermont Medical Society, Board of Medical Practice,
lobbyists/members of the National Association of Chain
Drug Stores, Vermont Retail Druggists, representatives
from various pharmacy industry sectors (Cardinal Health
telepharmacy and others), Vermont Association of
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Public Input ‘

Hospitals and Health Systems, Vermont Medical Society,
- Board of Medical Practice, Vermont Society of Health

System Pharmacists, the Department of Financial
Regulation, and the National Association of Boards of
Pharmacy. These entities will also be informed of
public hearings on the Rule and invited to submit
written comments.
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Administrative Procedures
Incorporation by Reference

Incorporation by Reference

THIS FORM IS ONLY REQUIRED WHEN INCORPORATING MATERIALS
BY REFERENCE. PLEASE REMOVE PRIOR TO DELIVERY IF IT
DOES NOT APPLY TO THIS RULE FILING:

Instructions:

In completing the incorporation by reference statement, an agency describes any
materials that are incorporated into the rule by reference and how to obtain copies.

This form is only required when a rule incorporates materials by referencing another
source without reproducing the text within the rule itself (e.g., federal or national
standards, or regulations).

Incorporated materials will be maintained and available for inspection by the Agency.

1. TITLE OF RULE FILING:
Administrative Rules of the Board of Pharmacy
2. ADOPTING AGENCY:
Secretary of State, Office of Professional Regulation
3. DESCRIPTION (DESCRIBE THE MATERIALS INCORPORATED BY REFERENCE):
Code of Federal Regulations (C.F.R.)
United States Code (U.S.C.)
Vermont Statutes (V.S.A.)
United States Pharmacopeia National Formulary (USP-NF)

The American Society of Health System Pharmacists’
“ASHP Guidelines on the Safe Use of Automated
Dispensing Cabinets"

The American Pharmacists Association's "Code of Ethics
for Pharmacists"

The National Institute of Occupational Health's
"Procedures for Developing the NIOSH List of Hazardous
Drugs in Healthcare Settings"
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Administrative Procedures
Incorporation by Reference

4. FORMAL CITATION OF MATERIALS INCORPORATED BY
REFERENCE:

United States Pharmacopeial Convention, United States
Pharmacopeia and National Formulary, 2023 and
subsequent revisions.

. American Pharmacists Association, "Code of Ethics for Pharmacists,"
https://www.pharmacist.com/Code-of-Ethics

American Society of Health System Pharmacists, “ASHP
Guidelines on the Safe Use of Automated Dispensing
Cabinets," available at https://www.ashp.org/-
/media/assets/policy-guidelines/docs/guidelines/safe-
use-of-automated-dispensing-devices.ashx

National Institute of Occupational Health,
"Procedures for Developing the NIOSH List of
Hazardous Drugs in Healthcare Settings," available at
https://www.cdc.gov/niosh/docs/2023-129/default.html.

1 Vv.S.A. § 128

3 V.S.A. § 127

3 V.S.A. § 129

3 V.S.A. § 129a
18 V.S.A. § 4215b
18 V.S.A. § 4289
18 v.S.A. § 1129
18 V.S.A. § 4064a
18 V.S.A. § 4201
18 V.S.A. § 4213
18 v.S.A. § 4215
18 V.S.A. § 9432
18 V.S.A. Ch. 17
26 V.S.A. § 2042a
26 V.S.A. § 2021
26 V.S.A. § 2022
26 V.S.A. § 2023
26 V.S.A. § 2032
26 V.S.A. § 206l
26 V.S.A. § 2069
26 V.S.A. ch. 36
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33 V.S.A. § 7102

205.50

19 C.F.R. §

21 C.F.R. § 1300.01

21 C.F.R. § 1301.74

21 C.F.R. § 1301.76

42 C.F.R. § 320

21 U.S.C. § 353a

21 U.S.C. § 353b

42 U.S.C. § 299b-22

42 U.S.C. § 299b-24
42 C.F.R. § 320

5. OBTAINING COPIES: (EXPLAIN WHERE THE PUBLIC MAY OBTAIN THE MATERIAL(S) IN
WRITTEN OR ELECTRONIC FORM, AND AT WHAT COST):

The entire Code of Federal Regulations (C.F.R.) 1is
available free online at ecfr.gov and also at the
Cornell Library of Vermont Law and Graduate School.

The entire United States Code (U.S.C.) is available
free online at uscode.house.gov and also at the Cornell
Library of Vermont Law and Graduate School.

All Vermont Statutes (V.S.A.) are available free online
at legislature.vermont.gov/statutes and also at the
Cornell Library of Vermont Law and Graduate School.

The United States Pharmacopeia National Formulary is
available online at store.uspnf.org. An annual single-
user subscription currently costs $700.

- The American Society of Health System Pharmacists’
“ASHP Guidelines on the Safe Use of Automated
Dispensing Cabinets" is available free online at
https://www.ashp.org/-/media/assets/policy-
guidelines/docs/guidelines/safe-use-of-automated-
dispensing-devices.ashx

The American Pharmacists Association's "Code of Ethics
for Pharmacists" is available free online at
https://www.pharmacist.com/Code-of-Ethics

The National Institute of Occupational Health's
"Procedures for Developing the NIOSH List of Hazardous
"Drugs in Healthcare Settings” is available free online

Revised January 10, 2023 page 3



Administrative Procedures
Incorporation by Reference

at https://www.cdc. gov/nlosh/docs/2023—
129/default.html.

6. MODIFICATIONS (PLEASE EXPLAIN ANY MODIFICATION TO THE INCORPORATED
MATERIALS E.G., WHETHER ONLY PART OF THE MATERIAL IS ADOPTED AND IF SO, WHICH

PART(S)ARE MODIFIED):

None.

Run Spell Check
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From: Robert Elkins

To: s:iﬁe&f&mmmﬁ
Subject: Comment reg; g the p inistrative Rules
Date: Monday, March 31, 2025 8: 52 26 PM

Attachments: image.png

You don't often get email from robert.elkins@alumni.acphs.edu. Leam is is

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize and trust the sender.
Hello,

I am a retail floater pharmacist with Walgreens in Vermont and find that it can be a nuisance requiring a street address (not a PO Box) on
prescriptions. I continuously fax prescribers asking for them to resend scripts in with a street address. Prescribers will typically ignore my
requests to help us to adhere to VT rules & regulations, occasionally they tell me that they are unable to resend a script with a street address for
the patient because they do not have one for the patient or due to software limitations, and very rarely prescribers will resend the script with a
patient's address.

My request is that the word street be removed from the highlighted portion pictured below within the document found
at https-//outside vermont.gov/dept/sos/office_professional_regulation/professions/pharmacy/pharmacy_proposed_administrative_rules_draft pdf
]

Thank you for your consideration.

Sincerely,

Rob Elkins, PharmD
(352)871-8971

Robert Elkins@alumni.acphs.edu



From: Johnny Alexander

To: SOS - OPR Comments
Subject: Comments on Pharmacy Administrative Rules Proposal

Date: Monday, March 17, 2025 9:02:18 AM

You don't often get email from jalexander@notchvt.org. Learn why this is important

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.

Good morning!

Please see below my comments on the Pharmacy Administrative Rules proposal. | am
making these comments on behalf of myself, my fellow pharmacists, and Northern Tier
Center for Health, where | serve as the Director of Pharmacy.

1-12 “Compounding” means the preparation, mixing, assembling, altering, packaging, or
labeling of a drug, drug dosage form, or drug-delivery device for human or animal
patients, as well as manipulation of commercial products that may require the addition
of one or more ingredients for patient-specific needs. For purposes of these Rules,
“compounding” does not include: (a) reconstituting a conventionally manufactured,
FDA-approved product in accordance with the directions contained in the approved
labeling provided by the product’s manufacturer, provided that the product is prepared
for an individual patient and not stored for future use; or (b) addition of flavoring agent
consistent with the requirements of Part 9-4(d).

COMMENT: This description is too broad due to syntax. The use of the word “or” can be
construed as meaning that labeling a drug would be defined as compounding. This
should be changed to “and”.

1-15 “Deliver” or “Delivery” means the actual, constructive, or attempted transfer of a
drug or device from one person to another, whether or not for consideration.
COMMENT: The last phrase of this definition is ambiguous. Recommend removing
“whether or not for consideration” or rephrasing to clarify intent.

1-44 “Pharmacist Care” means the provision by a pharmacist or pharmacy intern of
medication therapy management services, with or without the dispensing of drugs or
devices, intended to achieve outcomes related to the cure or prevention of a disease,
elimination or reduction of a patient’s symptoms, or arresting or slowing of a disease
process.

COMMENT: This should be expanded to include all potential non-dispensing and clinical
services that may be provided by a pharmacist. Recommend that “and any other clinical
services that may fallunder the pharmacist scope of practice” be added after
“medication therapy management services” and before “with or without the dispensing



of drugs or devices”.

1-40 “Patient counseling” means the oral communication by the pharmacist or
pharmacy intern of information to the patient or caregiver to ensure proper use of drugs
and devices.

COMMENT: This does not include accessible forms of communication such as written
and sign language. Recommend changing “oral” to “multimodal” to promote inclusivity
and accessibility.

1-45 “Pharmacy” means a drug outlet within this state where drugs are dispensed, and
any drug outlet outside of this state where drugs are dispensed to a person located in
Vermont. “Pharmacy” does not include 503B Outsourcers.

COMMENT: This means pharmacies in other states that don’t dispense drugs to VT
residents are not pharmacies. The distinction that appears to be attempted here is
already provided in the description of a “Non-resident Pharmacy”. Recommend
removing “to a person located in Vermont” and replacing it with “in accordance with
relevant State and Federal laws, rules, and regulations”.

1-50 “Pharmacy, Scope of Practice” means the performing the following activities in the
best interest of the patient: (a) the identification, selection, preparation, preservation,
combination, analysis, standardization with clinical guidelines, and evaluation of the
therapeutic use of drugs for use in the treatment of disease; (b) the interpretation and
evaluation of Medical Orders and the dispensing of prescription drugs; (c) immunization;
(d) the performance of drug utilization reviews and the participation in drug and device
selection, drug regimen reviews, drug or drug-related research, and, where permitted,
drug administration; (e) provision of patient counseling and those acts or services
necessary to provide pharmacist care; (f) the compounding, labeling, proper and safe
storage, and maintenance of proper records of drugs and devices; and (g) the '
management of drug therapy, in collaboration with other health care providers
responsible for patient care, through research, consultation, selection of drugs under
protocol, and recommending actions or providing information necessary for drug
therapy.

