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Administrative Procedures
Proposed Filing - Coversheet

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

2. ADOPTING AGENCY:
Secretary of State, Office of Professional Regulation
3. PRIMARY CONTACT PERSON:
(A PERSON WHO IS ABLE TO ANSWER QUESTIONS ABOUT THE CONTENT OF THERULE).
Name: Emily Tredeau
Agency: Office of Professional Regulation

Mailing Address: 89 Main St., 3* Fl., Montpelier, VT
050602-3402

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/

4. 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
5. 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:

6. LEGAL AUTHORITY / ENABLING LEGISLATION:

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

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

The agency 1s 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;
pharmacy recordkeeping, inspections, monitoring, and
background checks, id. § 2068; and dispensing naloxone,
26 V.S.A. § 2080.

8. 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;

-the prescribing of opioids;

-devices containing prescription drugs;

-naloxone dispensing; 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
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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.

9. 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. In addition, the
proposed rule codifies legislation expediting licensure
for members of the U.S. Armed Forces and providing a
procedure for requesting a variance or waiver under the
rules.

10. EXPLANATION OF HOW THE RULE IS NOT ARBITRARY AS DEFINED
IN 3 V.S.A. § 801(b)(13)(A):

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
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welfare by the least restrictive means necessary to
achieve those ends.

11. 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
Association 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.

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

The most significant economic impact will likely be on
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 have to pay for inspections to comply.

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
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.

13. A HEARING IS SCHEDULED
IF A HEARING WILL NOT BE SCHEDULED, PLEASE EXPLAIN WHY.
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14. 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 NEEDED FOR THE NOTICE OF
RULEMAKING.

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

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: REZ2J2EAZ2
By phone: 1-802-828-7667, conference ID 301 656 014#

Date:
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Time: AM
Street Address:

Zip Code:
URL for Virtual:

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

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

pharmacy
pharmacist
drug
controlled substance
F'DA

DEA

prescribe
prescription
compounding
medication
pharmaceutical
medical
immunize
immunization
vaccine
clinical
intern
technician
inspection

UsSP

regulation
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Adopting Page

Instructions:

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

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

When possible, the agency shall file the annotated text, using the appropriate page or
pages from the Code of 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
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Economic Impact Analysis

Instructions:

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

Rules affecting or regulating schools or school districts must include cost implications
to local school districts 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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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 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.

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.

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 pressure by expanding the
pool of eligible workers.
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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.

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
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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 1s 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 just as serious in
independent pharmacies as in larger pharmacies. Many of
the costs of compliance, such as licensing fees for
pharmacies and pharmacy professionals, automatically
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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.
This analysis was conducted by consideration of the

nature of the rules.
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Environmental Impact Analysis

Instructions:

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

Examples of Environmental Impacts include but are not limited to:

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
GREENHOUSE GASES (E G. TRANSPORTATION OF PEOPLE OR GOODS; BUILDING
INFRASTRUCTURE, LAND USE AND DEVELOPMENT, WASTE GENERATION, ETC.) N
The proposed updated rules make explicit that patient
records may be maintained in solely electronic form.
This practice is 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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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
regulation 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 question
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.
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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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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):
Title 21 of the Code of Federal Regulations

Federal Drug Quality and Security Act, which includes
the Federal Drug Supply Chain Security Act

Federal Food, Drug, and Cosmetic Act

Health Insurance Portability and Accountability Act
Patient Safety and Quality Improvement Act

United States Pharmacopeia National Formulary

Office of Professional Regulation Administrative Rules
of Practice, CVR 04-030-005

American Society of Health System Pharmacists (ASHP)
“ASHP Guidelines on the Safe Use of Automated
Dispensing Cabinets"
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4. FORMAL CITATION OF MATERIALS INCORPORATED BY
REFERENCE:

21 C.F.R. passim.

Drug Quality and Security Act of 2013, Pub. L. 113-
54, codified in 21 U.S.C. § passim.

Drug Supply Chain Security Act of 2013,Pub. L. 113-
54, codified in 21 U.S.C. § passim.

Food, Drug and Cosmetic Act, 21 U.S.C. §§ 301-399i.

Health Insurance Portability and Accountability Act,
31 U.S.C. S§S 804a, 804b.

HIPPA Privacy Rule, 45 C.F.R. §§ 160, 162, 164.

Patient Safety Quality and Improvement Act, 42 U.S.C.
§§ 299b-21 through 299%b-26.

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

Vermont Office of Professional Regulation
Administrative Rules of Practice, CVR 04-030-005.

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.

S.A. § 128
S.A. ch. 5 sub. 3
3 V.S.A. ch. 25

1 V.
1 V.

Revised January 10, 2023 page 2



Administrative Procedures
Incorporation by Reference

3 V.S.A. ch. 5 sub. 2

18 V.S.A. § 4064a
18 V.S.A. § 4201

18 V.S.A. § 4213

18 V.S.A. § 4215

18 V.S.A. § 4215b
18 V.S.A. § 4289

18 V.S.A. § 4601

18 V.S.A. § 4631a
18 V.S.A. § 9432

26 V.S.A. ch. 36

33 V.S.A. § 7102

21 U.S.C. § 301

21 U.S.C. § 351

21 U.S.C. § 353a

21 U.S.C. § 353b

21 U.S.C. § 801

21 U.S.C. § 360eee
42 U.S.C. § 299%9b-21
42 U.S.C. § 1320d
21 C.F.R. § 1300.01
45 C.F.R Part 162
45 C.F.R. Part 1064
45 C.F.R. Parts 160

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 is available
free online at ecfr.gov and also at the Cornell Library
of Vermont Law and Graduate School.

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

Federal Public Laws ("Pub. L." citations) are available
free online at congress.gov 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.

Office of Professional Regulation Administrative Rules
of Practice, CVR 04-030-005, available free online at
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https://sos.vermont.gov/media/osallnmg/administrative-
rules-of-practice.pdf.

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

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.
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Part 1: Definitions

1-1 “503B Outsourcer” means a facility at one geographic location or address that is
registered as an outsourcing facility with FDA under Section 503B of the FDCA, 21
U.S.C. § 353b.

1-2 “Administer” means to directly apply a drug to the body of a patient or research
subject by injection, inhalation, ingestion, or any other means.

1-3 “Adulterated” means deemed to be adulterated under 21 U.S.C. § 351.
1-4 “ACPE” means the Accreditation Council for Pharmacy Education.
1-5 “Board” means the Vermont Board of Pharmacy.

1-6 “Bona fide representative” in 18 V.S.A. § 4215b means an individual who is

(a) authorized by law or known to and authorized by the patient to receive drugs
dispensed by prescription for the patient; or

(b) the owner of an animal or a person authorized by the owner to receive drugs

dispensed by prescription for the animal.

1-7 “Break” means an uninterrupted period during which a pharmacy professional
ceases performing all activities related to the practice of pharmacy.

1-8 “Business day” means a day that is not a Saturday, a Sunday, or a day on which a
legal holiday listed at 1 V.S.A. § 371 is observed.
1-9 “Centralized prescription processing” means:

(a) the processing by a pharmacy of a request from another pharmacy to fill or
refill a prescription drug order; or

(b) the performance of processing functions such as dispensing, drug utilization
review, claims adjudication, refill authorizations, and therapeutic
interventions.

1-10 “Clinical pharmacy” is defined by 26 V.S.A. § 2022.
1-11 “Collaborative practice agreement” is defined by 26 V.S.A. § 2022.

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
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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).
1-13 “Continuous quality improvement” or “CQI” means a system of standards and

procedures to identify and evaluate quality-related events to improve patient
care.

1-14 “DEA” means the United States Drug Enforcement Administration.

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.

1-16 “Director” means the Director of the Office of Professional Regulation.

1-17 “Dispense” or “Dispensing” means the interpretation, evaluation (including drug
utilization review), and implementation of a prescription drug order, including the
preparation, final verification, and delivery of a drug or device to a patient or
patient’s agent in a suitable container appropriately labeled for subsequent
administration to, or use by, a patient.

1-18 “Distribute” or “Distribution” means the delivery of a drug or device other than
by administering or dispensing.

1-19 “Drug” is defined at 26 V.S.A. § 2022.

1-20 "Drug outlet” is defined by 26 V.S.A. § 2022 and includes those entities described
in 26 V.S.A. §§ 2021, 2022(7), 2061(a), and 2061(b), including without limitation
virtual manufacturers; virtual distributors; contract manufacturers, relabelers, and
repackagers; brokers, facilitators, and intermediaries.

1-21 “Drug utilization review” includes but is not limited to evaluation of prescription
drug orders and patient records in order to:
(a) counsel on proper utilization of the drug;
(b) determine:

(1) known allergies;
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(2) rational therapy contraindications;
(3) reasonable dose and route of Administration; and
(4) reasonable directions for use;
(c) prevent duplication of therapy; and
(d) identify drug interactions, including:
(1) drug-drug interactions;
(2) drug-food interactions;
(3) drug-disease interactions; and
(4) adverse drug reactions.
1-22 “Electronic digital signature” means a computer data compilation of any symbol
or series of symbols that is:

(a) based on cryptographic methods of originator authentication and computed
so the identity of the signer and the integrity of the data can be verified; and

(b) executed, adopted, or authorized by an individual to be the legally binding
equivalent of the individual’s handwritten signature.

1-23 “FDA” means the United States Food and Drug Administration.
1-24 “FDCA” means the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§ 301 ch. 9.

1-25 “Hazardous Drug” or “HD” is defined by USP <800> and the National Institute of
Occupational Safety and Health’s “Procedures for Developing the NIOSH List of
Hazardous Drug in Healthcare Settings.”

1-26 “HIPAA” means the Health Insurance Portability and Accountability Act of 1996,
42 U.S.C. § 1320d, and 45 C.F.R. Parts 160, 162, and 164.

1-27 “Institutional Facility” means all institutions included in the definition of “health
care facility” in 18 V.S.A. § 9432 and includes nursing homes and residential care
facilities included in the definition of those terms in 33 V.S.A. § 7102.

1-28 “Institutional Pharmacy” means a drug outlet located within an institutional
facility and that serves solely the residents or patients of that institutional facility.

1-29 “Labeling” means the process of preparing and affixing a label to any drug
container. Labeling does not include the labeling by a manufacturer, packer, or
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distributor of a non-prescription drug or commercially packaged legend drug or
device.

1-30 “Legend Drug” has the same meaning as “Prescription Drug,” defined below.

1-31 “Legend Device” means a device containing a legend drug, such as epinephrine
autoinjectors and inhalers.

1-32 “Licensee” means a person licensed under 26 V.S.A. Chapter 36.
1-33 “Long-Term Care Facility” means a Facility as defined under 33 V.S.A. § 7102.
1-34 “Manufacturer” and “Manufacturing” are defined by 26 V.S.A. § 2022.

1-35 “Medical Order” means a lawful order of a practitioner that may or may not
include a prescription drug order.

1-36 “NABP” means the National Association of Boards of Pharmacy.

1-37 “Nonresident Pharmacy” means a drug outlet located outside of Vermont which
dispenses prescription drugs or devices through mail, shipping, or delivery to a
person located in Vermont.

1-38 “Office” means the Office of Professional Regulation.

1-39 “Out-of-State Telepharmacist” means a pharmacist licensed and in good standing
in a U.S. jurisdiction other than Vermont, who holds a limited registration from
the Vermont Board authorizing the practice of telepharmacy in Vermont.

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.

1-41 “Perpetual Inventory” means an ongoing system for reviewing and recording the
quantity of a Drug as the Drug is received, dispensed, administered, or otherwise
distributed by the pharmacy.

1-42 “Person” is defined by 1 V.S.A. § 128.

1-43 “Pharmacist” means an individual licensed under 26 V.S.A. Ch. 36 to engage in the
practice of pharmacy or the practice of telepharmacy in Vermont.

1-44 “Pharmacist Care” means the provision by a pharmacist or pharmacy intern of
medication therapy management services, with or without the dispensing of
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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.

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.

1-46 “Pharmacy Intern” means an individual licensed under 26 V.S.A. Ch. 36, engaged
in an internship, and working toward licensure as a pharmacist.

1-47 “Pharmacy Manager” means a licensed pharmacist designated by a pharmacy to
carry out the duties described in Part 8-15.

1-48 “Pharmacy professional” means a pharmacist, pharmacy technician, or pharmacy
intern licensed under 26 V.S.A. Ch. 36.

1-49 “Pharmacy technician” is defined by 26 V.S.A. § 2022.

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.
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1-51 “Practice of pharmacy” is defined by 26 V.S.A. § 2022.

1-52 “Practitioner” is defined in 26 V.S.A. § 2022 and includes a duly licensed or
registered telehealth practitioner.

1-53 “Prescription Drug” or “Legend Drug” means a drug which is required by any
applicable federal or state law or rule to be dispensed pursuant only to a
Prescription Drug Order or is restricted to use by Practitioners only.

1-54 “Prescription Drug Order” or “Prescription” means a lawful order from an
authorized prescriber for a drug or legend device and for a specific patient.
Prescription Drug Order includes Medical Orders for patients of institutional
pharmacies and orders derived from a Collaborative Practice Agreement.

1-55 “Quality-related event” or “QRE” means a potential or actual error, actual adverse
incident, or actual unsafe condition 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.

1-56 “Regulated Drug” is defined by 18 V.S.A. § 4201.