COMMENT: Recommend fixing typo: “...the performing of the following...”

4-8 Technician Product Verification Program. A pharmacy may develop and implement a
technician product verification program (TPVP) in which technicians provide technology-
assisted final drug product verification during the prescription-filling or medication
distribution process. ATPVP shall include: (a) scanning technology to ensure each
productis accurately filled and verified; and (b) competent policies and procedures
governing: (1) quarterly quality-assurance evaluations reviewing a representative sample



of prescriptions verified by each participating technician; (2) review and evaluation of
any errors in the pharmacy’s CQIl program; and (3) re-training of technicians responsible
for errors. ‘

COMMENT: This policy may create an unsafe environment in understaffed pharmacies if
implemented without limitations. Language should be added to clarify that a pharmacist
must still perform DUR & prescription/order verification on all dispensed medications.

5-3 (b) Commercial Inducement Ban. A pharmacy shall not require, induce, encourage,
incentivize, or otherwise attempt to influence a pharmacist to alter prescribing practices
for commercial purposes, including without limitation by promoting preferred brands,
establishing prescribing quotas, steering patients based on commercial relationships,
or initiating automatic prescription renewal without an express written request
from a patient. A pharmacist who works in a pharmacy that offers such inducements
shall not practice clinical pharmacy.

COMMENT: This creates an undue burden and can interrupt patient care. Pharmacies
often submit proactive renewal requests in order to ensure continuity of care. If this is
intended to prevent automatically processing and dispensing refills, the language
should be more clear about this. Recommend removing “or initiating automatic
prescription renewal without an express written request from a patient” and replacing it
with “or initiating the processing, adjudication, and dispensing of a refill on an
automatically and regularly recurring basis without an express written request or
authorization from a patient.”

8-20 (e)

(1) Paper-based prescriptions. Handwritten prescriptions shall be written on a tamper-
resistant prescription form and shall bear the original signature of the prescriber. The
signature shall be handwritten and not stamped or otherwise artificially reproduced.
Computer-generated printed prescriptions shall be printed on tamper-resistant
prescription paper or other tamper-proof methods, as defined by the Centers for
Medicaid and Medicare Services.

(2) Electronic préscriptions. The pharmacist shall exercise professional judgment to
assess whether a prescription drug order communicated by way of electronic
transmission meets the security, accuracy, validity, and authenticity requirements of
federal or state laws.

COMMENT: This does not provide clear guidance for faxed prescriptions. Recommend
adding “either through an electronic prescribing platform or via facsimile” after
“electronic transmission” and before “meets the security”

CONCISE SUMMARY This update reflects changes in pharmacy’s legal and practice
landscape since 2015 by regulating, among other things:



-the prescribing of opioids;

-naloxone dispensing; and

-changes to prescriptions for schedule Il controlled substances

COMMENT:

- Summary mentions the regulating of the dispensing of naloxone, however there are no
relevant mentions of naloxone in the draft.

- Summary mentions changing prescriptions for schedule Il controlled substances,
however all specific rules for Cll prescriptions have been removed from the original
rules, and there is no replacement guidance in the draft.

- Summary mentions changing the prescribing of opioids however there are no
subsequent changes in the draft.

Johnny Alexander, PharmD
Pharmacy Director

Northern Tier Center for Health
He /Him /His

This material is intended ongr for the use of the individual or entity to which it is addressed and may contain
information that is privileged, confidential and exempt from disclosure b){)ap licable law. If the reader of this
message is not the intended recipient, or the employee or agent responsible for delivering the message to the
intended recipient, you are hereby notified that any dissemination, distribution or copying of the
commurtncanon is not permitted. Please destroy this message and any attachments if you are not the intended
recipient.




From: McMillian, Wes D.

To: SOS - OPR Comments

Cc: McMillian, Wes D.

Subject: Comments to proposed Administrative Rules for Pharmacy / Public Hearing
Date: Tuesday, February 11, 2025 2:53:10 PM

You don't often get email from wes.mcmillian@uvmhealth.org. Learn why this is important

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.
Dear OPR staff,

Please, accept the below comments to the proposed administrative rules for pharmacy for version
2025-01-0808.

1-21(b)(3) uncapitalize administration

Add DSCSA to the definition section

Add NCDQS to the definition section

1-50 should be the “pharmacist” scope of practice. “Pharmacy” is defined in 1-45 as a drug

outlet and not a profession.

3-2(c) “North American Pharmacist Licensure Examination”

® 3-4(b) this does not specifically call for separate registration to become a preceptor, yet
website has a requirement to register. Need to add in this section or eliminate the
requirement to register on the website (preferred).

e 4-2(a) it would be great to allow high school students the opportunity to work in a pharmacy
(trainee) to gain experience. Can a waiver be created to support, or flexibility added to this
section?

® 4-7 pharmacist delegate to technicians (technicians do not delegate). This section should be
titled “Out of scope for Pharmacy Technicians” or this section should be moved to section 3 as
a pharmacist non-delegable function.

® 4-8(b)(1) quarterly is very frequent. This would be a significant administrative burden to

pharmacy staff.

® 5-1and 5-2 should be combined. Rationale: most of 5-2 does not add clarity to what now
exists in 5-1. 5-2 b, and ¢ are now covered in 5-1, and we support that content over the 5-2
language. 5-2d is duplicative with 5-1c. 5-2e is now incorporated into 5-1.

© 5-1 Collaborative Practice Agreements (CPAs) - Generally. A CPA is a written agreement
between a pharmacist and a health care facility or practitioner that permits the
pharmacist to engage in the practice of clinical pharmacy, as defined in 26 V.S.A. §
2022(15)(B), for the benefit of solely the facility or practitioner’s patients.

O (a) CPAs shall be maintained on file at the place of the collaborating pharmacist’s
practice and be readily available to any patient or regulatory authority that may
request to review the CPA.

O (b) Each CPA shall include the date of initiation, signatures of the pharmacist and the



collaborating practitioner or facility’s designee, and a plan for periodic review and
renewal of the CPA within a time frame that is clinically appropriate.

O (c) Subject to the pharmacy scope of practice, as defined in Part 1-50 and in 26 V.S.A.
~ §§2022(15) and 2023, CPAs shall identify the types of patient care activities the
pharmacist(s) may perform and, if any, the clinical decisions they may make;

O (d) CPAs shall include provisions requiring no less than an annual quality assurance
evaluation by the collaborating practitioner.
® 6-6(a)(3) please, define “oversee”.
® 6-6(b) 10 hours of CE for technicians may lead to financial hardship to techs and employers
and may be a barrier to hiring and retaining staff. Recommend to remove.

"® 6-6 we would like to see provisional CE waiver for new pharmacists for their first cycle of
licensure. Do not want pharmacists having to get 30 hours of CE in 2 months if they become
licensed in VT right before renewal cycle.

® 7-8{d) this section is confusing. Is this for any compounded medication (patient specific), for
503a batch compounds, or 503b compounds? Is this for manufacturer recalls or something
different?

® 7-11(d)}(2) please, define what is significant.

e 3-1 “All pharmacies where the practice of pharmacy is conducted”...”pharmacies required to
be registered”....”are required to be registered under these rules”..

® 3-8 the scope of pharmacist practice within the pharmacy.

Thanks,

Wes

Wesley D. McMillian, PharmD, MS, BCPS, FCCM (he/himi/his)
Chief Pharn Officer | Vics Frasid f Pharmacy

This message and any attachments may contain information that is confidential, privileged
and/or protected from disclosure under state and federal laws. If you received this message in
error or through inappropriate means, please reply to this message to notify the Sender that the
message was received by you in error, and then permanently delete this message from all
storage media, without forwarding or retaining a copy. '



From: Nathan, Darren M

To: Tredeau, Emily B; SOS - OPR Comments
Subject: Feedback on Proposed Pharmacy Administrative Rules
Date: Tuesday, March 4, 2025 1:56:46 PM

You don't often get email from darren.nathan@pfizer.com. Learn why this is important
EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.
Ms. Tredeau,

Thank you for reaching out for input on Vermont’s proposed Pharmacy Administrative Rules.
https://sos.vermont.gov/pharmacy/statutes-rules-resources/

As Pfizer’'s manager responsible for all facility State Licensure, | have reviewed the proposed
rules and have the following questions, concerns, and recommendations.

Your feedback on these items will be appreciated.

1. Parts 6.4 (which references 7-3) now requires that for all renewal applications, an
inspection report be submitted that is less than two years old. While we understand
that an National Association of Boards of Pharmacy (NABP) Supply Chain Inspection is
accepted, Pfizer’s concern is because these NABP Inspections are only conducted
every three years. Pfizer Inc. maintains two facilities in Wisconsin whose board does not
conduct inspections, leaving Pfizer no choice but to submit its NABP Inspection results
for licensure requirements. Recommendation: Pfizer recommends language be added
to this section allowing a three-year timeframe when utilizing NABP. This would then be
consistent with that Board’s practices.

2. Part 7.5 addresses the requirement to submit a new application when there is a change
of ownership but doesn’t give a time frame. Question: Is there another section that
clarifies the time frame requirement for submitting this application?

3. Part7-11 says a change of ownership must be reported via the online portal within “the
next business day” after discovery. Recommendation: Pfizer recommends this be
extended to five days to allow the necessary time to confirm the details of the change of
ownership.

4. Pfizer would like to clarify the scope of 9-2 that pertains to Manufacturers. Sectionc
within Part 8-2 specifies “shipping any prescription drug”. Question: Can we get
confirmation from Vermont’s OPR that the intent of all of part 9-2 is for Manufacturers of
Prescription Drugs only and not those facilities that only produce Active Pharmaceutical
Ingredients and ship them to other facilities for further processing? Note the facilities in
guestion are all outside of Vermont and only ship into Vermont via a licensed wholesale
distributor.



Thank you for your consideration. If you have any questions, please reach out to me at your
convenience.