1-57 “Repackage” means taking a drug product from the container in which it was
distributed by the manufacturer and placing it in a different container without
further manipulation of the drug. Repackaging includes placing the contents of
multiple containers (e.g., vials) of the same finished drug into one container,
provided the container includes no other ingredients and is not further
manipulated in any way.

1-58 “Repackager” means an entity that repackages and relabels a product or package
for further sale or distribution.

1-59 “Satellite Pharmacy” is referred to as a “remote pharmacy” in 26 V.S.A. § 2032
and means is defined in Part 10-1.

1-60 “Signature,” for purposes of a Prescription Drug Order, means an authorized
prescriber’s name handwritten by that person on a tangible Prescription Drug
Order or that prescriber’s Electronic Digital Signature associated with an
electronic Prescription Drug Order and sent as part of that electronic Prescription
Drug Order directly to a pharmacy.
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1-61 “Telepharmacy services” or “Practice of Telepharmacy” means the provision of
pharmacist care through telecommunications and information technologies to
patients located at a distance.

1-62 “Third-Party Logistics Provider” means a drug outlet that provides or coordinates
warehousing or other logistics services of a drug on behalf of a manufacturer,
wholesaler, or dispenser of a drug, but that does not take ownership of the drug
or have responsibility to direct the sale or disposition of the drug.

1-63 “USP” and “USP-NF” mean the United States Pharmacopeia National Formulary.

1-64 “Virtual,” in reference to a manufacturer or distributor, means a corporate entity
that does not have custody of a drug, yet operates as a manufacturer or
distributor by contracting with others. 26 V.S.A. § 2022.

1-65 “Wholesaler” means “wholesale distributor” as defined by 26 V.S.A. § 2022.

Part 2: Administration and Procedures

2-1 Contact and Resources. See the Office website for contact details, including
telephone numbers and the Office’s physical address. The Office website also
features information relevant to all licensed professionals, including a section on
the laws, rules, policies, membership, meetings, and operations of the Board.

2-2 Applications. Applications and supporting documentation must be submitted
through the Office’s online portal. Incomplete applications will not be processed.
Applications are complete only when all required questions have been answered
fully, all attestations made, all required documentation and materials provided,
and all fees paid. Under 3 V.S.A. § 129(a)(11), attestations must be personally
signed by the applicant or an authorized officer of an applicant corporation. 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.

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.

2-4 Complaints. Complaints against licensees, applicants for licensure, or persons
practicing without a license may be submitted on the Office website.
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2-5

2-6

2-7

Denials of licensure. Denials of licensure, and the process for appealing such
denials, are governed by 3 V.S.A. § 129(e) and the Office of Professional
Regulation Administrative Rules of Practice, CVR 04-030-005.

Conflict of Standards; Construction. Where a standard of unprofessional conduct
set forth in statute conflicts with a standard set forth in rule, the standard that is
most protective of the public shall govern. 3 V.S.A. § 129a(e). These rules shall be
construed liberally to promote the Board’s statutory purpose to protect the public
health, safety, and welfare by ensuring the integrity of the State’s drug supply and
the competence of pharmacy professionals. If a statute cited herein is amended,
these rules shall be construed whenever possible to incorporate the letter and
purpose of the amendment.

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, so 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.

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

3-1

3-2

Obligation to be Licensed or Registered. No one shall practice as a pharmacist,
pharmacy intern, or out-of-state telepharmacist unless duly licensed or registered
as such in Vermont under 26 V.S.A. Ch. 36 and these Rules.

Pharmacist Licensure by Examination. To be eligible for licensure by examination
as a pharmacist, an applicant shall:

(a) be at least 18 years of age;
(b) either:

(1) if trained within the United States, have graduated from a pharmacy
program accredited by the ACPE, its successor organization, or another
accrediting body approved by the Board; or

(2) if trained outside of the United States,
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(A) possess certification by the Foreign Pharmacy Graduate Examination
Committee’ its successor organization, or another organization
approved by the Board; and

(B) have completed an internship consistent with the requirements of 26
V.S.A. § 2032 and these Rules; and

(c) have passed the North American Pharmacy Licensure Examination, its
successor examination, or another examination approved by the Board.

3-3 Pharmacist Licensure by Endorsement. For both kinds of endorsement, the Office
may require that applicants use NABP’s preliminary application for licensure
transfer.

(a) Fast-track endorsement. A pharmacist licensed and in good standing in a
United States jurisdiction, regardless of that jurisdiction’s licensing
requirements, may apply by showing three years of practice in good standing
under 26 V.S.A. § 136a.

(b) Traditional Endorsement. A pharmacist may apply by showing current
licensure in good standing in a United States jurisdiction with licensure
requirements substantially equivalent to those of Vermont.

3-4 Internship requirement. A pharmacy internship is the practical pre-licensure
experience where the intern is provided the knowledge and practical experience
needed for licensure. Internships required under Part 3-2(b)(2)(B) have the
following requirements:

(a) Length of Internship. Internships shall be at least 1,500 hours, of which at
least 1,000 shall take place in the United States or Canada.

(b) Preceptor Supervision. A preceptor is a licensed pharmacist qualified under
these rules to supervise pharmacy interns.

(1) A pharmacy intern may perform the duties of a pharmacist as assigned by
the preceptor and only under the preceptor’s supervision and direction.

(2) Prior to supervising interns, the pharmacist shall have been licensed for at
least one year. This requirement may be waived through the same
procedure and under the same criteria as for pharmacy managers under
Part 8-15(b).

(3) A Vermont preceptor may supervise no more than two interns at once
unless approved by the Board for good cause shown.
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(c) Internship Credit.

(1) The internship requirement may be fulfilled by any combination of
postgraduate experience, supervised practice, or experience gained during
participation in school or college-coordinated externship and clerkship
programs.

(2) The Board shall give credit for out-of-state or Canadian internship
experience upon presentation of an affidavit or certificate signed by the
Preceptor and notarized under the laws of the jurisdiction in which the
internship experience took place.

(3) The intern shall provide evidence of the number of clock-hours of
experience the intern completed. Documentation shall be provided in the
form specified by the Board.

(4) During the internship, the intern shall abide by the laws of the jurisdiction
where the internship took place.

(d) Notwithstanding any other requirement of this Part 3-4, graduates of ACPE-
accredited pharmacy programs are deemed to have fulfilled this internship
requirement through the internship associated with their pharmacy degree.

3-5 Telepharmacy. A pharmacist may practice remotely using information technology
and telecommunications. A pharmacist practicing in such a manner shall be
subject to the same rules and standards applicable to all pharmacy practice,
including the standards for unprofessional conduct set forth in 26 V.S.A. Ch. 36
and 3 V.S.A. § 129a. Notwithstanding this Rule, a pharmacist shall be physically
present when required by law or essential standards of acceptable and prevailing
practice.

(a) Telepharmacy Requirements. A pharmacist providing pharmacy services to a
patient located in Vermont using telecommunications shall be:

(1) A'licensed Vermont pharmacist;

(2) A licensed pharmacist in another U.S. jurisdiction who holds a Vermont
out-of-state telepharmacist license, as set out in Part (b); or

(3) Acting as the agent of a duly licensed nonresident pharmacy.
(b) Out-of-State Telepharmacy License. In lieu of obtaining a Vermont pharmacist
license, a pharmacist licensed in good standing in another United States

jurisdiction, who wishes to provide only telepharmacy services from outside
of Vermont to individuals located in Vermont, may apply for an out-of-state
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telepharmacist license. To be eligible for licensure as an out-of-state
telepharmacist, an applicant shall:

(1) present primary source verification of licensure as a pharmacist in good
standing in another U.S. jurisdiction;

(2) provide details about all other pharmacist licenses held;

(3) specify the name, address, phone number of the site from which the
applicant is practicing telepharmacy, and, if working from a pharmacy, the
state of licensure and license number of the pharmacy;

(4) specify the scope of patient services to be provided; and

(5) provide any applicable collaborative practice agreements with other
health care practitioners.

(c) Renewal. A licensee shall remain licensed in good standing in the licensee’s
home jurisdiction to renew a telepharmacist license in Vermont.
Telepharmacy licensees shall complete continuing education to the extent
required by their home jurisdiction. However, a telepharmacist licensee does
not need to complete continuing education except as required by the
licensee’s home jurisdiction.

3-6 Pharmacy Intern Registration. To be eligible to register as a pharmacy intern, an
applicant shall:

(a) be currently enrolled in a professional year of an accredited pharmacy
program; or

(b) have satisfied the requirements of Part 3-2(b)(1) or 3-2(b)(2)(A), above.

Part 4: Pharmacy Technicians: Eligibility and Practice Requirements

4-1 Obligation to Register. Any person performing the duties of a pharmacy
technician shall register with the Office. A person solely cashiering or delivering
drugs is not required to register as a pharmacy technician.

4-2 Eligibility for Registration. To be eligible for registration, an applicant shall:

(a) hold a high school diploma or General Equivalency Diploma; and

(b) present satisfactory evidence of having completed a pharmacy technician
training program:
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(1) offered by a Board-approved, accredited vocational/technical institution or
college;

(2) leading to certification by a Board-approved national certifying authority;

(3) provided by a branch of the United States Armed Forces or the
Commissioned Corps of the Public Health Service; or

(4) provided by the applicant’s employer and approved by the Board as
adequately establishing and testing trainee competency in:

(A) pharmacology as necessary to perform the duties of a pharmacy
technician;

(B) state and federal law and regulations;

(C) skills consistent with the duties of a technician at the pharmacy
location;

(D) medication safety;

(E) quality-assurance procedures;

(F) order and fill processes, including dose calculation;
(G) inventory management; and

(H) information systems.

4-3 Technician Trainee Registration. An applicant who has not yet completed one of

the training options required for full registration pursuant to Part 4-2(b) shall
register as a technician-trainee. Such trainee registration shall be valid for two
years and may be renewed once. Upon completion of training, the technician
trainee shall apply for full registration, which if issued shall be valid for the
remainder of the biennial renewal period.

4-4 Failure to Train. If a technician-trainee registration expires before completion of

training, the trainee must cease performing the duties of a pharmacy technician
and must complete training or certification under Part 4-2(b) before applying for
full registration.

4-5 Designation as Pharmacy Technician. No pharmacy may permit an unregistered

person to use the title “Pharmacy Technician.”

4-6 Scope of Practice. A pharmacy technician may, only under the delegation and

supervision of a licensed pharmacist, perform the tasks described in definition of
“pharmacy technician” in 26 V.S.A. § 2022. A pharmacy technician may not re-
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delegate to another pharmacy technician any function related to dispensing drugs
or administering vaccines.

4-7 Non-Delegable Functions. Acts requiring the exercise of professional judgment by
a pharmacist may not be delegated to or performed by a pharmacy technician.

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. A TPVP shall include:

(a) scanning technology to ensure each product is 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 CQl program; and

(3) re-training of technicians responsible for errors.

Part 5: Clinical Pharmacy

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.

(a) CPAs shall be maintained on file at the place of the collaborating pharmacist’s
practice.

(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.

(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;
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(d) CPAs shall include provisions requiring no less than an annual quality
assurance evaluation by the collaborating practitioner.

5-2 CPAs Involving Clinical Pharmacy Prescribing. A CPA that authorizes a pharmacist
to engage in prescribing shall conform to 26 V.S.A. §§ 2023(a) and 2023(b)(1). A
collaborative practice agreement involving clinical pharmacy prescribing shall:

(a) permit prescribing only in the presence of an established Valid Practitioner-
Patient Relationship between a collaborating practitioner and patients
receiving clinical care from the collaborating pharmacist pursuant to the CPA;

(b) contain the name(s), license number(s), and dated signature(s) of each
collaborating practitioner;

(c) specify start and end dates separated by not more than one year;

(d) describe the scope of clinical pharmacy services, subject to the pharmacy
scope of practice as defined these Rules and in 26 V.S.A. §§ 2022 and 2023,
and the type of prescribing authorized, including any limitations on the scope
of those services; and

(e) be readily available to any patient or regulatory authority that may request to
review the CPA.

5-3 Conflicts of Interest and Commercial Incentives. A pharmacist practicing clinical
pharmacy shall not engage in activities that would lead a reasonable and
informed observer to suspect the pharmacist’s prescribing judgment is influenced
by anything other than the best interests of patients. In addition:

(a) Gift Ban. Pharmacists shall comply with 18 V.S.A. § 4631a and shall not accept
gifts or things of value from drug manufacturer or wholesalers.

(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.

5-4 Short-term Prescription Extensions by Pharmacists. A pharmacist extending a
previous prescription shall do so in a manner consistent with 26 V.S.A.
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§ 2023(b)(6), and only after taking steps reasonable under the circumstances to
verify a patient’s claim to hold an established prescription.

(a) Short-term extensions of prescriptions of regulated drugs are prohibited.

(b) When determining whether a short-term extension of a prescription is
clinically appropriate, a pharmacist shall consider the risk profile of a drug,
including potential toxicity and misuse, and shall weigh potential risks against
risks associated with the interruption of the patient’s access and use of the
drug.

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.

5-6 Immunizations by Pharmacy Professionals. A pharmacy professional may
administer a vaccine pursuant to a collaborative practice agreement or a patient-
specific prescription from a practitioner. Additionally, pharmacy professionals may
provide vaccines in accordance with the following:

(a) By pharmacists. Pharmacists may prescribe and administer vaccines to the
extent authorized by 26 V.S.A. § 2023.

(b) By pharmacy interns and technicians. Pharmacy interns and pharmacy
technicians may administer vaccines to the extent authorized by statute and
only when a licensed pharmacist, who is trained in accordance with these
rules to prescribe and administer vaccines, is present in the pharmacy and
able to assist with administration as needed.

(c) Training. Any pharmacy professional administering vaccines shall have taken a
vaccine administration course, with proof of training kept on file at the
pharmacy. The course shall:

(1) meet U.S. Centers for Disease Control and Prevention guidelines;
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(2) be accredited by the ACPE, certified as an American Medical Association
AMA Category 1 Credit, or approved by a similar health authority or
professional body; and

(3) include instruction on pre-vaccine administration education and screening,
vaccine storage and handling, administration of medication,
recordkeeping, emergency response, and reporting of adverse reactions.

(d) Certification. Pharmacy professionals administering vaccines shall maintain
certification in basic cardiac life support, with their certificates on file at the
pharmacy.

(e) Emergencies. In an emergency related to an immunization, a pharmacist,
intern, or pharmacy technician may administer epinephrine and/or
diphenhydramine without a practitioner’s prescription.

(f) Recordkeeping. Unless specifically required by federal or state law, a
pharmacist shall maintain for ten years the following documentation regarding
each immunization administered:

(1) the name, address, and date of birth of the patient;
(2) any known allergies;
(3) the date of administration and site of injection;

(4) the name, dose, manufacturer's lot number, and expiration date of the
vaccine or, in an emergency, epinephrine or diphenhydramine;

(5) the name and address of the patient's primary health care provider and, if
different, of the prescribing practitioner;

(6) the name of the pharmacy professional administering the immunization;
and

(7) arecord of the pharmacist's consultation with the patient determining
that the patient is eligible for immunization.

(g) Reporting. The pharmacy professional shall comply with the requirements for
reporting all immunization data to the Vermont Department of Health in
accordance with 18 V.S.A. § 1129 and any rules adopted thereunder.

Part 6: License Renewal and Continuing Education

6-1 Biennial Licensing Period. Licenses and registrations are valid for fixed, two-year
periods. Expiration dates are printed on licenses. A license expires if not renewed
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6-4

6-5

6-6
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by midnight on the date of expiration. Practice using an expired license is a
violation of 3 V.S.A. § 127. A lookup tool on the Office website may be considered
a primary source verification as to the license status and expiration date of all
Office licensees.

Initial License Issuance. An applicant issued an initial license within 90 days of the
end of a licensing period will not be required to renew the license or pay a
renewal fee. The license shall be valid through the end of full biennial licensing
period following initial licensure.

License Renewal. License renewal applications must be completed through the
Office website. The Office transmits email reminders to licensees prior to the end
of each biennial licensing period; however, non-receipt of such reminders shall
not excuse a licensee from the obligation to maintain continuous licensure or the
consequences of failing to do so. Practicing while a license is lapsed is a violation
of 3V.S.A. § 127.

Nonresident Drug Outlet Inspection. As a condition of renewing a nonresident
drug outlet registration, a nonresident drug outlet shall submit the results of an
inspection that meets the requirements set forth in Part 7-3(c)(2). An inspection
conducted for the purpose of renewing a nonresident drug outlet registration
must be conducted within two years of the application for renewal.

Requirements for Reinstatement - Extended License Lapse. A license expired for
more than two years requires reinstatement under 3 V.S.A. § 135. Licensees
planning extended absence from practice are advised to document such
intentions in advance.

(a) Two to Five Years. A license expired for two to five years may be reinstated
upon payment of the renewal fee, any additional fees required by law, and
satisfaction of renewal requirements.

(b) More than Five Years. A license expired for five or more years may be
reinstated if the applicant demonstrates retention of required professional
competencies in accordance with 3 V.S.A. § 135(b).

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

Page | 20



Administrative Rules for the Vermont Board of Pharmacy

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:

(2) 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.

(b) Pharmacy Technicians, 10 hours. A pharmacy technician shall complete at
least 10 hours of approved continuing education coursework every biennial
period. Pharmacy technicians may use continuing education coursework
completed to maintain a national certification to fulfill these continuing
education coursework requirements.

(c) Content Standards. Continuing education means approved courses on the
practice of pharmacy completed post-licensure and designed to maintain or
enhance professional competence in the practice of pharmacy for the benefit
of the public’s health and safety. Notwithstanding any provision of these Rules
to the contrary, the Board may refuse to approve continuing education
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coursework that is not reasonably related to advancing and maintaining
competency in the practice of pharmacy.

(d) Continuing Education Corrective Action Plans. If a licensee is unable to or fails
to complete the required continuing education coursework during a biennial
period, the Board may require the applicant to develop and complete, within
90 days, a corrective action plan in accordance with 3 V.S.A. § 129(k). If the
request is granted, the renewal licensee will receive a temporary license or
registration, time-limited to match the corrective action plan.

(e) Military Exceptions. Persons on active duty in the U.S. Armed Forces may
apply to the Director for waiver or modification of continuing education
requirements, pursuant to 3 V.S.A. § 129(a)(12). The Director may grant a
waiver that is appropriate to the circumstance and consistent with reasonable
assurance of continuing professional competence.

6-7 Late Renewal Penalties. Late renewal applications are subject to reinstatement
penalty fees pursuant to 3 V.S.A. § 127(d). Reinstatement penalty fees assessed
on a licensee whose license has expired for not more than one biennial period are
waivable under 3 V.S.A. § 127(d)(3). Reinstatement penalty fee waivers may be
requested through the Office website.

Part 7: Eligibility and Practice Requirements for Drug Outlets

7-1 Applicability. The requirements of this Part apply to both in-state and non-
resident drug outlets.

7-2 Applicable Law. The practice of pharmacy is defined and regulated pursuant to 26
V.S.A. ch. 36. These and other statutes are available on the website of the
Vermont legislature. The Board and Office administer licensure in conformity with
these and other Vermont laws, including the Administrative Procedure Act, 3
V.S.A. ch. 25; the Public Records Act, 1 V.S.A. ch. 5 sub. 3; and the Laws of
Professional Regulation, 3 V.S.A. ch. 5 sub. 2. Persons licensed under these rules
are responsible for compliance with these and other State and federal laws,
including without limitation the FDCA, DSCSA, HIPAA, the Controlled Substances
Act, 21 U.S.C. §§ 801 et seq., the Drug Quality and Security Act (21 U.S.C. § 351 et
seq.), and the Drug Supply Chain Security Act (21 U.S.C. § 360eee et seq.).
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7-3 Requirements for Drug Outlet Licensure and Registration. Drug outlet
applications require the following:

(a) Registrations and Licenses.

(1) Vermont Division of Business Services. All drug outlets, including
nonresident entities, shall register their business names with the Vermont
Secretary of State.

(2) DEA. All drug outlets that are required to register with the DEA shall
register with the DEA and shall submit their registrations with their initial
license applications and at renewal.

(3) State of Residence/Other State Drug Outlet License. Nonresident drug
outlets shall provide verification of licensure in good standing in the
jurisdiction in which they are physically located.

(4) Drug Outlets that are required to register with the FDA shall provide their
unigue FDA Establishment Identification Numbers.

(b) Ownership. A flow chart showing ownership or a description of the
ownership, or hierarchy of the organization, shall be submitted at initial drug
outlet application, and all application questions regarding ownership shall be
answered in full.

(c) Inspection.

(1) In-State Drug Outlets. A satisfactory inspection must be completed before
an in-state drug outlet will be licensed. An Office inspector shall be
dispatched to the drug outlet after receipt of a complete application.

(2) Nonresident Drug Outlets. Except for 503B Outsourcers, nonresident drug
outlets must submit a report of an inspection that:

(A) assesses the compliance of the drug outlet’s facility and operations
with applicable state and federal laws;

(B) was completed no more than 2 years before the drug outlet applied
for Vermont registration; and

(C) was performed by the licensing board in the state where the
nonresident pharmacy is located, NABP, other sources deemed
appropriate by the Board and the Office, or, for wholesale drug
outlets only, the NCDQS.
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7-4 Public Interest Findings. The Board may deny an application for drug outlet
licensure if it determines that licensure would not be in the public interest. 26
V.S.A. § 2069.

(a) Procedure. If the Board intends to deny a drug outlet license as not in the
public interest, the procedure for a denial for conduct under 3 V.S.A.
§ 129(e)(1) shall be followed, including any appeal.

(b) Criteria. In addition to other factors, the Board may consider:

(1) sentinel events, as defined by The Joint Commission, or its successor
organization, such as recall of compounded products or ignored requests
for recall;

(2) adverse event reports related to compounded products (infection,
hospitalization, death);

(3) for nonresident drug outlets holding a Vermont license, inspection
concerns for which cessation of operations and/or recall of compounded
products has been requested; and

(4) patterns of FDA involvement indicative of persistent compliance issues,
such as any of the following: consecutive Forms 483 with repeat
observations, Warning Letters associated with a Form 483, Regulatory
Meeting requests, Untitled Letters, injunctions, Health Alerts, and seizures
of compounded products; and the applicant’s responses to those events.

(c) Outcome. The Board shall find either that licensure is in the interest of the
public and grant the license application; or that licensure is not in the interest
of the public and deny the application.

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.

7-6 Disciplinary Actions or Denials. If an applicant answers “yes” to an application
question about disciplinary actions or denials involving the drug outlet, its parent,
subsidiaries, or a person or organization with a controlling interest in the drug
outlet, the applicant shall submit:

(a) certified copies of the charges, if filed, and of any final disposition order;

(b) a signed and sworn statement from the CEO, COO, president or equivalent
management level corporate officer showing how the company has
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responded to the prior violation such that the Vermont Board of Pharmacy
can be assured that a repeat or similar violation will not occur in Vermont; and

(c) verification of current licensure standing from the state in which the action
was taken.

7-7 \Verifications. A drug outlet shall ensure that Pharmacy Professionals are properly
licensed, registered, and trained to perform their assigned functions. Such
training shall include, but not be limited to, the requirements of the Health
Insurance Portability and Accountability Act (HIPAA).

7-8 Documents, Policies, and Procedures.

(a) Policies Generally. A drug outlet shall maintain, implement, enforce, and
make accessible policies and procedures necessary for quality assurance
including, but not limited to:

(1) Policies relating to the oversight and management of all aspects of safe
and efficient acquisition, handling, storage, labeling, repackaging,
preparation and distribution, and dispensing of Prescription Drugs,
including investigational drugs when applicable; and

(2) For pharmacies, policies for the provision of Pharmacist Care and
pharmacy operations.

(b) Inventory. A drug outlet shall maintain records of the disposition of all drugs
and devices and shall at all times be able to account for its inventory through
competent documentation. The records may be electronic.

(c) Inspection of Medication Areas. Medication storage areas shall be routinely
inspected to ensure removal of outdated or otherwise adulterated drugs.
Inspection may be completed by any qualified Pharmacy Professional. To
prevent inadvertent dispensing or distribution, outdated drugs shall be
segregated until properly returned or disposed.

(d) Recall Procedure. A drug outlet shall have written procedures for proper
management of drug recalls, which shall include a procedure for identifying
and contacting patients to whom recalled drug product(s) have been
dispensed. The written procedures shall include the requirement that all
compounded drug recalls must be reported to the Board.
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7-9 Equipment. A drug outlet shall install and stock equipment and supplies as
necessary to perform the drug outlet’s functions safely, competently, and in
compliance with state and federal laws and regulations.

7-10 Inspection of in-state drug outlets.

(a) Inspection Required. In-state drug outlets shall be open to State inspection
with or without notice. A satisfactory inspection must be completed before an
in-state drug outlet license will be issued a new license. A satisfactory
inspection must be completed during each renewal cycle as a condition of
renewal.

(b) Cooperation with inspectors. Licensees failing to cooperate with properly
identified inspectors may be subject to unprofessional conduct charges.

(c) Trade secrets. No licensee may withhold materials relevant to inspection on
the basis that they are trade secrets or otherwise proprietary to the licensee.
The Office and Board shall maintain the privacy and confidentiality of trade
secrets recorded incident to inspection unless disclosure is required by the
Vermont Public Records Act, or unless ordered to release such information by
a court of competent jurisdiction.

(d) Findings. Inspection reports shall include recorded observations, together
with citation to applicable laws, rules, or standards. To inform regulatory
compliance and continuous quality improvement, written findings from an
inspection shall be shared with and transmitted to licensees associated with
an inspected entity. The Drug Outlet shall reply to each finding as directed by
the inspector.

(e) Referral. An Office inspector may file a complaint with OPR’s enforcement unit
related to any inspection.

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:
(1) Change of ownership;
(2) Change of mailing address or physical location;
(3) Planned and unplanned closures as defined in Part 8-25;

(4) Calamity: any disaster, accident, and emergency which may affect
pharmacy operations or place drugs at risk of adulteration;
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(5) Changes in regular hours of operation; and

(6) The departure of a pharmacist from the role of Pharmacy Manager,
whether voluntary or involuntary and planned or unplanned. This shall
include temporary absences of a Pharmacy Manager expected to last
thirty (30) or more calendar days.

(b) Within seven business days:

(1) Discipline: any adverse action against a professional license, in Vermont or
in any other jurisdiction, or a non-governmental professional certification,
where the adverse action relates to an allegation of unprofessional
conduct, substandard practice, or unethical conduct; and

(2) Loss of Privileges: any disciplinary action taken against a Pharmacy
Professional by a Drug Outlet that limits, suspends, conditions, or
terminates that Pharmacy Professional’s privilege to practice or leads to
suspension or expulsion from the drug outlet. Discipline of a pharmacy
manager or drug outlet for any reason shall be reported to the Board.