Regards,
Darren

Darren Nathan

Compliance Manager

Pfizer Global Supply Chain
1855 Shelby Oaks Drive North
Memphis, TN 38134

T: 901-380-6368

NOTE: I am emailing at a time convenient for me; please read and respond at a time that
works for you.”
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State of Vermont [phone] 802-828-3322 Sarah Clark, Interim Secretary
Agency of Administration

109 State Street

Montpelier, VT 05609-0201

www.aoa.vermont.gov

INTERAGENCY COMMITTEE ON ADMINISTRATIVE RULES (ICAR) MINUTES

Meeting Date/Location: November 15, 2024, virtually via Microsoft Teams

Members Present: Chair Sean Brown, Jared Adler, Jennifer Mojo, John Kessler, Michael
Obuchowski, Natalie Weill, Diane Sherman and Nicole Dubuque

Members Absent: None

Minutes By: Anna Reinold

e 1:00 p.m. meeting called to order, welcome and introductions.

e Review and approval of minutes from the October 14, 2024 meeting.
e No additions/deletions to agenda. Agenda approved as drafted.

e No public comments made.

e Presentation of Proposed Rules on pages 2-5 to follow.

1. Guidelines for Distinguishing between Primary and Specialty Mental Health and Substance Abuse
Services, Department Financial Regulation, page 2
2. Vermont Water Supply Rule, Agency of Natural Resources, page 3
3. Administrative Rules of the Board of Pharmacy, Secretary of State, Office of Professional
Regulation, page 4
4. Rules of the Vermont Employment Security Board, Department of Labor, page 5
e Next scheduled meeting is Monday, December 9, 2024 at 2:00 p.m.

e 2:12 p.m. meeting adjourned.
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3) Proposed Rule: Administrative Rules of the Board of Pharmacy, Secretary of State, Office of
Professional Regulation

Presented By: Emily Tredeau and Carrie Phillips

Motion made to accept the rule by Sean Brown, seconded by Nicole Dubuque, and passed unanimously
with the following recommendations:

1. Proposed Filing - Coversheet:
a. #8: Need to clarify the major changes of the proposed filing and describe the areas
generally being regulated.
b. #8:Change ‘dated or unnecessary’ to ‘outdated’, ‘obsolete’ or similar phrasing.
2. Economic Impact Analysis: Add more detailed information and clarify any additional costs.
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From: Sandy Rosa

To: SOS - OPR Comments
Subject: Fwd: administrative rules-comments
Date: Friday, March 28, 2025 2:22:54 PM

Attachments: VPA rul ions.

You don't often get email from swrosa@gmail.com. Learn why this is important

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.

---------- Forwarded message ---------

From: Sandy Rosa <swr il >

Date: Fri, Mar 28, 2025 at 2:19 PM

Subject: administrative rules-comments

To: Phillips, Carrie <Carrie.Phillips@vermont.gov>, <carrie.philli vt.us>,
Tredeau, Emily B <Emily.B.Tredeau@vermont.gov>, <sos.opr.comments@vermont.go>

Good afternoon,

Please find attached our suggestions ( in red) for inclusion into the administrative
rules for Pharmacy.

Please let me know if you have any questions.

Thank you and have a great day,

Sandy Rosa

Executive Director, Vermont Pharmacists' Assn.

Sandy Rosa

Sandy Rosa



From: Nick Dumont

To: SOS - OPR Comments
Subject: Public Hearing: Pharmacy

Date: Wednesday, January 22, 2025 12:25:54 PM

You don't often get email from nick.r.dumont@gmail.com. Learn why this is important

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.

To whom it may concern,

Thank you for the time and diligence put into the proposed Pharmacy Administrative Rules. | think
the proposed updates are timely and supportive of current Pharmacy practice. While | don’t have
any major objections to the proposed rules | would ask the Board to consider limiting the scope of
section 8-26 Continuous Quality Improvement Programs to non-institutional pharmacies. I'm
concerned this requirement would complicate the existing CMS framework for certain tools and
committees such as Medication Safety Committee, Quality Committee, Compliance Committee, and
electronic occurrence reporting systems that we should all already have in place at our institutions.
My concern is that implementation of the Continuous Quality Improvement Program in the
institutional setting will add another meeting to our calendars but will be less productive and is more
limited in scope than mechanisms we already have in place to enhance quality and improve safety in
our settings. | believe this CQI requirement would force a rehashing of agendas from all these other
groups just for the purpose of being able to provide inspectors with a consolidated summary
document. | don’t believe this is value-added in the institutional setting.

Thank you for all your work and consideration of these comments.
-Nick



From: Sandy Rosa

To: Phillips, Carrie; Phillips, Carrie; Tredeau, Emily B; SOS - OPR Comments
Subject: Revised VPA Rules comments/suggestions
Date: Monday, March 31, 2025 3:19:05 PM

Attachments: VPA Response to Administrative Rules.docx

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.
Good afternoon,

Getting pharmacists together is like herding cats ( which is just one step above
being a Brownie Troop leader!)

Here, at the last minute, is the VPA response.

Thank you for your patience

Rosa



From: mma C. Shouldi

To: S0OS - QPR Comments

Cc: Tr Emily B

Subject: VACDS Rule Revision Comments
Date: Monday, March 17, 2025 11:33:15 AM
Attachments: image001.png

VACDS Rule Revision Comments.pdf

EXTERNAL SENDER: Do not open attachments or click on links unless you recognize
and trust the sender.

Thank you for the opportunity to submit comments for the draft rule revisions. Please see
attached comments and let me know if you have any questions.

Best,
Emma

Emma Shouldice

William Shouldice & Associates LLC
802.503.2523



ACDS _r y
= Vermont Association of Chain Drug Stores

To: Vermont Board of Pharmacy
From: Emma Shouldice
Date: March 17,2025

Re: Pharmacy Rule Revision

Our Association appreciates the work the Board has done to update the pharmacy rules. VACDS
represents community pharmacies, from regional chains with three stores to national companies.
We have included comments below for your consideration.

Part 1: Definitions

e 1-40 “Patient counseling” means the oral communication by the pharmacist or pharmacy intern
of information to the patient or caregiver to ensure proper use of drugs and devices.

o What is the reasoning behind oral being the only communication method? We would
advocate that there be two-way communication.

e 1-59 & 1-61 - Satellite pharmacy and telepharmacy practice

o Respectively, the language is generally permissive. We would like to highlight with the
remote/satellite pharmacy provisions, the rule permits these types of operations with one
technician — which would seem to limit capacity. It would be better if the language
allowed multiple pharmacy technicians to be working in remote/satellite pharmacies.

Part 2: Administration and Procedures

e 2-2 Applications “... An application expires if not completed within six months of initial
submission, after which a new application and fee will be required. The Board may refuse to
accept any application found to be redundant with a denied or in-process application.”

o To be in line with other states, we would ask that the Board allow for expiration after 1
year to allow for any mix-ups to be cleared or if items need to be obtained by the
licensee, such as inspections or hard to obtain documents or if the Board wishes for a
prospective licensee to obtain an evaluation.

e 2-3 New Application Required Drug outlets must file a new application for new licensure
whenever there is a change of ownership of the licensed entity, of ownership at the “parent”
level, or in the physical location of operation.

o If'a pharmacy moves to a new location and there is no change in ownership, this should
not be considered a new license. Most states permit a change in location application.
This appears to state, they would need a new license - which would result in having to
apply for new 3rd party contracts and could potentially put an existing pharmacy out of
business. We are comfortable with a change in location application, but it shouldn't be -
considered a new license.



2-7 Waivers -The Board will not grant routine waivers or variances from any provisions of
these rules without amending the rules. 3 V.S.A. § 845. Where, in extraordinary circumstances,
application of a rule would result in manifest unfairness, an absurd result, unjustifiable
inefficiency, or an outcome otherwise contrary to the public health, safety, and welfare, the
Board or Director may, upon written request of an interested party, find grant a waiver with or
without conditions and limitations, and record the action and justification in a written
memorandum. This rule shall not be construed as creating any administrative hearing right or
cause of action.

o Consider addition of "innovative practice models or technologies"” as an additional
reason. This allows the Board to permit new innovation under a controlled environment
and then consider rulemaking while this is occurring.

Part 3: Pharmacists and Pharmacy Interns: Eligibility and Practice Requirements

3-5 Telepharmacy- Requires pharmacists providing telepharmacy services to patients in
Vermont to be a Vermont licensed pharmacist, or for out of state pharmacists, to be licensed
within another jurisdiction and hold a Vermont out-of-state telepharmacist license

o For out of state pharmacists, it should be adequate to be licensed by another
Jurisdiction.

Part 5: Clinical Pharmacy

5-5 Privacy- A pharmacy that offers clinical services shall provide patients with space
appropriate for a private clinical consultation about confidential health information. At a
minimum, the consultation space shall: (a) shield a patient from the view of others if the patient
may be required to partially disrobe (e.g., to receive a vaccine); (b) be suitably acoustically
isolated; and (c) not be monitored by audio or video surveillance, including by store security
equipment.

o Overly prescriptive language. Recommend using a modified version of the previous
language: “Each pharmacy providing outpatient prescriptions directly to the public or
employees, shall maintain an area designated for the provision of patient counseling or
clinical services. This area shall be designed to provide reasonable privacy.”

5-6 Immunizations

o Statute allows pharmacy vaccinators to basically give all the ACIP recommended
vaccines to adults, but limits pharmacists’/technicians’ ability to vaccinate kids. The rule
tracks with the existing statutory limitations for the adults vs. kids, but on a positive
note, the rule language is crafted in a way that if the statutory limitations around
vaccines to kids change, the rules wouldn’t necessarily have to be updated to
accommodate that.

o Regarding technician vaccinations, the rule language expressly requires that a
pharmacist be “present” for tech-administered vaccines



»  This language limits tech vaccines to pharmacies where the pharmacist is
physically present. Ideally, this language should be revised so that techs
working in remote / satellite pharmacies who are under the remote
supervision of a pharmacist can perform the technical act of giving a
vaccine that has been ordered by the supervising pharmacist.

Part 6: License Renewal and Continuing Education

e 6-6 (a) (1)- at least 10 hours of continuing education coursework shall be live (i.e. synchronous
and in-person or online)

o We are seeing some states moving away from the "live” requirement. Consider striking
this as a requirement. The goal of CE is to ensure that the subjects being educated on
relate to the type of practice the pharmacist engages in. We recommend allowing the
pharmacist to best decide what those educational options

Part 7: Eligibility and Practice Requirements for Drug Outlets

e 7-5 Change of Ownership or Location. Application for new licensure is required whenever
there is a change of ownership of the outlet or at the “parent” level or a change in physical
location of operation.

o Same concern as 2-3; If a pharmacy moves to a new location and there is no change in
ownership, this should not be considered a new license. Most states permit a change in
location application. This appears to state, they would need a new license - which would
result in having to apply for new 3rd party contracts and could potentially put an
existing pharmacy out of business. We are comfortable with a change in location
application, but it shouldn't be considered a new license. It is not clear if a new license #
is issued when a pharmacy changes location. We aim to ensure that when a pharmacy
relocates, the pharmacy can retain its original license number.

e 7-11 Mandatory Reports The following events shall be reported by both licensees and
applicants using the Office’s online portal within the timeframes given. (a) Within the next
business day after discovery of the reportable event

o How does the Board reconcile the "next business day" language with the 48 Hour
requirement elsewhere in the rules for these same items? Also, does this supersede
requirements in Statute 26-2063 which mentions 48 Hours?

e (d) (2) -Drug Loss reporting - (2) Drug Loss: any significant theft or significant loss of
Prescription Drugs;
o Recommend changing to "confirmed" significant... Clarifies that reporting is done after
investigation is completed and loss is confirmed.

Part 8: Practice Requirements for All Pharmacies

¢ -8-9 Information to be Displayed. A pharmacy open to the general public shall post in a
conspicuous location its operating hours, the names of pharmacists on duty, and the printed
licenses or registrations of all pharmacy professionals on duty. When in view of the public,
Pharmacists, Pharmacy Interns, and Pharmacy Technicians shall wear tags identifying them by
name, license type, and title.




o This is not practical for pharmacies that may have pharmacists covering a shift for a day
or temporarily. For patient safety considerations, ensuring that pharmacists, interns,
‘and technicians are properly identified should be sufficient. Consider revising to allow
for "available upon request” or amend to something similar to below:

o FEach licensee shall: (1) Display the license or registration readily available and visible
in which the licensee is working; or if this is not the individual’s normal working
location, (2) Have the license or registration on the person available for viewing.

8-18 Prospective Drug Utilization Review (DUR) To ensure effective DURs, at least once
annually a pharmacy shall determine from the patient or the patient’s representative, the
patient’s known allergies, drug reactions, sensitivities, chronic conditions, disease states, and the
current use of other drugs which may relate to a prospective DUR. The information obtained
shall be recorded in the patient’s record, as well as the date and outcomes of each annual update.
A patient who has not provided an update within the year shall be prompted to do so each time a
prescription is dispensed.

o Vermont would be the only state in the nation that we are aware of that has this
requirement to document the date of the annual update. We would recommend striking
to align with national standards.

8-19 Significant adverse Drug Reactions. Any drug-related incident that may result in serious
harm, injury, or death to the patient shall be reported by the pharmacist to the practitioner and
recorded in the patient’s record.

o This appears to be written in the future tense vs. past tense. Should this be "did"” or "has
resulted"?

8-20 (b)-Required elements of a prescription drug order. Except where exempted by State or
federal law, a prescription drug order shall contain the following information, at a minimum:

o Full name, date of birth, and street address of the patient;

(2) The prescribing practitioner’s name, address, telephone number, and, where
applicable, facility or practice name;

(3) If the prescription drug order is for a controlled substance, the DEA registration
number of the prescribing practitioner;

(4) Date of issuance;

(5) Name, strength, dosage form, quantity or stop date of the drug prescribed, and
route of administration of the drug prescribed;

(6) Directions for use by patient;

(7) Number of authorized refills, if any, or a specified time limit after which refills, if
allowed, are not permitted; and

(8) Except for authorized oral Prescription Drug Orders, a signature sufficient to
show the prescription is a valid prescription of the prescribing practitioner;

®  Option 1: 3rd party auditors look to claw-back otherwise valid prescriptions
due to a minor missing element that is maintained within the pharmacies
database. We recommend adding in 3rd party audit protection language.
NC rule 46.2301 uses the below language when the information is



maintained electronically. The references below have been updated to
match VT rule:

e "Information in Subparagraphs (b)(1), (b)(2), (b)(3), (b)(5) and
(b)(7) may be stored in a readily retrievable data file specifically
compiled for use in the pharmacy, which is not a commercial
publication, in lieu of the requirements of the named
Subparagraphs.”

= Option 2: Strike all items within this subsection that are not
ABSOLUTELY necessary or can be obtained from the patient or are
already in the pharmacies database. This updates the rule to recognize that a
pharmacist cannot fill a prescription unless the absolute necessary elements
are on the prescription. Section (a) of this rule already addresses the
validation requirements of a prescription. We would highly recommend
having overly prescriptive requirements to avoid unnecessary 3™ party
chargebacks for prescriptions that would be considered valid otherwise.

»  Full name;-date-ofbirth,-and street-address-ef-the patient; if for an animal
the species.
(2) The prescribing practitioner’s name;-address;-telephone-number,-and;
(3) If the prescription drug order is for a controlled substance, the address and
DEA registration number of the prescribing practitioner;

(4) Date of issuance;
(5) Name, strength, dosage-form; quantity or stop date of the drug prescribed,
! ——— . fiha d bed:
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(6) Directions for use by patient;

1) Number of authorized refills, if any;-or-a specified-time limit-after-which
refills;if allowed, are not permitted; and

(8) Except for authorized oral Prescription Drug Orders, a signature sufficient
to show the prescription is a valid prescription of the prescribing practitioner;

8-20 (e) Security — Regarding prescriptions

o Do we need to clarify if faxes are still permitted?

8-25 — Pharmacy Closing:

0]

0]

(a)(1) Temporary unplanned closures & (b)(1) Temporary planned closures.

®  Recommend changing to "business hours"” due to the portal upload limitations.
Otherwise, they should be willing to accept email notification as sufficient.

(b) 6- A summarization document containing the information listed below shall be
created after each CQI meeting and shall be retained on-site within the pharmacy. The
summarization document shall be available for review at inspections and submitted to
the Office or the Board within 3 business days of a request for the summarization



document. The summarization document shall be subject to the Vermont Public Records
Act once submitted to the Office or the Board. The summarization document shall:

= Concern around pharmacies with PSO's needing to produce documents that
should be protected under the PSO.

Part 10: Satellite Pharmacies

e This rule language tracks with the existing rule language for “remote pharmacies” (under
current BOP rules Part 19). The existing rules that are essentially being maintained in these draft
rules are arguably too restrictive. For example, in order to open up a satellite pharmacy in a
community, the applicant has to show that the community is underserved relative to comparable
communities.

o That’s a vague and questionable standard — especially given the current market
pressures that pharmacies throughout the state are facing.

o 10-3- the rule specifies activities that only the “coordinating pharmacist” can perform —
including TPV. It also requires the coordinating pharmacist to receive any oral drug orders from
prescribers.

o Given that pharmacy technicians are authorized to perform TPV under Part 4-8 of the
draft rules and are not otherwise prohibited from accepting oral drug orders from
prescribers in traditional community pharmacies, technicians working on satellite
pharmacies should also be allowed to do these tasks.

e 10-2 also requires the coordinating pharmacist to perform documented weekly inspections of a
satellite pharmacy.

o This is overkill relative to other states that allow remote / satellite pharmacies. Instead,
the rule language should be revised to permit “regular inspections”

o 10-5 Conversion --The Board may, without beginning disciplinary proceedings, direct a satellite
pharmacy to convert its operation to that of a conventional retail pharmacy with a pharmacist on
site, if the Board finds that:

o The board should consider the prohibitive nature of this language. It's highly unlikely
for a business to leverage the tremendous amount of capital necessary to introduce any
business if the state can decide, without due process, to force potential closure of its
business. It would make sense to introduce this language if there were instances of
abuse...but providing this extensive protection language is poor consideration of the
use of the standard of care model.
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. _Grace Sesi, PharmD
Executive Director, CVS Health

One CVS Drive
Woonsocket, RT1 02895

¢ 313-516-6915
f 401-652-2213

Grace.Sesi@cvshealth.com

Via electronic mail: sos.opr.comments@vermont.gov

Public Hearing: Pharmacy

Vermont Office of the Secretary of State, Office of Professional Regulation
89 Main Street, 3rd Floor Montpelier

Vermont 05602

March 5th, 2025

Dear Executive Director Phillips,

I am writing to you in my capacity as Executive Director of Regulatory Affairs for CVS Health
and its family of pharmacies located across the United States. Our purpose at CVS Health is
bringing our heart to every moment of our patients’ health. We are committed to patient safety,
technological and process advances, and expanded pharmacy services that will absist in
achieving our stated purpose. CVS Health would like to thank the Board for their dedication to
continuous improvement through the rules and regulations that guide pharmacists, pharmacy
interns and pharmacy technicians serving Vermont patients. We appreciate the opportunity to
comment on amended proposed administrative rules.

Part 5-5 Privacy

CVS Health supports and is committed to providing an environment that protects the health,
safety, and welfare of patients while they are in our buildings. The newly proposed privacy
language is concerning because it does not allow for a pharmacy to maximize security camera
coverage of the entire pharmacy department, inclusive of a consultation space. CVS Health
requests that the Board amend the proposed language in Part 5-5 Privacy as depicted below.
Given that existing HIPA A laws and pharmacy best practices already require appropriate privacy
measures, these additional restrictions appear unnecessary.

Suggested Language for Proposed Amended Part 5-5 Privacy

Privacy. A pharmacy that offers clinical services shall provide patients with space appropriate
for a private clinical consultation about confidential health information. At a minimum, the
consultation space shall:
a. shield a patient from the view of others if the patient may be required to partially disrobe
(e.g., to receive a vaccine);



b. be suitably acoustically isolated; and
c. notbe monitored by audio or video surveillance, including by store security equipment,
unless a patient is notified.