(c) Within fifteen business days:

(1) Criminal Justice Involvement: for pharmacy professionals and corporate
entities, any conviction for a misdemeanor or felony, whether or not
related to pharmacy practice;

(2) Claims and Settlements: any legal claim, judgment, or settlement arising
from a lawsuit alleging professional negligence, misconduct, or
malpractice;

(3) any of the following in connection with compounded products:
(A) recall of product;
(B) injunction issued against the licensee;
(C) adverse event reports of any infection, hospitalization, or death;
(D) seizure of product by the FDA or state regulators; or
(E) receipt from FDA of any of the following:
i. Form 483;

ii. Warning Letter;

iii. Untitled Letter;

iv. Regulatory Meeting request; or

v. request for cessation of operations; or
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(4) For nuclear pharmacies, any of the reportable events in Part 7-11(c)(3) in
connection with nuclear products.

(d) Within thirty calendar days:

(1) Inaccuracies in Applications: any material inaccuracy or change in
circumstance relative to any application question, if the changed
circumstance arises between submission of a license application and
issuance of the license sought;

(2) Drug Loss: any significant theft or significant loss of Prescription Drugs;

(3) For wholesalers and manufacturers, any of the reportable events in Part 7-
11(c)(3), other than recalls, in connection with any drug products;

(4) For nonresident drug outlets, any inspection findings made by an entity
listed under Part 7-3(c)(2)(C), above, resulting in the cessation of the
nonresident drug outlet’s operations or in the recall of any drug products.

(e) Contemporaneously with FDA reporting requirements:

(1) For wholesalers and third-party logistics providers, all events required to
be reported to the FDA; and

(2) For pharmacies, repackagers, and manufacturers, any illegitimate or
suspect product required to be reported to the FDA under the Drug Supply
Chain Security Act.

Part 8: Practice Requirements for All Pharmacies

8-1 Applicability. All pharmacies engaged in the practice of pharmacy shall, before
doing business in Vermont, register with OPR under 26 V.S.A. Ch. 36 and these
Rules. Pharmacies required to register include, but are not limited to, those
serving the general public, the community, or institution-based or long-term-care
patients, whether they are open to the public, closed-door, at a fixed location or
engaged in the practice of pharmacy by mail. Pharmacies physically located
outside of Vermont, but dispensing drugs into Vermont, are required to register
under these Rules.

8-2 Management. Management, supervision, and control of a pharmacy are the
shared responsibility of the drug outlet, the designated pharmacy manager, and
all pharmacists on duty. If a violation of any provision of this section occurs, the
drug outlet shall be responsible regardless of intent or knowledge, and the Board
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8-5

8-6

may assess the individual responsibility of licensed pharmacists and pharmacy
technicians based upon their autonomy, authority control, and knowledge of the
circumstance. The pharmacy is responsible for data oversight and policy and
procedure development in compliance with these Rules and other relevant state
and federal requirements.

Change of Ownership. When one pharmacy acquires another, the acquiring
pharmacy and acquired pharmacy are jointly and severally responsible for
ensuring that the transition that is orderly and compliant with these rules, and
that patients of the acquired pharmacy continue to have immediate access to
their prescriptions, drugs, and records.

Change in regular operating hours. At least 48 hours prior to implementing a
change in regular operating hours or days of operation, a pharmacy shall notify
the Board of the change, the reason for the change, steps taken to notify patients,
and whether the change is expected to be temporary, permanent, or indefinite.

Professional Standards Generally. Pharmacy professionals and pharmacies shall
practice competently and conform to the essential standards of acceptable and
prevailing practice. The Board may consider the American Pharmacists
Association Code of Ethics for Pharmacists as an authoritative source of
professional standards applicable to all licensees when determining “the essential
standards of acceptable and prevailing practice” for purposes of this Rule and 26
V.S.A. § 129a(b). Pharmacists have a duty to use independent professional
judgment even when doing so conflicts with the expectations or wishes of
employers, prescribers, patients, or others.

FDCA and USP Compliance. The FDCA designates the United States Pharmacopeia
and National Formulary (USP-NF) as the official compendium of the United States.
FDCA and USP-NF chapters below <1000> are enforceable by the FDA; failure to
comply with those chapters may be unprofessional conduct pursuant to 3 V.S.A. §
129a(a)(3). Chapters <1000> and above are not enforced by the FDA but may be
considered by the Board when assessing conformity to essential standards of
acceptable and prevailing practice. These standards are regularly updated, and
pharmacies are responsible for complying with the standards in place at the time
of practice.
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8-7 Controlled and Regulated Drug Laws and Regulations. Licensees shall comply
with state and federal laws governing controlled and regulated drugs, including 18
V.S.A. §§ 4215 and 4215b and, if applicable, 18 V.S.A. § 4289.

8-8 Reference Material. A pharmacy shall have and maintain current, evidence-
based reference materials, accessible electronically or in hard copy, and
applicable to the scope of the pharmacy’s practice.

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.

8-10 Records.

(a) Retention of Records. Dispensing records and records with a patient’s
protected health information, as that term is defined in HIPAA, may be stored
electronically. Except where exempted by State or Federal law, all dispensing
records and records with a patient’s protected health information shall be
retained:

(2) for at least three years; and
(2) in a medium and format that:
(A) Complies with state and federal health information privacy laws; and
(B) Ensures records can be promptly retrieved for authorized persons.
(b) Content of records. Dispensing records shall include, but not be limited to:
(1) The identity of the pharmacist(s) who participated in dispensing;
(2) The quantity of the drug dispensed;
(3) The date a drug was dispensed;

(4) The unique prescription number (or equivalent if an institution) associated
with the dispensed drug; and

(5) The number of refills dispensed to date.

8-11 Pharmacy Automation and Pharmacy Information Systems. Pharmacy
Automation is the automation of pharmacy processes related but not limited to
storage, preparation, dispensing, and delivery of medications and other aspects of
pharmacy practice. A Pharmacy Information System is a computer software
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system that records, manages, and stores patient data for Prescription Drug Order
processing, which includes clinical decision support, billing, and other aspects of
pharmacy management.

(a) Generally. A pharmacy shall implement, operate, and maintain pharmacy
automation and pharmacy information systems in a manner that ensures
quality, safety, security, and conformity with applicable standards of care.

(b) Automated Drug Cabinets and Overrides. An automated drug cabinet (ADC) is
an automated drug storage device operated by an electronic interface with
pharmacy information systems to dispense drugs prescribed for patients. An
override is the removal a drug from an automated drug cabinet, for
administration to a patient, without an active patient order for that drug. Any
pharmacy using ADCs shall:

(1) ensure their safe use, including implementing all safety elements
recommended in the American Society of Health System Pharmacists
(ASHP) “ASHP Guidelines on the Safe Use of Automated Dispensing
Cabinets”;

(2) monitor and regularly assess ADC overrides; and

(3) review and address the root causes of ADC overrides so that ADC
overrides do not become routine.

8-12 Controlled and Regulated Drug Inventory. For all pharmacies in Vermont:

(a) Perpetual Schedule Il Inventory. A perpetual inventory shall be maintained
for at least two years for all Schedule Il controlled substances. Electronic

versions of the perpetual inventory are permitted only if they provide a secure
audit trail of entries.

(b) Physical Schedule Il Inventory. All Schedule Il controlled substances shall be
physically inventoried and documented by pharmacy professionals. This
inventory shall occur no less than every 180 days for institutional pharmacies
and every 90 days for all other pharmacy types.

8-13 Size. A pharmacy shall be of a physical size appropriate to its scope of practice,
workflow procedures, and staffing. A pharmacy must be of a size sufficient to
accommodate:

(a) the safe and proper storage, compounding, and preparation of prescription
drug orders;
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(b) an orderly pharmacist workspace; and

(c) private patient consultation.

8-14 Security. Pharmacies shall use an alarm system when the pharmacy is not open.
A pharmacy that is open to the public shall enclose the prescription area within a
locking partition when the prescription area is closed.

8-15 Pharmacy Manager Required. No pharmacy may operate without a designated
pharmacy manager (PM) who is responsible for daily operation of an individual
pharmacy, to include the implementation of policies and procedures and the
performance of all duties relevant to the lawful and professional practice of
pharmacy.

(a) PM Designation. A pharmacy shall designate a PM on each application to
obtain or renew its drug outlet license. The designated PM shall be licensed as
a pharmacist in Vermont or, for nonresident pharmacies, in the state in which
the jurisdiction pharmacy is located.

(b) PM Experience. The pharmacy manager shall have held an unrestricted
pharmacist license in this or another state for the time frame set forth in 26
V.S.A. § 2061(e). The Board may waive this time-frame requirement upon a
written request and finding that doing so is consistent with the protection of
the public. An applicant seeking a waiver of the time-frame requirement shall
submit a request, in writing, to the Board. The request shall include, at
minimum, the following information:

(1) An explanation of the need to waive the required time frame;

(2) A detailed description of the applicant’s qualifications that prepare them
to successfully fulfill the role of PM, including a description of relevant
academic credentials and past work experience;

(3) The proposed pharmacist’s familiarity with the systems and procedures at
the pharmacy where they would serve as PM; and

(4) Any other information relevant to establishing that waiver of the
statutorily required experience will be protective of the public.

(c) PM Presence. The pharmacy manager shall be physically present in the

pharmacy 30% of the hours the prescription department is open or at least 40
hours per week, whichever is less.
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(d) Multiple PM Assignments Prohibited. No pharmacist may be designated as
the PM for more than one drug outlet at once except by written permission of
the Board granted for good cause shown.

(e) PM Absence or Incapacity. If a designated PM is or must be absent for more
than 30 days, an interim PM shall be designated by the pharmacy and the
Board shall be notified in accordance with Part 8-15(f), below.

(f) Change Procedure. A pharmacy shall report to the Office the departure of a
PM within the next business day after that departure. Additionally, within 30
calendar days of a PM change, the pharmacy shall:

(1) complete and submit a written change request identifying the incoming
and outgoing pharmacy managers; and

(2) complete a physical, written inventory of all controlled drugs, including full
explanations of found discrepancies, a certification that the inventory is
true and correct, and the signatures of the outgoing and incoming PMs;
provided, however, that if the outgoing PM is unavailable because of
disability or separation from employment, the inventory shall be
completed by the incoming PM and another pharmacy professional.

8-16 Pharmacist Presence. Except as necessary for pharmacist breaks, a pharmacist
shall be present in the pharmacy at all times during hours of operation. When the
pharmacist is temporarily absent from the prescription department, such as
during a pharmacist’s break, pharmacy interns or pharmacy technicians
authorized by the pharmacist may continue to perform non-discretionary duties
as delineated by the pharmacist. Tasks performed by pharmacy technicians and
pharmacy interns in the absence of the pharmacist shall be reviewed by the
pharmacist upon the pharmacist’s return. In addition to other non-discretionary
tasks delineated by the pharmacist before departing, pharmacy technicians and
pharmacy interns may do the following tasks:

(a) Dispense prescriptions prepared and checked by the pharmacist prior to
departure to patients who have declined pharmacist counseling; and

(b) Receive, process, prepare, and hold prescription orders for final check by the
pharmacist.
8-17 Workplace Standards.

(a) Breaks. A pharmacy shall ensure that any pharmacist, pharmacy intern, or
pharmacy technician working eight or more hours takes at least one 30-
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minute break and one 15-minute break during that working period. A

pharmacy shall not manipulate pharmacy professionals’ schedules to avoid
compliance with this rule.

(1) Deviation from these provisions regarding breaks is permissible if
necessary to minimize immediate health risks to patients.

(2) Pharmacies open to the public:

(A) shall schedule pharmacists’ 30-minute breaks at the same time each
day so that patients are familiar with the time of the break; and

(B) when staffed by a single pharmacist entitled to a 30-minute break,
shall close for that break.

(3) When a pharmacist temporarily leaves the prescription department for 15
minutes or more, the following requirements shall be met:

(A) A sign indicating that there is no pharmacist on duty shall be
conspicuously displayed. The sign shall also indicate the time the
pharmacist will return;

(B) Only pharmacy interns or pharmacy technicians authorized by the
pharmacist on duty may remain in the prescription department while
the pharmacist is on a break; and

(C) The pharmacist remains responsible for the direct management,
supervision, and control of the prescription department.

(b) Staffing and Technology.

(1) A pharmacy shall ensure appropriate technological infrastructure and
employ pharmacy professionals in sufficient number to ensure competent
and safe provision of all services within pharmacy scope of practice, as
defined in these Rules and in 26 V.S.A. §§ 2022 and 2023, and compliance
with state and Federal laws.

(2) A pharmacy shall provide a documentation tool, such as a staffing or
technology report form, that a pharmacy professional may complete and
submit to the pharmacy manager whenever the pharmacist is concerned
that:

(A) The number of supporting pharmacy technicians and additional

pharmacists is inadequate to provide safe, competent pharmacy care;
or
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(B) There is a technology issue(s) that interferes with the safe, competent
practice of pharmacy.

(3) If areport is submitted under Part 8-26, it shall be reviewed at routine CQl
meetings held in accordance with Part 8-26.

(4) A pharmacy, its employees, and pharmacy professionals shall not take
disciplinary or other adverse or retaliatory action in response to
documentation, completion, or submission of a staffing or technology
report under this Rule.

(c) Hazardous Drugs (HD). A pharmacy shall ensure that drugs known to be
hazardous to persons handling or manipulating them are clearly identifiable to
all pharmacy personnel and shall provide appropriate personal protective
equipment. Handling of HDs includes unpacking and storing of HD containers
or unit dose packaging, counting or repackaging HDs, as well as using or
cleaning work surfaces and equipment that came into contact with HD
residue. Manipulating HDs includes crushing, splitting tablets, opening
capsules, reconstituting powdered or lyophilized HDs, or pouring oral or
topical fluids from one container to another.

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.

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.

8-20 Prescription Drug Orders. Pharmacists may accept valid prescription drug orders
or legend device orders from practitioners licensed in the United States and
Canada. No prescription for a non-Regulated Drug may be filled or refilled more
than one year after the prescription was written. Prescriptions for Regulated
Drugs shall be filled and refilled only in accordance with 18 V.S.A. § 4215 and DEA
requirements for limits on regulated drug prescriptions.
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(a) Valid Prescriptions. Only prescriptions generated by an authorized
practitioner, for a legitimate medical purpose and arising from a valid patient-
practitioner relationship, are valid. A valid patient-prescriber relationship
means the following have been established:

(1) a patient has a medical complaint;
(2) a medical history has been taken;

(3) a patient examination adequate to establish the medical complaint has
been performed in person or by telemedicine; and

(4) some logical connection exists between the medical complaint, the
medical history, the patient examination and the prescription drug
prescribed.

(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:

(2) 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;

(c) Labels. Except where exempted by State or federal law, all non-compounded
drugs dispensed from retail pharmacies shall be dispensed in a container
which shall include a label that complies with the requirements of 18 V.S.A. §
4064a(a)(2)(B) and includes the following information:

(1) Name, address, and telephone number of the pharmacy;
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(2) Name of the patient, or, if the patient is an animal, the first and last name
of the owner, the name of the animal, and the species of animal;

(3) Name of the prescribing practitioner;
(4) Proprietary or generic drug name, its strength and dosage form;

(5) Directions for patient’s use, including the dose prescribed, route of
administration, and frequency of administration;

(6) Date of dispensing;
(7) Any cautions which may be required by federal or state law;
(8) A unique prescription drug number; and
(9) The expiration date of the drug, if less than one year from date of
dispensing.
(d) Refills.

(1) No Refills Specified. If a prescription drug order does not specify the
number of refills or a time limit for refilling the prescription, the
prescription shall not be refilled.

(2) Refills and End of Prescriber’s Practice. If a practitioner ceases to practice
for any reason, a pharmacist may exercise professional judgment, and, if
the pharmacist determines it is in the best interest of the patient, may
dispense any remaining refills to the patient in one fill that may include no
more than a 90-day supply of the drug prescribed.

(3) Refill Consolidation. If, in the professional judgment of a pharmacist, it has
been determined safe and beneficial for medication adherence, a
pharmacist may dispense or refill a prescription drug, that is not a
controlled substance, up to the total amount authorized by the prescriber
including refills when:

(A) The prescriber did not include “dispense as written” or another
phrase having similar meaning when issuing the prescription.

(B) The patient has been consulted and consents to the change in
dispensing quantity.

(C) The dispensing quantity shall not exceed the total quantity
prescribed.

(D) The change in dispensing quantity shall be documented in the
patient’s record.

(e) Security.
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(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 prescriptions. 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.

(3) Oral prescriptions. Valid prescriptions as defined in 8-20(a) may be orally
transmitted by a prescriber, or an authenticated prescriber-authorized
representative, to a pharmacy professional. The prescribing practitioner
and the pharmacist are ultimately responsible for the prescription’s
compliance with 8-20(e)(3).

(f) Patient Counseling. Upon receipt of a new prescription drug order and
following a review of the patient’s record, a pharmacist, pharmacy technician,
or pharmacy intern shall offer counseling to the patient from the pharmacist
or pharmacy intern. A patient’s refusal of counseling shall be documented in
the patient’s record. Counseling shall occur in person, when practicable, or by
telecommunication. Counseling shall include elements appropriate to
optimize the patient’s drug therapy and safety. Each pharmacy shall
conspicuously post a notice advising, “You have the right to consult with the
pharmacist about your prescription. Upon request, a confidential consultation
will be provided.”

8-21 Transfer of Prescription Drug Orders. Transfer of unfilled prescription orders and
an original prescription drug order is permissible between pharmacies; provided,
however, the prescription drug orders shall be communicated directly between
two pharmacy professionals permitted by State law to perform transfer functions.
Transfer of controlled substances shall adhere to DEA laws.

(a) The following shall be documented by both the transferring and receiving
pharmacy:

(1) Date of issuance of original prescription drug order;

(2) Original number of refills authorized on original prescription drug order;
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(3) Date of original dispensing, when applicable;

(4) Number of valid refills remaining and date of last refill, when applicable;

(5) The transferring pharmacy’s name, address, and telephone number, and
the original prescription drug order number; and

(6) First and last name of the transferring pharmacy professional.

(b) Pharmacies accessing a common electronic file or database for transfers are
not required to verbally communicate the transfer.

(c) The transferring pharmacy shall maintain and retain the original prescription
drug order, and the receiving pharmacy shall maintain and retain the
transferred prescription drug order, for a period of three years from the date
of the last refill.

(d) Employing systems for transfer that infringe on a patient’s freedom to choose

their preferred pharmacy may be unprofessional conduct, per 26 V.S.A §
2053(a)(2).

8-22 Centralized Prescription Processing. A pharmacy may perform or outsource
centralized prescription processing (CPP) services to other pharmacies or duly
licensed pharmacists practicing telepharmacy pursuant to 3-5, provided that the
parties entering into an agreement for CPP services shall:

(a) have the same owner or have a written contract with terms that comply with
federal and state laws and that includes the following:

(1) the CPP services to be provided; and

(2) the responsibilities of each party to fulfill the terms of the contract;

(b) share a common electronic file or have appropriate technology to allow access
to sufficient information necessary or required to fill or refill a prescription
drug order;

(c) post a notice to the public advising that the pharmacy uses centralized
processing and that:

(1) the pharmacist who dispenses a prescription to a patient may not be the
pharmacist who prepared it; and

(2) upon request, the pharmacy shall provide a further explanation of how
centralized prescription processing works; and

(d) maintain, and make available for Board review upon request, a policy and
procedures manual that includes but is not limited to:
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(1) a description of how the parties will comply with federal and state laws;

(2) the manner in which records shall be maintained and made readily
retrievable, which shall include, at a minimum, the following abilities:

(A) a means to identify the responsible pharmacist(s) in the dispensing
and counseling process;

(B) a mechanism for tracking the prescription drug order during each step
in the dispensing process;

(C) a means to identify all pharmacies involved in the dispensing process;
and

(D) security practices appropriate to protect the confidentiality and
integrity of patient information.

8-23 Drug Sales to Other Pharmacies. In rare circumstances, pharmacies may sell or
transfer prescription drugs to an entity lawfully entitled to receive prescription
drugs. In such circumstances, pharmacies shall comply with the following
requirements:

(a) Each transaction shall be recorded on a written invoice or appropriate form
that:

(1) identifies the name, strength, form, and quantity of the drug;
(2) the date of sale; the name and address of the seller and purchaser;

(3) for controlled drugs, the DEA registration number of the purchaser and
the seller; and

(4) for Schedule Il controlled drugs, a copy of the DEA 222 form executed
prior to transfer.

(b) For pharmacies not under common ownership, transfer of drugs shall adhere
to federal regulations for dispensers.

8-24 Drug Disposal. Non-hazardous drugs requiring disposal, whether or not
controlled, shall be disposed through a DEA-registered reverse distributor, as that
term is defined in 21 C.F.R. § 1300.01. Hazardous drugs shall be disposed of in
accordance with federal and state law regarding hazardous waste.

8-25 Pharmacy closing. Planned and unplanned closings, and changes in hours of
operation, of any duration, shall be conducted in a manner that ensures
continuity of patient care, including ensuring patients can access their
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prescriptions, drugs, and records while the pharmacy is closed. Notifications of
closures shall be submitted through OPR’s online portal.

(a) Unplanned Closure. A closure is unplanned if caused by emergent or
unexpected circumstances that could not have been reasonably foreseen.

(1) Temporary unplanned closures. In the event of a temporary, unplanned
closure, the licensee shall notify the Board within 48 hours of the closure.
The licensee shall immediately post conspicuous notices on its physical
premises, website, automated phone systems, and other conspicuous
places advising patients where pharmacy care is available.

(2) Permanent unplanned closures. If an unplanned closure is or becomes
permanent, the pharmacy shall comply with Part 8-25(b)(2), below.
Notwithstanding the 30-day provisions in Part 8-25(b)(2)(A), below, the
pharmacy shall notify the public and the Office of the pharmacy’s closure
immediately upon determining that closure shall be permanent. The
pharmacy shall have 30 days after the closure to submit the permanent
closure report under Part 8-25(c). All notices shall include the future
location of prescription files and patient records.

(b) Planned Closure. A closure is planned if it results from an omission or an
intentional action of the pharmacy, its license holder, or its agents that could
foreseeably cause patients’ not to be able to access pharmacy care or services
from the pharmacy. A planned closure shall include physical closure of a
pharmacy, as well as changes in pharmacy staffing or oversight that result in
patients not being able to obtain their prescriptions from the pharmacy.

(1) Temporary planned closures. Within 48 hours of becoming aware that a
temporary planned closure will occur, the licensee shall take all the
measures required for temporary unplanned closures in Part 8-25(a)(1).
The conspicuous notice shall include the date of the planned closure and
its expected duration.

(2) Permanent planned closures.

(A) Notification to public. At least 30 days prior to closing, the closing
pharmacy and any pharmacy receiving patient records or prescription
files from the closing pharmacy shall notify the public of the closure
date of the pharmacy and the future location of patient prescription
files and patient records through an advertisement in a news
publication (with a general circulation in the area served) and
conspicuous notice on the pharmacy’s physical premises, website,
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automated phone systems, and other conspicuous places. Both the
closing pharmacy, and the pharmacy receiving the closing pharmacy’s
patient records and prescription files, are responsible for ensuring
patients have no less than 30 days’ notice ahead of closure.

(B) Notification to Board. At least 30 days prior to closing, the pharmacy
shall send written notification to the Board of the date the outlet will
close for public business; the name(s) and address(es) of the
person(s) with custody of prescription files, patient records, and bulk
compounding, repackaging, and controlled drug inventory records;
and the names and addresses of all persons who will acquire legend
drugs from the pharmacy when it closes.

(c) Reporting after permanent closure. Within 30 days after closure, the
pharmacy shall submit a report to the Board confirming the following:

(1) The pharmacy voluntarily surrendered the license to operate a pharmacy;

(2) All legend drugs previously in the pharmacy were transferred to another
authorized pharmacy, returned to wholesalers or manufacturers, or
destroyed;

(3) The name(s) and address(es) of the pharmacy(s) receiving the legend
drugs transferred under subpart (b);

(4) All labels and blank prescription pads were destroyed;
(5) All signs indicating the presence of a pharmacy were removed; and

(6) The DEA registration and all unused DEA 222 forms were returned to the
DEA.

8-26 Continuous Quality Improvement Programs

(a) Purpose. Each pharmacy shall establish and manage a continuous quality
improvement (CQl) program. The CQl 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.
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(1) Quality-related 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.

(2) A pharmacy shall either submit QREs to a patient safety organization
certified under 42 U.S.C. § 299b-24 (PSO) or create and maintain an
internal CQl tool that captures and analyzes QREs in accordance with this
section. The requirements of this section apply regardless of whether a
pharmacy uses an external PSO or its own internal CQl tool.

(3) A pharmacy shall hold CQl meetings at least once every 3 months. In
addition to a report of QREs, staffing and technology reports shall be
reviewed at the CQl meetings, when applicable.

(4) A pharmacy shall maintain a CQl policy and procedures manual. Such
policies and procedures shall address at least the following:

(A) CQl meeting frequency and staff attendance;

(B) ongoing staff education and training for pharmacy professionals
related to engagement in, and utilization of, the CQl program; and

(C) retention of summarization documents for inspection.

(5) Pharmacies shall ensure that all reasonably necessary steps have been
taken to prevent or minimize patient harm following any QRE that reaches
a patient, as well as any recurring or significant potential QREs;

(6) A summarization document containing the information listed below shall
be created after each CQl 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:

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

(B) List all trends in QREs since the previous meeting;
(C) List all individuals in attendance at the CQl 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).
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(7) A pharmacy’s use of a PSO has no effect on its obligation to create a
summarization document under this Rule.

(8) Pharmacies shall retain and maintain the summarization document in
accordance with the policies and procedures set forth in the manual
described in Part 8-26(b)(4). Pharmacies may use documents generated
for other purposes, such as CQl meeting minutes, to meet the
summarization document requirements of this Part so long as all required
parts of the document are included.

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

9-1 Institutional Pharmacies

(a) Applicability. A pharmacy that is located within a facility and solely serves the
residents or patients of that institutional facility shall register as an
institutional pharmacy. This Part 9-1 applies only to institutional pharmacies
located within Vermont.