Part 7-11: Mandatory Reporting

CVS Health appreciates the Boards intent around streamlining these regulations to ensure
reporting duties are clear. However, several items within this part are addressed elsewhere
which may cause confusion. We outline the duplicative and, sometimes conflicting, language in
bullets below and suggest revisions.

e Part 7-11 Mandatory Reporting (a)(3), which requires notification within the next
business day, is in conflict with Part 8-25 Pharmacy Closing (a)(1) and (b)(1), which
requires notification of a temporary closure within 48 hours. Therefore, we suggest
striking 7-11(a)(3), as depicted below, allowing 8-25 to regulate closure notifications
without conflict and confusion.

e Similarly, 7-11(a)(6) may cause confusion as PM departure reporting is described in

detail in 8-15(e)-(f) as a two-step process, but 7-11 suggests only one step via an online
portal that is not described in 8-15. Therefore, we suggest striking 7-11(a)(5), as depicted
below.

e Relatedly, 7-11(a)(5) is in conflict with 8-4, which requires notice of changes in regular
hours of operation 48 hours prior to the change. We propose striking section §-4.

e Additionally, Part 7-11 is crafted to pertain to both pharmacy licensees and individual
licensees, often with specification as to exactly who is responsible for reporting, but it is
unclear who is responsible to report within 7-11(a)(6). Therefore, we suggest clarifying
the requirement as depicted below.

Suggested Language for Proposed Amended Part 7-11 Mandatory Reports

7-11 Mandatory Reports. The following events shall be reported by beth licensees or applicants
as applicable using the Office’s online portal within the timeframes given.

(a) Within the next business day after discovery of the reportable event:
(1) Change of ownership;

(2) Change of mailing address or physical location;

S-Planned-and unplanped-closuresas-detined Pt 8252

(43) Calamity: any disaster, accident, and emergency which may affect pharmacy operations or
place drugs at risk of adulteration; and

(54) Changes in regular hours of operation; and
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Part 8-6: FDCA and USP Compliance

CVS Health opposes the proposed requirement to incorporate all Federal Food, Drug, and
Cosmetic Act (FDCA) and United States Pharmacopeia (USP) standards by reference, as it is
overly broad, imposes burdensome standards on pharmacies when those standards are not
relevant to the practice conducted by those pharmacies and violates the Vermont Administrative
Procedures Act. Tens of thousands of pages of standards would be incorporated into Vermont
regulations by reference, which is equivalent to adding those page counts into the administrative
regulations themselves. In order to comply with all USP standards, pharmacists would need to be
positioned to read understand and incorporate all aspects of those standards. This is an
unreasonable requirement.

3 V.S.A. § 838(d)(1)(B) allows for a rule to incorporate by reference all or any part of a code,
standard, or rule that has been adopted by an agency of the United States, this State, or another
state or by a nationally recognized organization or association, if the reference in the rule fully
identifies the incorporated code, standard, or rule by citation, date, and place where copies are
available. The proposed regulation does not identify the standard by citation, date, and place
where copies are available. Therefore, when the USP changes, the regulations change without
giving the public notice or the opportunity to provide comment, which is required by the
Vermont Administrative Procedures Act.

Furthermore, 3 V.S.A. § 838(2) requires materials incorporated by reference to be readily
available to the public, which means:

(A) Each filing states where copies of the incorporated code, standard, or rule are
available in written or electronic form from the agency adopting the rule or the agency of
the United States, this State, another state, or the organization or association originally
issuing the code, standard, or rule.

(B) A copy of the code, standard, or rule is made available for public inspection at the
principal office of the agency, and is available at that office for copying in the manner set
forth in 1 V.S.A. § 316 and subject to the exceptions set forth in 1 V.S.A. § 317(c).

(C) The incorporated code, standard, or rule is made available for free public access
online unless the agency is prevented from providing such access by law or legally
enforceable contract.

The USP is protected under Copyright and would require each user to subscribe, at a cost, in
order to access the material based on USP’s “Terms of Use”. Therefore, it is not possible for the
Vermont Board of Pharmacy to comply with the requirement to make the contents readily
available to the public without violating USP’s copyright.

We recommend the Board to only enforce specific USP chapters, as required under the Federal
Food, Drug and Cosmetics Act such as Chapter 795, 797 and 800, and ensure the incorporation
by reference complies with the Vermont Administrative Procedures Act.



Part 8-26: Continuous Quality Improvement (CQI) Programs

While we appreciate the Board’s recognition of the value of continuous quality improvement
(CQI) programs, we have concerns that, as currently drafted, the proposed requirements
introduce vague mandates that could be interpreted inconsistently across pharmacies, causing
confusion, over-burdening pharmacists, and ultimately undermining the goal of improving
patient safety and quality.

We strongly urge the Board to consider streamlining Part 8-26: Continuous Quality Improvement
(CQI) Programs and relevant definitions to not only reduce regulatory complexity but also
enable pharmacies to focus on continuous improvement efforts that directly enhance patient care,
and drive patient safety and quality.

We ask the Board to consider revisions to the proposed rules as set forth below:

1-55 “Quality-related event” or “QRE” means a-petential-or an aetual error;-actual-adverse
ineident-or-actual-unsafe-eondition that occurs in the review, preparation, dispensing, or
administration of drugs by pharmacy staff. Examples of QREs include giving a drug to an
incorrect patient; providing an incorrect drug, incorrect directions for use, or incorrect quantity,
strength, or dosage form of a drug; and listing the incorrect prescriber.

The term “potential...error” is vague and open to many interpretations, including those that are
vast in scope, which would impose significant burden on pharmacists in documenting, causing
unnecessary and unwarranted disruptions to pharmacy workflow and patient care, thus with the
potential for the relevant provision to be counterproductive. Additionally, adverse incidents, or
adverse events, as the term is commonly used, include a multitude of adverse reactions or side
effects entirely outside of pharmacies’ and pharmacists’ control, meaning that there would be no
opportunity for addressing through pharmacy CQI; as such, the inclusion of “adverse incidents”
in the scope of “quality-related events” raises concerns similar to those raised by the inclusion of
“potential...errors.” Accordingly, we strongly urge the Board to remove “potential...error[s]”
and “adverse incidents” from the scope of “quality-related events” and, in turn, the CQI
documentation requirements. (We additionally propose below a revision to the proposed rules to
leave adverse events subject to any applicable requirements for reporting such as MedWatch or
VAERS).

8-26 Continuous Quality Improvement Programs
a.Purpose. Each pharmacy shall establish and manage a continuous quality improvement
(CQI) program. The CQI shall assess errors that occur during the review, preparation,
dispensing, or administration of medications by pharmacy professionals, and shall ensure
appropriate action is taken to reduce the probability of a recurrence of an error. Programs
established pursuant to this section shall be non-punitive and seek to identify improvements
to processes, systems, technology, or training that may improve patient safety.

b.Program Requirements.



1. Quality-related and/or adverse events shall be reported to the FDA’s MedWatch,
FDA'’s adverse events reporting system and FDA’s vaccine adverse events reporting
system, and other appropriate reporting systems, when required.

We propose the above revision to account for the proposed change to the definition of
“Quality-related event.”

3k sk sk koK

6. A summarization document containing the information listed below shall be
created after each CQI meeting and shall be retained on-site within the pharmacy. The
summarization document shall be available for review at inspections and submitted to
the Office or the Board within 3 business days of a request for the summarization
document. The summarization document shall be subjeette confidential under the
Vermont Public Records Act, upon creation and enee after submissiontted to the Office
or the Board and shall not be subject to public inspection or copying, or be otherwise
discoverable except by the Office or the Board. The summarization document shall:

A. Not contain identifiable patient information or information that would
identify individuals involved in a quality-related event;

B. List alt any identified trends in QRESs since the previous meeting;

C. List all individuals in attendance at the CQI meeting; and

D. Contain a summary of steps or actions taken since the previous meeting

intended to improve processes, systems, technology, training, or staffing
inadequacies related to QRE root cause(s).

Consistent with the Board’s recognition of the importance of the non-punitive nature of CQI
programs as set forth in the “Purpose” section of the proposed rule, we urge the Board to clarify
that the records that must be maintained under the proposed rule shall be confidential and not
subject to public inspection or discoverable other than by the Board uponrequest, in accordance
with 1 V.S.A. § 317(c).

Part 10-5 Conversions

CVS Health appreciates the efforts the Board has undertaken to build-out a satellite pharmacy
platform in the state. However, section 10-5, which grants the Board the authority to close a
satellite pharmacy at any point, raises significant concerns for the potential disruption of
pharmacy services. Such broad discretionary authority, if exercised, can jeopardize the continuity
of care for patients who rely on these satellite facilities, particularly in underserved areas where
access to essential medications is critical. Without clearly defined criteria or sufficient
procedural safeguards, the provision risks undermining both the economic stability of the
pharmacy and the confidence of the communities they serve.

We respectfully urge the Board to reconsider the language in Section 10-5 and to incorporate
robust procedural protections before exercising such sweeping authority. Establishing clear,



transparent criteria for closure along with an opportunity for affected pharmacies to appeal or
remediate identified issues would strike a more appropriate balance between ensuring public
safety and maintaining reliable access to pharmacy services. This revision would help ensure that
any decision to close a satellite pharmacy is both fair and justified, thereby preserving the
essential role these facilities play in patient care.

Suggested Language for Proposed Amended Part 5-5 Privacy

10-5 Conversion. The Board may close a satellite pharmacy only after it issues written notice
explaining the specific health or safety concerns and giving the pharmacy 30 calendar days to
correct them. If the pharmacy does not resolve the issues within that period, the Board may move
forward with closure. However, the pharmacy must have the right to appeal the decision before

any closure is finalized. witheutbeginning-diseiph ;
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The Boards efforts to modernize pharmacy regulations and decrease regulations from over 100
pages to close to 50 are commendable. However, the sections outlined above introduce excessive
regulatory costs, administrative burdens, and compliance uncertainties that could ultimately harm
pharmacy operations and patient access to care.

CVS Health thanks the Board for welcoming comments which will increase access to the citizens
of Vermont and is aligned with CVS’ mutual mission that pharmacists can leverage their full
clinical ability to provide patient access to care. Please feel free to reach out to me directly at
(313) 516-6915, and I will be happy to address any questions you may have.

Regards,

Grace Sesi, PharmD
Executive Director, Pharmacy Regulatory Affairs
CVS Health



Regarding the subjects required biennially for pharmacist license renewal:

The requirements set forth in Continuing Education 6-6(a) (2) regarding controlled
substances could be left as the broad language in (2) rather than the specific examples
outlined in Subsections (A) thru (F) which may not be inclusive of every potential
controlled substance topic.

The requirements set forth in Section 3 of five hours of CE for pharmacists who oversee or
engage in sterile compounding or hazardous-drug compounding are excessive. The section
leaves out pharmacists who may not do the compounding but approve the final product.
Two hours of CE would be appropriate for each licensure period. Managing pharmacists
could be required to take four hours of CE prior to assuming the role of pharmacy manager
in a sterile compounding or hazardous-drug compounding pharmacy.

If any of these are hours are related to federal or state laws regarding compounding, the
courses should also count as a “Law” requirement. (see below).

In addition:

Law- Because Vermont no longer requires the MPIE, it is important for pharmacists to stay
abreast of new federal and state rules/laws. A law requirement of 1 CEU per biennium
would ensure that all pharmacists are up to date of new legal requirements.

Immunization- Most adult vaccinations in Vermont are provided by professional pharmacy
staff. Since the APhA and other immunization programs do not require CEUSs, itis in the
best interest of Vermonters for the state to ensure that all ACIP (as referred to in the
immunization section) schedules are reviewed and put into practice for
pharmacist/technician/Intern immunizers. ACIP meets several times a year and issues new
schedules, vaccines, etc. yearly. We recommend that the 2 CEU requirement be re-
instated. '

In conclusion: While these recommendations increase the requirements for renewal, not
all pharmacists compound sterile and hazardous drugs, and not all pharmacists immunize.
Therefore, they should not be subject to those requirements.



6-6 Continuing Education. As a condition of biennial license renewal, beginning with
the first biennial licensing period following initial license issuance, pharmacists
and pharmacy technicians licensed in Vermont shall complete continuing
education coursework in accordance with the requirements in this subpart. A
Updated 2025-01-0808
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Continuing Education course shall only be accepted as fulfilling the requirements
of this Rule if approved by ACPE; by the American Medical Association as a
Category 1 course; by the Board; or by entities designated by the Board.

(a) Pharmacists, 30 hours. A pharmacist shall complete at least 30 hours of
approved continuing education coursework every biennial period. The
continuing education shall meet the following requirements:

(1) at least 10 hours of continuing education coursework shall be live (i.e.,
synchronous and in-person or online);

(2) at least two total hours of continuing education coursework shall be on

one or more of the following topics:

(A) the abuse and diversion, safe use, and appropriate storage and

disposal of controlled substances;

(B) the appropriate use of the Vermont Prescription Monitoring System;

(C) risk assessment for abuse or addiction;

(D) pharmacological and nonpharmacological alternatives to opioids for
managing pain;

(E) medication tapering and cessation of the use of controlled

substances; and

(F) relevant State and federal laws and regulations about the prescription



of opioid controlled substances; and

(3) for pharmacists who oversee or engage in sterile compounding or
hazardous-drug compounding, at least five hours of the continuing

education coursework shall relate to those specialties.

Regarding the subjects required biennially for pharmacist license renewal:

The requirements in Section 2 regarding opioids seem a little “in the weeds” and perhaps
should be just left in broader language. There are plenty of CEs out there which deal with
opioids in those circumstances outlined in sections A-F that qualify for a 2 CE “opioid”
presentation.

The requirements in Section 3 regarding compounding seem to be a heavy lift (5 CEs in 2
years) and to date there are few states (MA excepted) that require so many credits. Also,
the Event that precipitated the requirement was in 2012 and guidelines have been
strengthened for sterile and hazardous drug compounding, rendering such heavy
requirements moot. Perhaps a 2CEU requirement would be more appropriate. One of these
credits could double as a “Law” requirement. (see below).

This also presumes that non-sterile, non-hazardous drug compounding, which has
historically been the purview and training of pharmacists, would not be subject to this
requirement (creams, ointments, capsules, suspensions, sprays, etc.)

In addition:

Law- since VT no longer requires the MPIJE, it is important for pharmacists to stay abreast of
new rules. A law requirement of 1CEU per biennium would ensure that all pharmacists are
up to date on any new developments (both state and federal). We realize that all
pharmacists need to be conversant in the rules, a law requirement would be a reminder to
review them periodically as there may be changes to state and federal law in between
renewal periods.

Immunization- Since the APhA and other Immunization programs do not require CEUS, it
pbehooves the state to ensure that all ACIP (as referred to in the immunization section)
schedules are reviewed and in practice for pharmacist/technician/Intern immunizers. ACIP
meets several times a year and issues new schedules, vaccines, etc. yearly and that the
2CEU should be re-instated.

In conclusion: While these recommendations increase the requirements for renewal, not
all pharmacists compound sterile and hazardous drugs, and not all pharmacists immunize,
and would, therefore, not be subject to those requirements.



Administrative Rules for the Board of Pharmacy:
Summary of Substantial Arguments, Agency Responses, and Amendments

Note: There have been some reorganization and renaming of the Parts of the rule. This
summary is organized to correspond with the proposed rule filed with the Secretary of
State.

Part 1: Definitions

Comment: Multiple commenters suggested changing the definition of patient counseling
to allow for the use of adaptive technologies.

Response: This change has been made. In addition, discussion of patient counseling has
been moved from Definitions to Part 8, Pharmacy Practice — In General.

Comment: One commenter suggested broadening the definition of "Pharmacist Care" to
include all clinical services within the pharmacy scope of practice.

Response: This change has been made.

Comment: One commenter suggested changing the definition of out-of-state
pharmacies to remove the limitation to pharmacies dispensing drugs to persons located
in Vermont. "This means," the commenter argued, that "means pharmacies in other
states that don’t dispense drugs to VT residents are not pharmacies" within the meaning
of the rules.

Response: That is the intended meaning. Vermont has no jurisdiction over out-of-state
pharmacies that do not dispense into Vermont. No change has been made.

Comment: One commenter pointed out that "DSCSA" and “NCDQS” are undefined.

Response: We have spelled out the acronyms where used.

Comment: One commenter pointed out that the definition of "Compounding," as
currently worded, could be interpreted to include any labeling of a drug and is therefore
overbroad.

Response: The definition has been revised to remove “labeling.”
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Comment: One commenter recommended removing "whether or not for consideration”
from the definition of "deliver" or "delivery," arguing it is ambiguous.

Response: "Consideration" has been replaced with "compensation.”

Part 2: Administration and Procedures

Comment: When a pharmacy changes location, both the proposed and current rules
require a new pharmacy application, resulting in a new pharmacy license. Commenters
informed OPR that some third-party contracts require re-negotiation if a pharmacy's
license number changes. The commenters asked that OPR build a system that allows a
pharmacies to change locations and undergo re-inspection without obtaining a new
license.

Response: The rules have been revised to allow in-state drug outlets to retain their
license numbers when changing location, provided that ownership does not also change.
Upon such a change, operations must cease pending re-inspection, and operation prior
to re-inspection would be considered unauthoraized practice under 3 V.S.A. § 127. No
change has been made for nonresident drug outlets, for two reasons. One, it would be
much harder for OPR to enforce the requirement to cease operation pending re-
inspection, as we would be much less likely to learn of the illicit operation than with an
in-state drug outlet. Two, nonresident drug outlets contract with suppliers primarily
through their home-state license numbers, and moreover do business across multiple
states, and so a change in their Vermont license number would disrupt the business as a
whole far less than an in-state drug outlet. It should be noted that OPR's data systems
do not allow us issue duplicate license numbers or manually change license numbers.

Comment: Two commenters asked for a provision allowing the Board to waive the rules
to allow experimentation with new practice models or technology.

Response: The proposed rules as a whole are much less prescriptive of day-to-day
pharmacy practice than the existing rules; the proposed rules focus on outcomes
(compliance with fixed third-party or statutory standards) rather than how licensees
achieve those outcomes. Notably, neither commenter pointed to anything in the rules
that would prohibit innovation. Language has been added make clear that no
presumption against innovation should be inferred, but no additional waiver authority
has been added.
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Part 3: Pharmacists and Pharmacy Interns: Eligibility and Practice Requirements

Comment: One commenter suggested that OPR either codify the existing requirement
for internship preceptors, or to eliminate the requirement. '

Response: This is an excellent point. Virtually all internships now take place within the
pharmacy degree program, and it is not necessary to enforce eligibility criteria for
preceptors of Vermont-based internships when we do not do so for out-of-state
internships. The registration requirement will be discontinued.

Comment: One commenter asked that OPR allow pharmacists licensed out of state to
practice telepharmacy on Vermont patients without obtaining a Vermont telepharmacy
credential.

Response: Under this proposal, OPR would have no jurisdiction over the practice of out-
of-state telepharmacy, because there would be no license to prosecute nor any
unauthorized practice occurring. No change has been made.

Part 4: Pharmacy Technicians: Eligibility and Practice. Requirements

Comment: One commenter asked about a waiver of the high-school diploma / GED
requirement for pharmacy technicician trainnes.

Response: The GED / high-school diploma requirement for trainees has been removed
‘entirely and replaced with a 16-year age minimum.

Comment: The proposed rules require pharmacies using TPVPs to have a pharmacist
review the accuracy of a sample of technician verifications at least quarterly. One
commenter said that quarterly is "very frequent" and "would be a significant '
administrative burden.”

Response: The proposed rules around TPVPs are based on those of the lowa Board of
Pharmacy, which piloted the concept for years before promulgating final TPVP rules in
2019. The results of that pilot were published in a peer-reviewed journal. See “The lowa
new practice model: Advancing technician roles to increase pharmacists' time to provide
patient care services,” 58 J. Am. Pharm. Ass'n 268 (2018). Based on that study, lowa’s
Board concluded that quarterly review was appropriate. We have no basis to second-
guess this conclusion. No change has been made.
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Comment: One commenter asked for clarification that pharmacy technicians may not
perform drug utilization review or prescription/order verificataion.

Response: Language to this effect has been added.

Part 5: Clinical Pharmacy

Comment: Multiple commenters pointed out that the two rules about collaborative
practice agreements were redundant and inconsistent.

Response: We thank the commenters catching this. The rules have been combined.

Comment: A commenter expressed concern that the commercial inducement would
prevent proactive renewal requests and automatic refills.

Response: This section has no impact on prescription drug orders made by non-
pharmacist prescribers. The purpose of this section is to bar pharmacies' commercial
interests from influencing pharmacists' clinical judgment as prescribers, not as fillers of
other prescriber’s prescriptions. No change has been made.

Comment: Multiple commenters criticized the rules as overly prescriptive regarding the
physical spaces needed for the practice of clinical pharmacy. They recommended taking
a more general approach.

Response: We agree. The has been revised and simplified.

Comment: One commenter opined that pharmacy technicians should be authorized to
administer vaccines without a pharmacist present, because that requirement prevents
vaccination administration in satellite pharmacies.