(b) Stock Drugs for Emergency Medical Services. An institutional pharmacy may
distribute drugs necessary and appropriate to the provision of emergency
medical services to an Emergency Medical Service (EMS) agency licensed
under 18 V.S.A. Ch. 17 and applicable Rules when such agencies are unable to
obtain such drugs directly. An institutional pharmacy supplying drugs to a
licensed EMS agency under this rule shall not be considered a wholesaler and
shall not be required to obtain a license or comply with laws pertaining to
wholesalers.

(c) Access to Pharmacy During Emergency.

(1) A designated nursing supervisor of an institutional facility may obtain a
drug from the institutional pharmacy only under the following conditions:

(A) The drug is unavailable in the automated drug cabinets;

(B) The drug is required to treat the immediate needs of a patient whose
health would otherwise be jeopardized; and

(C) The institutional pharmacy is not staffed 24 hours per day.

(2) When such drugs are removed from the institutional pharmacy, the
designated nursing supervisor shall leave a copy of the patient order in the
pharmacy and document the following for review by a pharmacist:
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(A) Patient name;

(B) Room number;

(C) Name, strength, and quantity of drug;
(D) Date and time of removal; and

(E) Signature and printed name of the designated nursing supervisor.
(d) Drug Dispensing.

(1) Institutional pharmacies shall not dispense drugs to individuals who are
not patients of the institution. Institutional pharmacies may dispense to
outpatients only:

(A) in association with a legitimate medical evaluation conducted by an
institutional health care provider and involving a diagnosis for which
the medication is clinically indicated, including dispensing drugs for
emergency room use, out-patient procedures, or the discharge of an
inpatient when local pharmacies are closed; and

(B) in minimal quantities, limited to the smallest available unit or amount
sufficient to last the patient until the prescription drug order can be
filled at a retail pharmacy. Larger dispensing quantities are
permissible if clearly necessary for the welfare of the patient, such as
drug regimens for post-exposure prophylaxis.

(2) Unless obtaining a drug from a profiled automated drug cabinet as defined
in 8-11(a), a registered nurse shall not physically deliver a drug to a
patient, or a patient’s agent, unless a pharmacist or a practitioner, who is
authorized to prescribe under State law, has completed a prospective drug
utilization review and a final check of the labeled drug container to ensure
the label includes the information required under Part 8-20(c).

(e) Investigational Drugs. In Institutional Facilities, investigational drugs shall be
stored in and dispensed from the institutional pharmacy only. The institutional
pharmacy shall be responsible to the institutional facility and the clinical trial’s
principal investigator to ensure that control of investigational drugs is
maintained.

(f) Drugs Brought into the Institution by Patients. Drugs brought into an
institutional facility by a patient shall not be administered unless they can be
identified and the quality of the drug assured. If such drugs are not to be
administered and cannot be taken back to the patient’s home, then the
institutional pharmacy shall store the drugs until they can be returned to the
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patient at discharge. Any controlled substances brought into institutions by
patients shall be stored or otherwise handled consistent with federal
regulation.

9-2 Manufacturers

(a) Applicability. A person, including any entity, engaged in manufacturing shall
register as a Manufacturer. This Part 9-2 applies to all manufacturers doing
business in Vermont, including virtual manufacturers and manufacturers
contracting with wholesalers that distribute in Vermont.

(b) Compliance. As applicable, all registered manufacturers shall adhere to the
requirements in Title 21 of the Code of Federal Regulations (CFR) related to
drug quality and to the FDA Current Good Manufacturing Practices. Registered
manufacturers shall also maintain awareness of applicable FDA guidance
documents. Title 21 of the CFR, the FDA Current Good Manufacturing
Practices, and applicable FDA guidance documents establish the essential
standards of acceptable and prevailing practice.

(c) Authorized sales. Before shipping any prescription drug, all registered
manufacturers shall verify that the recipient is licensed to receive and possess
such drugs. Sales of regulated drugs shall conform to 18 V.S.A. § 4213.

9-3 Wholesalers (Wholesale Distributors / Wholesale Drug Outlets)

(a) Applicability. Wholesalers that engage in wholesale distribution in Vermont,
including virtual distributors, shall register under these Rules, whether or not
the wholesaler is physically located within Vermont. Entities distributing only
durable medical equipment or other devices that do not contain a legend drug
are not required to register under this Rule.

(b) Compliance. A wholesaler shall comply with the National Standards for the
Licensure of Wholesalers and Third-Party Logistics Providers and maintain
awareness of applicable FDA guidance documents. The National Standards for
the Licensure of Wholesalers and Third-Party Logistics Providers and
applicable FDA guidance documents establish the essential standards of
acceptable and prevailing practice.

(c) Authorized sales. Before shipping or distributing any prescription drug, a
wholesaler shall verify that the recipient of the prescription drugs is properly
licensed to receive and possess such drugs. Sales of regulated drugs shall
conform to 18 V.S.A. § 4213 and all other Federal and state laws, as applicable.
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9-4 Practice Requirements for Compounding Pharmacy

(a) Applicability. Pharmacies, including nonresident pharmacies, that perform
compounding shall register as Compounding Pharmacies in addition to being
licensed as retail pharmacies. 503B Outsourcers are not required to register as
compounding pharmacies.

(b) Compliance. A compounding pharmacy shall comply with all applicable law
and USP chapters, including but not limited to 21 U.S.C. § 353a, USP <795> for
non-sterile compounding, USP <797> for sterile compounding, and USP <800>
for compounding of hazardous drugs.

(c) Requirements. All compounding shall be performed in conformance with
federal law and:

(1) pursuant to a practitioner’s patient-specific prescription, medication order,
or initiative based on the practitioner-patient-pharmacist-compounder
relationship; or

(2) in anticipation of prescription drug orders based on routine, regularly
observed prescribing patterns; or

(3) for veterinary use without a prescription for an individual patient by a
practitioner. A licensed compounding pharmacy may offer compounded
drugs to veterinary clinics for subsequent resale.

(d) Flavoring. Addition of flavoring agents to conventionally manufactured drug
products is not considered compounding for purposes of these Rules,
provided that:

(1) the flavoring agent is inert and does not alter the product’s concentration
beyond USP’s accepted level of variance;

(2) the pharmacy labels the product with an expiration date and storage
instructions consistent with any effect on stability caused by the addition
of flavoring; and

(3) the addition of a flavoring agent, including the flavoring agent’s flavor,
manufacturer, lot number, and expiration date is documented as part of
the prescription record, reconstitution log, or other similar
documentation.

9-5 503B Outsourcers

(a) Applicability. 503B outsourcers doing business in Vermont, whether or not
physically located in Vermont, shall register as 503B Outsourcers.
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9-6

(b) Application. Applicants shall submit the name, contact information, and
license number of the licensed pharmacist directly supervising compounding.
Supervising pharmacists at nonresident 503B Outsourcers facilities must be
licensed in the state of the drug outlet’s operation but need not be licensed in
Vermont.

(c) Compliance. A 503B Outsourcer shall adhere to section 503B of the FDCA (21
U.S.C. § 353b) and all applicable current Good Manufacturing Practices
(cGMPs) and shall maintain awareness of applicable FDA guidance documents.
The FDCA, the cGMPs, and applicable FDA guidance documents establish the
essential standards of acceptable and prevailing practice.

Home Infusion Pharmacy. A home infusion pharmacy is a pharmacy that
compounds sterile preparations for direct administration by means of parenteral,
intravenous, intramuscular, subcutaneous, or intraspinal infusion to a patientin a
private residence, long-term care facility, hospice setting, or infusion suite that is
not served by an institutional pharmacy.

(a) Applicability. A home infusion pharmacy doing business in Vermont, whether
or not physically located in Vermont, shall register as a Home Infusion
Pharmacy in addition to being licensed as a retail pharmacy.

(b) Compliance. A home infusion pharmacy shall comply with USP <797>, USP
<800>, and 21 U.S.C. § 353a in addition to all other applicable statutes and
standards.

9-7 Third-Party Logistics Provider

9-8

(a) Applicability. A Third-Party Logistics Provider doing business in Vermont,
whether or not physically located in Vermont, shall register as a Third-Party
Logistics Provider.

(b) Compliance. Third-Party Logistics Providers shall comply with the FDA
National Standards for the Licensure of Wholesalers and Third-Party Logistics
Providers in addition to all other applicable statutes and standards. The FDA
National Standards for the Licensure of Wholesalers and Third-Party Logistics
Providers and other applicable FDA guidance documents establish the
essential standards of acceptable and prevailing practice for Third-Party
Logistics Providers.

Practice Requirements for Nuclear Pharmacy
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(a) Applicability. A pharmacy providing radiopharmaceutical services and doing

business in Vermont, whether or not physically located in Vermont, shall
register as a nuclear pharmacy under this Part.

(b) Personnel. A pharmacist working in a nuclear pharmacy shall be certified as a

nuclear pharmacist by a certification board recognized by the Board, or, in the
alternative, shall have attained:

(1) minimum training required for “authorized user status” of radioactive

material, in accordance with the Nuclear Regulatory Commission licensure
guidance;

(2) at least 200 contact hours of instruction in nuclear pharmacy and the safe

handling and use of radioactive materials from a program approved by the
Board, with emphasis on the following areas:

(A) Radiation physics and instrumentation;
(B) Radiation protection;

(C) Mathematics of radioactivity;

(D) Radiation biology; and

(E) Radiopharmaceutical chemistry; and

(3) at least 500 hours of clinical nuclear pharmacy training under the
supervision of a qualified nuclear pharmacist.

(c) Compliance. A nuclear pharmacy shall comply with USP <825> and all

applicable Nuclear Regulatory Commission requirements in addition to all
other applicable statutes and standards.

9-9 Nonresident Drug Outlets

(a) Applicability. Drug outlets not physically located in Vermont, but doing
business in Vermont, shall register as indicated in Parts 7, 8, and 9.

(b) Compliance. In addition to the rules set forth in this Part, a nonresident drug
outlet shall comply with Parts 1, 2, 3, and 6 of these Rules, and as applicable
for the nonresident drug outlet type and setting, Parts 8-3, 8-5, 8-6, 8-7, 8-11,

8-15(a), 8-15(b), 8-15(f)(1), 8-19, and all of Part 9 except Part 9-1,
“Institutional Pharmacies.”
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Part 10: Satellite Pharmacies

10-1 Definition. A satellite pharmacy is a licensed pharmacy that is:
(a) staffed by an appropriately trained pharmacy technician; and

(b) maintained by a pharmacy that is:
(2) at a different location;

(2) connected to the satellite pharmacy by secure audiovisual communication
and pharmacy information systems; and

(3) staffed by a coordinating pharmacist who supervises and supports the
technician for the provision of pharmacy services.

10-2 Approval. A drug outlet may not open or operate as a satellite pharmacy location
without first obtaining approval from the Board. The Board may approve a
satellite pharmacy only if the applicant pharmacy can show that the benefits to
the community health, safety, and welfare from improved pharmacy access
clearly outweigh the risks inherent to operating a pharmacy without the physical
presence of a pharmacist. Drug outlets seeking approval to operate a satellite
pharmacy location shall, at a minimum, provide the following information:

(a) a showing that the community is underserved relative to comparable
communities because of demand for services in the community, the
accessibility of the nearest conventional retail pharmacy, or other compelling
circumstances that create barriers to patients’ receipt of timely pharmacy
care;

(b) identification of a suitable coordinating pharmacy, which shall:
(1) be a licensed Vermont retail drug outlet; and

(2) have sufficient staffing capacity, technology capabilities, and prescription
volume to allow a coordinating pharmacist to engage in the duties of a
coordinating pharmacist without compromising patient care;

(c) identification of a satellite pharmacy;

(d) policies governing the minimum training and experience to be required of
coordinating pharmacists and pharmacy technicians, including the manner
and duration of pharmacy system training, whether pharmacy professionals
must hold third-party certifications, and when substitution of personnel is
permissible;
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(e) a quality assurance and improvement plan;

(f) a policies and procedures manual for both the coordinating pharmacy and the
satellite pharmacy; and

(g) an explanation of the dispensing process to be used at the satellite pharmacy.

10-3 Coordinating Pharmacist.
(a) Responsibilities. The coordinating pharmacist shall be responsible for, and
may not delegate, the following tasks:

(1) continuous supervision of the satellite pharmacy and its pharmacy
professionals;

(2) receiving an oral prescription drug order from a prescriber;
(3) interpreting a prescription drug order;
(4) verifying the accuracy of prescription data entry;

(5) interpreting the patient’s drug record and conducting a drug utilization
review;

(6) authorizing an automated medication distribution system to dispense an
appropriately labeled prescription drug;

(7) performing the final verification of a dispensed prescription;
(8) counseling the patient or the patient’s caregiver; or

(9) completing and documenting inspection of the satellite pharmacy.

(b) Location. The coordinating pharmacist shall provide supervision of the
satellite pharmacy from the coordinating pharmacy or another remote
location that ensures that the responsibilities outlined in 10-3 can be
performed.

(c) Qualifications. Before acting as coordinating pharmacist for a satellite
pharmacy, a pharmacist must have been fully licensed as a pharmacist for at
least one year. A pharmacy may request waiver of this time frame
requirement through the same procedure and under the same criteria as for
pharmacy managers under Part 8-15(b).

10-4 Satellite Pharmacy Operation. A satellite pharmacy shall be clearly identified to
the public as “Satellite Pharmacy for [coordinating pharmacy name, address, and
telephone number]” and shall observe the following operating requirements:

Updated 2025-01-0808 Page | 51



Administrative Rules for the Vermont Board of Pharmacy

(a) Notice to Patients. Each satellite pharmacy shall post conspicuous signage
stating the following:

This is a licensed satellite pharmacy for [coordinating

pharmacy name, address, and telephone number]. Prescription

drugs are dispensed under the supervision the pharmacist at

[coordinating pharmacy]. The pharmacist remotely reviews

every prescription dispensed. The pharmacist is required to

speak with you before your prescription can be dispensed.

(b) Display of Licenses. A satellite pharmacy shall conspicuously display the

licenses of its on-site pharmacy professionals and the coordinating pharmacist
on duty.

(c) Audiovisual Telecommunication Link. A satellite pharmacy shall be connected
to its coordinating pharmacist by a reliable, continuously accessible,
synchronous, live audiovisual telecommunications link. Cameras used for
verification of prescriptions must be of sufficient quality and resolution to
enable the coordinating pharmacist to visually identify markings on tablets
and capsules. If the audiovisual telecommunication link is interrupted, or if
the coordinating pharmacist is not present, the remote pharmacy shall cease
operations.

(d) Security. Drugs stored at a satellite pharmacy shall be held in an area is
accessible only to licensed or registered personnel and locked to prevent
unauthorized access. A satellite pharmacy shall have recorded video
monitoring of its premises, which shall be viewable in real time by the
coordinating pharmacist.

(e) Drug Orders. A satellite pharmacy may receive only written, faxed, or
electronic prescription drug orders. The pharmacy technician on duty shall
transmit to the coordinating pharmacist any prescription drug order received.
The pharmacy technician may input into the pharmacy information system the
prescription drug order or refill request to facilitate the coordinating
pharmacist’s drug utilization review. Oral prescription drug orders cannot be
taken by pharmacy technicians at the satellite pharmacy and shall be
transmitted directly to the coordinating pharmacist by the practitioner or the
practitioner’s designee.

(f) Quality Assurance Inspection. Each satellite pharmacy shall be inspected by a
coordinating pharmacist in a manner consistent with the documented quality
assurance plan submitted in the application for Board approval of the satellite
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pharmacy. Inspections shall occur as often as necessary to assure quality and
not less than once every 30 days. The quality assurance plan shall include
mechanisms for:

(1) identifying, recording, and remediating drug errors;
(2) a daily perpetual inventory of controlled drugs; and

(3) inventory of controlled substances as required by these Rules.

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:

(a) a remote dispensing site is no longer necessary to ensure acceptable access to
care in the locality;

(b) a remote dispensing pharmacy has been unable to comply with operating
requirements; or

(c) continued remote operation is no longer in the interest of the public.

Part 11: Discipline

11-1 Unprofessional conduct. Unprofessional conduct includes those acts set out at 3
V.S.A. § 129a (applicable to all licenses) and 26 V.S.A. § 2053 (applicable to
licenses granted under 26 V.S.A. Ch. 36). Violation of these rules, as well as other
state and federal laws governing the practice of pharmacy, is unprofessional
conduct pursuant to 3 V.S.A. § 129a(a)(3).

11-2 Remedies. Upon a finding that a licensee, applicant, or person who later becomes
an applicant has committed unprofessional conduct, within or outside of this
State, or has had a license application denied or a license revoked, suspended,
limited, conditioned, or otherwise disciplined by a licensing agency in another
jurisdiction for conduct which would be unprofessional conduct in this State, or
has surrendered a license while under investigation for unprofessional conduct,
the Board may warn, reprimand, suspend, revoke, limit, condition, deny, or
prevent the renewal of a license. 3 V.S.A. § 129(a). A license may be summarily
suspended pending further proceedings, consistent with 3 V.S.A. § 814(c), upon a
finding that public health, safety, or welfare imperatively requires emergency
action. Drug outlets under common ownership and control may be subject to
disciplinary remedies as further set out at 26 V.S.A. § 2053(b).
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11-3 Procedures. Disciplinary prosecutions are contested cases governed by the Office
of Professional Regulation’s Administrative Rules of Practice, CVR 04-030-005, 3
V.S.A. ch. 5,and 3 V.S.A. §§ 809-816.
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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 pyOtect 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 qualiffed applicants, and
regulating the practice of pharmacy.

1.2 Board Restrictions The Board may not make any rule that 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 pharmacist'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 numbér is 1-802-828-1505. Applications, copies
of these rules, and additional information about the Bogyd may be obtained by contacting the Office or
by accessing the Board’s website, http://vtprofessiongis.org/.

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 fingncial interest in the field of Pharmacy, as defined in 26
V.S.A. 8 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 opher officers from among its members. A list of the names
and addresses of Board members and gificers may be obtained from the Office or the website.

1.5 Hearings The Board copducts 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 foy/contested cases, 3 V.S.A. §§ 801-816.

1.6 Regular, Special, Anpd Emergency Meetings The Board holds at least two regular
meetings a year. The chafr or a majority of members may call a special or emergency meeting. A
majority of members congtitute a quorum for all meetings. Contact the Office for the date, time and
location of scheduled rfeetings.

1.7 Laws That Jovern The Board

(a) The Board is gbverned by the law in 26 V.S.A. Chapter 36, that establishes its responsibilities for
setting standargh, 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. 88)21- 132), the “Administrative Procedure Act” (3 V.S.A. §§ 801-849), the “Right to Know
.S.A. §§ 311-314), and the “Access to Public Records Law” (1 V.S.A. §§ 315-320). These
laws egtablish rights for applicants, licensees, and the public. Please note that 3 V.S.A. 8§ 129a also
inés unprofessional conduct which can be the basis of disciplinary action.
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complete text of these laws. The Vermont Statutes Annotated may also be accessed thrgligh the
Internet at http://www.leg.state.vt.us .

Generic Drug Law; Food, Drug, and Cosmetic Acts; the Health Insurance Portability’and
Accountability Act of 1996 (HIPAA); laws and regulations governing the use of algbhol; Federal
Controlled Substance Act, 21 U.S.C. 8801 et seq.; Vermont Regulated Drug Act; 18 V.S.A. 8§ 4201-
42, and postal regulations to be followed when shipping legend drugs.

1.8 Rules Of The Board

(&) The Board is authorized to make these Rules under 26 V.S.A. 82032. These Rules govern
Board proceedings and have the effect of law. The Board reviews thgSe rules periodically and
revises them as needed. These rules may be cited as “BOP Rule

(b) Violation of these rules may result in disciplinary action by th€ Board or other federal or state
authorities.

1.9 Abbreviations Used in These Rules As used iff these rules:
(&) ACPE: Accreditation Council for Pharmacy EAucation.

(b) DEA: Drug Enforcement Administration.

(c) FDA: Food and Drug Administration.

(e) FPGEC: Foreign Pharmacy Gradyate Examination Committee.
() FPGEE: Foreign Pharmacy Gfaduate Equivalence Examination.
() MPJE: Multistate Pharmgfy Jurisprudence Examination.

(h) NABP: National Assocjétion of Boards of Pharmacy.

() NAPLEX: North Arferican Pharmacy Licensure Examination.

(2) “AMDS” means automated medication distribution system. An AMDS is an automated device or
serieg of devices operated by an electronic interface with one or more computers that is used to
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prepare, package, or dispense specified dosage units of drugs for administration or dispensing to a
patient or the ultimate user. "AMDS’ includes a device that prepares and packages a drug
dose dispensing, that prepares and packages a drug into outpatient prescription vials, an
dispenses pre-packaged drugs.

(3) “Alternative evidence of the individual’'s identity” as referred to in 18 V.S.A. § 4215b means
documents which reasonably permit a pharmacist to conclude that the individual ispfvho he or she
purports to be.

(4) “Bona fide representative of a patient” as referred to in 18 V.S.A. § 4215)means an individual
who is authorized by law, or known to the patient and authorized by the patignt to receive drugs
dispensed by prescription for the patient.

.S.A. 8 4215b means the
gs dispensed by prescription

(5) “Bona fide representative of an animal owner” as referred to in 1
owner of an animal or a person authorized by the owner to receive
for the animal.

(6) “Beyond-Use Date” means a date determined by a pharmgCist and placed on a prescription label
at the time of dispensing that is intended to indicate to the pagfent or caregiver a time beyond which
the contents of the prescription are not recommended to b

(7) “Board of Pharmacy” or “Board” means the Vermompt Board of Pharmacy, or its designee.

(8) “Collaborative Pharmacy Practice” means that
may perform certain patient care functions under g/protocol of specified conditions or limitations in
collaboration with a practitioner.  Collaborative fractice agreements must be in writing and are valid
for up to one year. After one year, a new writjfn agreement is necessary for the collaboration to
continue. Each collaborative practice agreefient shall include provisions for no less than an annual
guality assurance review by the collaboratigfg practmoner A pharmacist may have collaborative
practice agreements with more than one

rtion of pharmacy practice where a pharmacist

(9) “Compounding” means the prepgfation of any active ingredients or added substances into a drug

product
(A) as the result of a practiffoner's prescription drug order or initiative based on the
practitioner/patient/pharmpécist relationship in the course of professional practice, or;

(B) for the purpose of/or as an incident to, research, teaching, or chemical analysis and not for
sale or dispensing. /Compounding also includes the preparation of drugs or devices in
anticipation of pregcription drug orders based on routine, regularly observed prescribing
patterns. Compglinding does not include mixing, reconstituting, or other such acts that are
performed in g€cordance with directions contained in approved labeling provided by the
product's maghufacturer.

(10) Conflde al Information” means information accessed, maintained by, or transmitted to the
infhe patient's records or which is communicated to the patient as part of patient

hich is privileged and may be released only to the patient or, as the patient directs, to
tioners, other authorized health care professionals, and other pharmacists where, in the
t's professional judgment, such release is necessary to protect the patient's health and
well-bgfhg; and to such other persons or governmental agencies authorized or required by law to
recepfe such confidential information, regardless of whether such information is in the form of paper,
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preserved on microfilm, or is stored on electronic media.

(11) “Deliver” or “Delivery” means the actual, constructive, or attempted transfer of a drug/or device
from one person to another, whether or not for a consideration.

lant, or other
d under federal
e order of a

(12) “Device” means an instrument, apparatus, implement, machine, contrivance, i
similar or related article, including any component part or accessory, which is requi
law to bear the label, “Caution: Federal or State law requires dispensing by or on
physician.”

plementation of a
evice to a patient or
t administration to, or use

(13) “Dispense” or “Dispensing” means the interpretation, evaluation, and j
prescription drug order, including the preparation and delivery of a drug o
patient's agent in a suitable container appropriately labeled for subsequ
by, a patient.

(14) “Distribute” or “Distribution” means the delivery of a drug or
or dispensing.

vice other than by administering

(15) “Drug” means:
(A) articles recognized as drugs in any official com
designated from time to time by the Board for use |
or prevention of disease in humans or other ani

ndium, or supplement thereto,
the diagnosis, cure, mitigation, treatment,
Is;

(B) articles intended for use in the diagnosi
disease in humans or other animals;

cure, mitigation, treatment, or prevention of

(C) articles (other than food) intended
humans or other animals; and

affect the structure or any function of the body of

(D) articles intended for use as
of this definition.

omponent of any articles specified in clause (A) (B) or (C)

(16) “Drug regimen review and/or
activities:
(A) Evaluation of the prghcription drug order(s) and patient record(s) for:
(1) known allergfes;
(2) rational thgrapy-contraindications;
(3) reasonagfle dose and route of Administration; and
(4) reason@able directions for use:

rug utilization review” includes but is not limited to the following

(B) Evaluatioft of the prescription drug order(s) and patient record(s) for duplication of
therapy;

(2) drug-food;
(3) drug-disease; and
(4) adverse drug reactions.

(D) Evaluation of the Prescription Drug Order(s) and patient record(s) for proper utilization
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(including over or under-utilization), and optimum therapeutic outcomes.

(17) “Electronic Transmission” means transmission of information in electronic form or th
transmission of the exact visual image of a document by way of electronic equipment.

cture that
iders,

(18) “Electronic transmission intermediary” means an entity that provides the infras
connects the computer systems or other electronic devices used by health care pr
prescribers, pharmacies, health care facilities, pharmacy benefit managers, healtf insurers, third
party administrators, and agents and contractors of those persons in order to fagilitate the secure
transmission of an individual’s prescription drug order, refill, authorization request, claim, payment, or
other prescription drug information.

(19) “Electronic digital signature” means an electronic signature based Zipon cryptographic methods
of originator authentication, and computed so that the identity of the sigher and the integrity of the
data can be verified.

(20) “Emergency Situations” for the purposes of authorizing an/oral Prescription Drug Order of a
Schedule Il controlled substance, means those situations in whith the prescribing practitioner
determines (1) that immediate administration of the controlleg/substance is necessary for proper
treatment of the patient, (2) that no appropriate alternative featment is available, including
administration of a drug which is not a Schedule Il controlled substance, and (3) that it is not
reasonably possible for the prescribing practitioner to pgévide a written prescription drug order to be
presented to the person dispensing the substance, prigr to the dispensing.

(21) “Equivalent Drug Product” means a drug prgduct which has the same active ingredient(s),
strength or concentration, dosage form, and routg of administration and which is formulated to contain
the same amount of active ingredient(s) in the game dosage form and to meet the same compendial
or other applicable standards (i.e., strength, gluality, purity, and identity), but which may differ in
characteristics, such as shape, scoring, cogfiguration, packaging, excipients (including colors, flavors,
preservatives), and expiration time.