Response: This point is well taken. The proposed rules already require any pharmacy
technician administering vaccines to take an accredited course that meets CDC
guidelines. The explicit requirement for pharmacist presence for vaccinations has been
removed. The general requirement for pharmacist presence during pharmacy operations
remains, with the only exception being satellite pharmacy operations.

Part 6: License Renewal and Continuing Education

Comment: One commenter asked that out-of-state entities be allowed to use 3-year-old
inspections instead of 2-year-old inspections if using an NABP supply chain inspection.
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Response: All in-state entities are inspected at least every 2 years. The problem with
allowing 3-year-old inspections is that OPR is on a 2-year renewal cycle, so a licensed
entity could potentially use the same inspection for 2 renewals and thereby undergo
inspection only every 4 years. Much can change in 4 years.

The risk of patient harm from unsanitary or otherwise dangerous practices is greatest for
actual manufacturers, compounding pharmacies, home infusion pharmacies, 503B
outsourcers, and nuclear/radiologic pharmacies. We have maintained the 2-year
inspection requirement for those entities. For other entities, the rule has been revised
back to the current requirement for an inspection within the past 3 years.

Comment: Two commenters suggested removing the requirement that 10 of the 30
required hours of pharmacist continuing education be live rather than asynchronous.
The commenter opined that licensees should be allowed to decide for themselves which
CE format best suits their educational needs.

Response: We agree. The requirement has been removed.

Comment: One commenter opined that it would be overly burdensome to require
pharmacy technicians to obtain 10 hours of continuing education each year.

Response: On the Board’s recommendation, we have revised the rule to require 6 hours
of pharmacy technician CE.

Comment: One commenter suggested that the Office mandate continuing pharmacist
education on changes in the legal landscape as well as immunization recommendtions
and standards.

Response: The commenter did not provide any examples of harm to the public occuring
because of pharmacists falling behind in these areas. The Board trusts pharmacists to
use their own judgment in choosing CE courses appropriate to their practice and
knowledge.

Comment: One commenter opined that the rules are too granular regarding the topics
required for pharmacists' continuing education related to opiate prescribing and related
subjects. ’

Response: Broader language would conflict with Act 173 (2016}, which the rule tracks
word for word. No change has been made.
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Comment: One commenter opined that pharmacists who engage in sterile compounding
or hazardous-drug compounding should not have to complete 5 hours of CE on those
topics, and recommended a lower requirement to align with other states.

Response: The requirement has been reduced to 3 hours.

Comment: One commenter asked that the rules define "oversee[ing]" sterile
compounding or hazardous-drug compounding.

Response: The rule has been amended to reference the USP definition of "Designated
Person™ as related to these specialties.

Comment: One commenter asked for a continuing education waiver for pharmacists in
their first licensure cycle so that they don't need to scramble if they are licensed shortly
before the next renewal cycle.

Response: 3 V.S.A. § 123(a)(12)(B) controls this situation and already exempts licensees
from fulfilling renewal requirements (including CE) if they become licensed within 90
days of the next renewal cycle. No change has been made.

Part 7: Eligibility and Practice Requirements for Drug Outlets

Comment: One commenter wondered what time frame was associated with the
requirement that a pharmacy submit a new application when ownership changes.

Response: We intended to carry over the time frame from the existing rules, which
allow, after a change in drug outlet ownership, 48 hours to notify the Board and 15
business days to file a new application. We have worded “15 business days” to “21 days”
in keeping with more recent “a d'ay is a day” drafting convention.

Comment: One commenter asked for clarification about the scope of the requirement
for recall procedures for compounded drugs.

Response: The rule has been revised to make clear that the recall procedure
requirement applies to all drugs.

Comment: One commenter pointed out a conflict between provisions on the timelines
for pharmacies to report pharmacy closures and changes in regular operating hours.

Response: We agree. The sections on closures and changes of hours have been
substantially revised.
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Comment: One commenter pointed out potential confusion springing from two different
provisions about reporting requirements for departures and absences of pharmacy
managers. The commenter recommended deleting one provision.

Response: One of these sections has been deleted and the other revised for clarity.

Comment: Pharmacies are required to report any theft or significant loss of prescription
drugs. One commenter suggested that we require these reports only if the thefts or loss
is "confirmed.”

Response: The rule requires that these reports be made within 30 days. If the pharmacy
determines within those 30 days that no theft or significant loss has occurred, no report
is required. Conversely, if a pharmacy can't confirm within 30 days whether a drug theft
or significant loss has occurred, OPR may need to investigate the pharmacy’s security
and recordkeeping. No change has been made.

Comment: One commenter asked us to define "significant" in "significant loss" of
prescription drugs.

Response: This langauge comes from the code of federal regulations, which contains a
list of factors to consider. A reference to that regulation has been added.

Comment: One drug manufacturer asked that OPR extend the deadine to report drug
outlet changes of ownership from 1 business day to 5 days. Another commenter pointed
out that the "next business day" language conflicts with a statutory requirement of 48
hours.

Response: The deadline has been changed to 48 hours, as required by statute.

Part 8: Practice Requirements for All Pharmacies

Comment: A commenter opined that it is unduly burdensome to require licensees to
comply with USP chapters below <1000> because those standards are constantly
changing. The commenter also complained that OPR has failed to comply with 3 V.S.A.

§ 838(2)'s requirement to provide information about materials incorporated by refrence.

Response: Federal law has incorporated the USP--the United States Pharmacopoeia—
since the 1906 passage of the original Food, Drug, and Cosmetics Act. Part 8-6 merely
references this existing requirement and imposes no new burdens on licensees. As for 3
V.S.A. § 838(2), OPR properly included the USP in its "Incorporation by Reference" cover
sheet. No change has been made. '
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Comment: The proposed and existing rules require retail pharmacies to conspicuously
display the licenses or registrations of all pharmacy professionals on duty. Two
commenters said that this requirement was impractical for pharmacists working
temoprarily and recommended a requirement to make licenses available upon request.

Response: The reasoning behind this requirement is that few consumers will feel
comfortable asking to see a license that is not on display. The confrontational nature of
the request would chill complaints that could lead to necessary enforcement. At the
same time, we understand that wall space can be at a premium and that chain
pharmacies especially may have many staff moving between locations. We have
compromised by allowing pharmacies to display pharmacy professional licenses only at
the professional’s “principal place of business,” as required by 26 V.S.A. § 2042(d).
Copies of the licenses of other pharmacy professionals can be on-site and available for
viewing upon request. At the same time, since we know many consumers would never
make this request, we have added a requirement that name tags include last initials. This
is to help the public and OPR investigators identify pharmacy professionals about whom
a complaint is made.

Comment: The proposed and existing rules require that retail pharmacies reverify
patients' known allergies, drug sensitivities, and other information at least annually, to
enable prospective drug utilization review. The proposed and existing rules require
pharmacies to document that this annual verification has been performed.
Representatives of two drugstore chains said that it is operationally impractical to
document this verification.

Response: Annual reverification saves patient lives by preventing severe allergic
reactions and drug interactions. OPR is currently prosecuting a licensee for failure to
perform this annual reverification. During rule review, Board counsel asked how the
Office could enforce annual verification without a documentation requirement. The
Board had no answer; one of the commenters suggested, essentially, the honor system.
Moreover, a representative of a third drugstore chain said that their company has been
able to build this documentation ability into its computer system. No change has been
made.

Comment: The proposed rule requires pharmacists to inform prescribers of "Any drug-
related incident that may result in serious harm, injury, or death to the patient shall be
reported by the pharmacist to the practitioner and recorded in the patient’s record."
One commenter asked if this was supposed to be in the past tense and cover only
incidents that have resulted in serious harm, injury, or death, rather than potential
serious harm, injury or death. '
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Response: The rule is drafted as intended. No change has been made.

Comment: Regarding required elements of a prescription drug order, one commenter
noted that 3rd-party auditors "look to claw-back otherwise valid prescriptions due to a
minor missing element” required under state law. The commenter asked that we strike
all elements not absolutely necessary to filing a prescription. Another commenter noted
that patients' street addresses, in particular, are often omitted by prescribers, preventing
the prescription from being filled.

Response: We have revised the rule to remove nonessential elements, including the
patient's street address. Prescribers and pharmacists should note that DEA regulations
may require patient addresses on prescriptions for controlled substances.

Comment: Two commenters asked for clarification about whether the rules permit
pharmacists to fill faxed prescriptions.

Response: Language has been added explicitly permitting faxed prescriptions.

Comment: The proposed rule requires pharmacies to notify the Board within 48 hours of
an unplanned closure or within 48 hours of becoming aware a planned closure will

occur. One commenter asked that the rule specify "during business hours," "due to the
portal upload limitations."

Response: There are no such portal limitations. OPR's licensee portal is avilable 24 hours
a day, every day. No change has been made with respect to unplanned closures. The
deadline for planned closures has been changed to 30 days before the closure or within
48 hours of becoming aware that the planned closure will occur. This is to allow
pharmacies to plan closures (such as for renovations) long in advance without requiring
notice to the public impractically long in advance.

Comment: Commenters asked that the Board streamline or eliminate the section on
Continuous Quality Improvement Programs. Concerns included the scope of "potential
errors," documentation burdens, and redundancy with existing systems. Another
commenter expressed concern about being required to produce information protected
by federal law.

Response: The CQl section as a whole has been streamlined. The definition of QRE has
been revised to eliminate the term "potential error,” instead adapting language from the
model rules of the National Association of Boards of Pharmacy. Language has been
added making explicit that OPR will respect federal protections of patient safety work
product. Language has also been added clarifying that licensees may combine CQl
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analysis and documentation with existing processes so long as the programs' core
requirements are met.

Part 9: Registration and Practice Requirements for Specific Drug Outlet Types

Comment: Part 9-1(f) concerns drugs brought into institutions by patients. One
commenter noted that FDA guidance around controlled substances brought into
institutions by patients is unclear, that institutions are not generally equipped to store
drugs brought by patients, and that either way this is not a pharmacy issue outside of
assuring the safety of any drugs administered. The commenter asked that the second
two sentences of Part 9-1(f) be deleted.

Response: This change has been made.

Comment: A Pfizer representative asked for confirmation that manufacturing licenses
are not required for "facilities that only produce Active Pharmaceutical Ingredients and
ship them to other facilities for further processing."

Response: Those facilities require a manufacturing license. 26 V.S.A. §§ 2022(6)(D),
2022(11)(A). No change has been made.

Part 10: Satellite Pharmacies

Comment: One commenter said that requring weekly inspections of satellite pharmacies
is "overkill."

Response: The proposed rules require monthly inspections, not weekly.

Comment: One commenter pointed out that the proposed rule implied that no more
than one pharmacy technician at a time may staff a satellite pharmacy.

Response: The rule has been revised to remove that implication.

Comment: One commenter said that pharmacy technicians in satellite pharmacies
should be able to receive oral prescription drug orders and perform final verifications
within TPVPs, as they can in regular retail pharmacies.

Response: We agree. These changes have been made.
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Comment: One commenter opined that the Board’s authority to convert a satellite
pharmacy license to a regular retail pharmacy license denies license holders due process
and discourages businesses from investing in the creation of satellite pharmacies.

Response: We appreciate these concerns. At the same time, allowing satellite
pharmacies to persist in operating without an on-site pharmacist, despite changing
conditions, could over time make satellite operation the norm. The rule has been revised
to remove the Board's authority to convert satellite pharmacy licenses without warning.
Instead, satellite pharmacy licensees must demonstrate the ongoing need for and safety
of their satellite operation as a condition of license renewal. This allows license holders
to be prepared to make this showing on a predictable biennial schedule.

Comment: One commenter complained that the proposed rules for satellite pharmacies
"track[] with the existing rule language for 'remote pharmacies' and are "arguably too
restrictive." The commenter complained that the requirement that the satellite
pharmacy's community be underserved relative to comparable commmunities is "vague
and questionable."

Response: The proposed rules differ widely from the existing rules from remote
pharmacies, which are three times longer than those proposed. The commenter has
proposed no alternative to the standard they call "vague and questionable.” It is not the
Board's intention to permit pharmacies to operate without on-site pharmacists routinely
or without a showing that such operation is in the public interest. No change has been
made.
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Patient Records Retention

Recorgs of Dispensing

Perpetual Inventory
Schedule Il Inventory
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10.35
10.36

Part 11 Institutional Pharmacy

11.1

11.2

11.3

11.4

11.5

11.6

11.7

11.8

11.9

11.10
11.11
11.12
11.13
11.14
11.15
11.16
11.17
11.18
11.19
11.20
1424
11.22
11.23
11.24
11.25
11.26
11.27
11.28
11.29
11.30
11.31
11.32
11.33
11.34

12.1

Written Policies
Absence of Pharmacist

Access to Pharmacy During Emergency

Immunizations
Independent Practice of Pharmacists

Introduction

Definitions

Personnel

Responsibilities of the Pharmacist-Manager

Night Cabinets/Temporary Storage

Designated Nurse Access
Nurse Removal of Drugs:
Doses
Emergency Kits
Emergency Kits in Non-Federal Registered
Emergency Kit Records
Authorized Emergency Kit Users
Physical Requirements
Hygiene Standards
Equipment
Reference Materials
Storage
Security
Labeling
Dispensed Drugs
Unit Dose Packaging
Discontinued Drugs
Physician’s Orders
Telephone Orders
Controlled Drug
Recall
Adverse Dru
Medication

ng-term Care Facilities (LTCF)

eactions
rought Into the Institution By Patients

P#£rmitted Practices
ommon files or Data bases
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12.5
12.6
12.7
12.8
12.9
12.10
12.11
12.12
1213
12.14
12.15
12.16
12.17

Sight Readable Information
On-Line Retrieval
Daily Records
Automated Systems
Personnel
Records
Dispensing and Distributing
Confidentiality
Automated Pharmacy System Records in Institutions
AMDS Records
System Backup
Policies and Procedures
Oral Communication of Prescriptions

Part 13 Sterile Pharmaceuticals

13.1
13.2
13.3
13.4
13.5
13.6
13.7
13.8
13.9
13.10
13.11
13.12
13.13
13.14
13.15
13.16
13.17
13.18
13.19
13.20
13.21
13.22

Purpose and Scope
Applicability
Definitions
Policy and Procedure Manual
Physical Requirements
ISO 5 Condition Compliance
Supplies
Reference Materials
Records and Reports
Delivery Service
Emergency Kit
Cytotoxic Drugs
Disposal of Cytotoxic or flazardous Wastes

Written Protocol
End Product Tegting
Beyond Use Dates

Pharmacegtical Care Outcomes
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Part 15 Nuclear/Radiologic Pharmacy
15.1 Purpose and Scope

15.2 Definitions

15.3 General Requirements for Pharmacies Providing Radio-Pharmaceuti
15.4 Physical Requirements
15.5 Security

15.6 Records

15.7 Radioactive Storage
15.8 Prescriptions

15.9 Permit Prerequisites
15.10 Other Requirements

| Services

Part 16 Non-Resident Pharmacy
16.1 Definitions

16.2 Licensure

16.3 Change of Information

16.4 Personnel

16.5 Prescription Records

16.6 Substitution of Drug

16.7 Toll-Free Telephone Service
16.8 Disciplinary Action

17.1  Minimum Required Information §Or Licensure
17.2 Required Forms

17.3 Change of Information
17.4 Acts Which May Affect Licgnsure
17.5 Personnel
17.6 Minimum Requiremenig for the Storage and Handling of Drugs
17.7 Security

17.8 Diversion Preventi
17.9 Storage
17.10 Inspections
17.11 Examination/0f Materials

17.12 Examinatigh of Outgoing Shipments
17.13 Returned{ Damaged, and Outdated Drugs
17.14 Comprgmised Packaging

17.15 DrugAafety/Quality Questions

17.16 Regbrd Keeping

ilability of Records

ecord Retention

17.19/ Reporting Thefts

Written Policies and Procedures
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17.21 Written Policies, Contents

17.22 Responsible Individuals

17.23 Compliance with Federal, State, and Local Laws
17.24 Inspections Authorized

17.25 Controlled Substances Compliance Requirements
17.26 Salvaging and Reprocessing

Part 18 Community Based Long Term Care Phafmacies

18.1 Community Based Long Term Care Pharmacies

18.2 Applicable Rules

18.3 Community Based Long Term Care Pharmacies Versus
Care Pharmacies

stitutional Long Term

Part 19 Remote Pharmacies

19.1 General Purpose

19.2 Definitions

19.3 Coordinating Pharmacist Manager

19.4 Coordinating Pharmacist Manager Respon
19.5 Change of Coordinating Pharmacist Man
19.6 Coordinating Pharmacist Duties
19.7 License Required for Remote Pharmg€y Services - General Requirements
19.8 Laws Applying to Remote Pharmacigs

19.9 Policy and Procedure Manual
19.10 Record Keeping

19.11 Remote Pharmacy Staffing
19.12 Notices and Displays
19.13 Storage Security
19.14 Audiovisual Link
19.15 AMDS Requirements
19.16 Remote Pharmacy
19.17 Written or Electrory
19.18 Schedule Il Pres
19.19 Counseling
19.20 No Returned
19.21 Inspections/and Board of Pharmacy Access to Records
19.22 Quality AgSurance

19.23 Reports/o the Board

19.24 Renewal Requirements

19.25 te Pharmacy Closing
Part Unprofessional Conduct and Disciplinary
Infoymation

Definitions
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20.2 Independent Judgment

20.3 Initiating a Complaint

20.4 Investigations

20.5 Disciplinary Process

20.6 Confidentiality

20.7 Appeals

20.8 Reinstatement After Revocation
20.9 Modification of Orders
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Administrative Rules
Vermont Board of Pharmacy
Effective: September 15, 2015

(cite as B.O.P. Rule x.x.)
Part 1 General Information

1.1 The Board’s Purpose The Vermont Board of Pharmacy (“the Boarg/) has been created
and given powers by Vermont law, 26 V.S.A. Chapter 36. Its purpose is to pybtect the health, safety,
and welfare of the public. The Board does this by, among other authority sgt forth in Chapter 36 and
in Chapter 5 of Title 3, setting standards for examining and licensing qualjffed applicants, and
regulating the practice of pharmacy.

1.2 Board Restrictions The Board may not make any rule thét is designed or implemented to
limit the number of licensees or pharmacies in the state; nor may tjfe Board require that
nonprescription drugs be sold only by a pharmacist or under a ph@rmacist's supervision.

1.3 Business Address The Board is located at the Office of the Secretary of State, Office of
Professional Regulation, 89 Main St., Fl. 3, Montpelier, VT @5620-3402 (“the Office”). The Board's
mailing address is the same. The Office telephone numbfr is 1-802-828-1505. Applications, copies
of these rules, and additional information about the Bog/l may be obtained by contacting the Office or
by accessing the Board’s website, http://vtprofessiong

1.4 Board Members And Officers The Bgérd is composed of five licensed pharmacists, each
with at least five years’ experience as a pharmagfst in Vermont, and two members of the public.
Public members of the Board shall have no finghcial interest in the field of Pharmacy, as defined in 26
V.S.A. § 2031 other than as consumers or possible consumers. Members of the Board are
appointed by the governor as provided in .S.A. sections 129b and 2004. The Board elects a
chair, a vice chair and a secretary, and ojpfier officers from among its members. A list of the names
and addresses of Board members and gfficers may be obtained from the Office or the website.

1.5 Hearings The Board copfducts hearings in accordance with the Administrative Rules for
the Office of Professional Regulatjon, 3 V.S.A. § 129, and the provisions of the Vermont
Administrative Procedure Act foycontested cases, 3 V.S.A. §§ 801-816.

1 Emergency Meetings The Board holds at least two regular

or a majority of members may call a special or emergency meeting. A
gtitute a quorum for all meetings. Contact the Office for the date, time and
Weetings.

1.6 Regular, Special, A
meetings a year. The cha
majority of members co
location of scheduled

1.7 Laws That Govern The Board

(a) The Board is governed by the law in 26 V.S.A. Chapter 36, that establishes its responsibilities for
setting standargs, issuing licenses, and regulating the profession. The Board is also governed by
and exercises/authority granted in Chapter 5 of Title 3 of the Vermont statutes. In addition, the
Board must£omply with several other statutes, such as the “Law of Professional Regulation,” (3
V.S.A. §§¥21- 132), the “Administrative Procedure Act” (3 V.S.A. §§ 801-849), the “Right to Know
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