(22) “Fine/Civil/Administrative Penalff” is a monetary penalty permitted by law assessed against a
licensee for violation of federal or stAte statutes or rules governing the practice of the profession.

(23) “Home Infusion Pharmac
administration to a patient in
of parenteral, intravenous, i

means a pharmacy which compounds solutions for direct
rivate residence, long-term care facility, or hospice setting by means
amuscular, subcutaneous, or intraspinal infusion.

(24) “Labeling” means tfie process of preparing and affixing a label to any drug container exclusive,
however, of the labeling’ by a manufacturer, packer, or distributor of a non-prescription drug or
commercially packaggd legend drug or device. Any such label shall include all information required by
federal and state lgy¥ or rule.

(25) “Legend dfug” see definition of prescription drug below.
(26) “Lon
or instituti

erm Care Facility” means a nursing home, retirement care, mental care, or other facility
that provides extended health care to resident patients.

(27) anufacturer” means a person engaged in the manufacture of drugs or devices.
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(28) “Manufacturing” means the production, preparation, propagation, conversion, or processing of a
drug or device, either directly or indirectly, by extraction from substances of natural origin or
independently by means of chemical or biological synthesis, and includes any packaging
repackaging of the substance(s) or labeling or relabeling of its container, and the promot0n and
marketing of such drugs or devices. Manufacturing also includes the preparation and romotion of
commercially available products from bulk compounds for resale by pharmacies, pragtitioners, or
other persons.

(29) “Medical Order” means a lawful order of a practitioner that may or may nogfinclude a

prescription drug order.

(30) “Medication Therapy Management” means a distinct service or group of services that optimize
therapeutic outcomes for individual patients. Medication Therapy Manggement services are
independent of, but can occur in conjunction with, the provision of a mgdication or a medical device.

(31) “Non-Prescription Drug” means a drug which may be sold wighout a prescription and which is
labeled for use by the consumer in accordance with the requireménts of the laws and rules of this
state and the federal government.

(32) “Office” means Office of Professional Regulation.

(33) “Patient Counseling” means the oral communication/by the pharmacist of information, as
defined in the rules of the applicable Board, to the patiegft or caregiver, in order to ensure proper use
of drugs and devices.

(34) “Person” means an individual, corporation, gébsidiary, partnership, association, organization,
affiliate organization, or any other legal entity, ingiluding government.

(35) “Pharmacist Care” is the provision by g/pharmacist of medication therapy management
services, with or without the dispensing of gfugs or devices, intended to achieve outcomes related to
the cure or prevention of a disease, elimigfation or reduction of a patient’'s symptoms, or arresting or
slowing of a disease process, as defined in the Rules of the Board.

(36) “Pharmacist” means an indivi
pharmacy.

al currently licensed by this state to engage in the practice of

(37) “Pharmacist-Manager” (#lso referred to as “Pharmacist in Charge”) means a pharmacist
currently licensed in this staf¢ who has held an unencumbered license in this or another state for at
least two years, who accepfs responsibility for the operation of a pharmacy in conformance with all
laws and rules pertinent 30 the practice of pharmacy and the distribution of drugs, and who is
personally in full and agfual charge of such pharmacy and personnel.

(38) “Pharmacy” pfeans any place within this state where drugs are dispensed and pharmaceutical
care is provided ghd any place outside of this state where drugs are dispensed and pharmaceutical
care is provided/o residents of this state.

‘Pharmacy, Scope of Practice.” See, 26 V.S.A. § 2032(a)(1). Pharmacy is that profession
Is concerned with the art and science of preparing, from natural and synthetic sources, suitable
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and convenient materials for distribution and use in the treatment and prevention of disease. It
embraces a knowledge of the identification, selection, preparation, preservation, combinatio
analysis, standardization of pharmacologic action, and therapeutic use of drugs and medigihes. As a
health care profession, it also embraces the interpretation, evaluation, and dispensing offrescription
drugs or drug orders in the patient's best interest; immunization; participation in drug agd device
selection, drug administration, drug regimen reviews and drug or drug-related researgh; provision of
patient counseling and the provision of those acts or services necessary to providefharmaceutical
care; and the responsibility for compounding and labeling of drugs and devices, gfoper and safe
storage of drugs and devices and maintenance of proper records for them. It igfcludes the
management of drug therapy in collaboration with other health care providersfesponsible for patient
care and the research, consultation, selection of drugs under protocol, and ggcommendation or
provision of information necessary for drug therapy.

(41) “Practice of Telepharmacy” means the provision of pharmaceuti

telecommunications and information technologies to patients at a di
(A) “Practice of Telepharmacy Across State Lines” means fhe provision of pharmaceutical
care through the use of telecommunications and informatigh technologies that occurs when the
patient is physically located within the jurisdiction and thg pharmacist is located outside the
jurisdiction.
(B) Those providing telepharmacy services must r
requirements set forth in Rules 2.9 and 2.10.

| care through the use of

ister with the Board and meet the

(42) “Practitioner” means an individual currently licen§ed, registered, or otherwise authorized by the
appropriate jurisdiction to prescribe and administer gfugs in the course of professional practice.

(43) “Preceptor” means an individual who is cupfently licensed as a pharmacist by the Board of
Pharmacy, who meets the qualifications as a pfeceptor under the rules of the Board, and participates
in the instructional training of pharmacy inter
(44) “Prescription Drug” or “Legend Drug” means a drug which is required under federal law to be
labeled with either of the following state/ents prior to being dispensed or delivered:
(A) “Caution: Federal law prohjbits dispensing without prescription;” or
(B) “Caution: Federal law resfficts this drug to use by, or on the order of, a licensed
veterinarian;” or
(C) a drug which is requirgd by any applicable federal or state law or rule to be dispensed
pursuant only to a presgfiption drug order or is restricted to use by practitioners only.

(45) “Prescription Drug Ofder” means a lawful order from an authorized prescriber for a drug or
device for a specific patight, including orders derived from collaborative pharmacy practice, that is
communicated directly 0 a pharmacist in a licensed pharmacy. Non-verbal non-electronic
prescriptions must beér the signature of the prescriber.

(46) “Tamper registant prescription form” means a form meeting the requirements of Rule 9.5.
(47) “These Rules” mean the Administrative Rules of the Board of Pharmacy;

(48) “Pripdary Care” is the first level of contact of individuals, the family, and the community with the
health cgre delivery system, bringing health care as close as possible to where people live and work,
and cg#istitutes the first element of a continuing health care process. (Areas of primary care where
pharghacists provide pharmaceutical care include, but are not limited to, the following: chronic disease
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management; smoking cessation; maternal and child health; immunizations; family planning; self-care
consulting; drug selection under protocol; treatment of common diseases and injuries; nutritn; and
general health education and promotion.)

(49) “Repackage” means changing the container, wrapper, quantity, and labeling of g/oroduct or

device to further the distribution of the drug or device.

(50) “Repackager’” means one who repackages drugs or devices.
(51) “Signature” for purposes of a prescription, means an authorized prescriffer's name handwritten
by that person on a “hard” prescription, or that person’s “electronic digital sighature” as part of an

electronic prescription sent directly to a pharmacy.

(52) “Significant Adverse Drug Reaction” means any drug-related ing
harm, injury, or death to the patient.

ent that may result in serious

(53) “Wholesale Distributor” means any person engaged in whgtesale distribution of drugs, including
but not limited to manufacturers, repackagers, own-label distribdtors, private-label distributors,
jobbers, brokers, warehouses, including manufacturers' and gfstributors' warehouses, chain drug
warehouses, and wholesale drug warehouses, independenywholesale drug traders, and retalil
pharmacies that conduct wholesale distributions.

1.11 Acts Which May Affect Licensure, Registratjon, or Renewal The Board may discipline
or deny licensure, registration, or renewal under thege rules if any applicant, sole proprietor, partner,
corporate officer, or owner has engaged in unprofgSsional conduct violating these rules, 3 V.S.A. 8§
129a, and 26 V.S.A. § 2051, or acts which direc{y affect the ability to practice pharmacy.

1.12 Licenses, Registrations, and First Reénewal An applicant issued an initial license or
registration within 90 days of the renewal dAte will not be required to renew or pay the renewal fee.
The license will be issued through the next full license period. An applicant issued an initial license
more than 90 days prior to the renewal £xpiration date will be required to renew and pay the renewal
fee.

1.13 Renewals All licensesAnd registrations are renewed biennially on a schedule as
determined by the office.

Part 2 Requirgments for Pharmacist Licensure

2.1 Routesto Liceisure  There are two routes to licensure as a pharmacist, licensure by
examination and licgfisure by endorsement.

2.2 Licensur
a pharmacist,

(@)

(bY Submit an official transcript showing graduation from a pharmacy school approved by
PE or other accrediting body approved by the Board;

by Examination, Qualifications For Licensure To be eligible for licensure as
applicant must:
at least 18 years of age;
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(c) For foreign-trained applicants, have successfully passed the FPGEE, TOEFL, and TSE
examinations or their successor examinations and hold an FPGEC certificate or its syCcessor
certificate demonstrating that their education was equivalent to the education at a sghool or
college specified in subsection (b) above;

(d) Have completed an internship or demonstrated experience which is equi
internship as set forth in Part 4 of these rules;

(e) Have passed the required examinations as set forth in Rule 2.3 bel
(f) Have submitted an application form with photograph, and paid the/appropriate fee.

2.3 Examinations Licensure requires successful completion of tfe “NAPLEX” and the
‘MPJE.” Contact NABP through its web site http://www.nabp.net/ for fhe date, time, and place of the
examination.

2.4  Required Examination Scores A minimum score of /5 must be attained on each
component of the exam. An applicant who does not attain thefequired examination scores may
elect to be re-examined. If the required score is not attainedAvithin one year, all previous scores
shall be forfeited, and the applicant must sit for and pass aly/components of the examination.

2.5 Score Transfer Vermont will accept the NARLEX score attained by an applicant from
another state when the following requirements are m
(@) The score is transferred through the NA
Association;

.office under the conditions outlined by that

(b) An application is submitted;

(c) The NAPLEX was taken no moye than one year prior to submitting the application.

2.6 Pre-Graduation Applications An applicant who has not yet graduated may submit an
official transcript from his or her phargfacy school and arrange for certification of graduation to be
sent to the Board under separate cgfer. Certification must be received by the Board before the
applicant may sit for the examinatjon.

2.7 Licensure By EndorseMment The Board may license an applicant who possesses an
active license in a state whoge current standards are substantially equivalent to the current standards
in Vermont. The applicanfshall submit:

(@) The Vermontapplication form and official NABP form, completed in full and signed by the

applicant;
(b) Official yerification of original licensure by examination;

(c) Offiglal verification of current active license and report of disciplinary history;
e prescribed application fee; and

shall successfully complete the MPJE for Vermont.

2.8 / License Renewals Applicants for license renewal shall submit:
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(a) The completed renewal form;

2.9

provided via telepharmacy. A pharmacist providing telepharmacy servic

(b) A statement listing the continuing pharmacy education programs completed sipCe the
licensee's latest license was issued showing compliance with continuing educatio
requirements;

(c) The prescribed fee; and
(d) Any late fees or penalties required by law.

Registration for Telepharmacy Across State Lines Pharmacy/Services may be

into the State of Vermont

from another state is required to be registered as an “out of state registefed pharmacist” with the
Board. This registration requirement does not apply to pharmacists pyacticing in a non-resident

licensed pharmacy.

2.10 Telepharmacy
telepharmacy servic

(&) An applicant applying for registration to engage in the pfactice of telepharmacy across
state lines shall:
(1) Present to the Board proof of licensure in angther state and proof that such license
is in good standing;
(2) Submit an application in the form prescriped by the Board;
(3) Pay the fee(s) specified by the Board fgf the issuance of the Registration; and
(4) Comply with all other requirements offthe Board.

(b) The application required shall request of
information:
(1) Name, address, and current pflarmacist licensure information in all other states,
including state(s) of licensure angflicense number(s);
(2) Name, address, phone nughber, and, if applicable, state of licensure and license
number of the site where the gractice of telepharmacy will originate;
(3) A statement of the scoge of patient services that will be provided;
(4) A description of the pfotocol or framework by which patient care will be provided;
(5) If applicable, any cdllaborative practice agreements with other health care
practitioners; and
(6) A statement attgsting that the applicant understands and will abide by the
pharmacy laws ang regulations of the State of Vermont.

e applicant, at a minimum, the following

(c) Registrations un
used for license an

r this section shall be for the time period and follow the time schedule
registration renewals.

Isclosure Requirements A pharmacist whose application for providing
across state lines has been approved shall:

(@)

Subject to the reinstatement provisions of 26 V.S.A. § 2045, applicants for
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license renewal may request inactive status as permitted by law. A person who does not possess
an active Vermont license may not practice pharmacy in Vermont.

2.12 Reinstatement of an Inactive or Expired License
(&) Once the expiration date on a license has passed, the license expires, and the licghse holder
may not practice until reinstated. 26 V.S.A. § 2045.

(b) To reinstate a license a holder of an inactive or expired license must comply,
pharmacy education requirements set forth in these rules by accumulating a totl of 30 hours for each
renewal period during which the license was inactive. A person applying for genewal of an inactive or
expired license shall not be assessed the renewal fees for the years during #hich the license was

inactive or expired.

ith the continuing

2.13 Five Years Expired or Inactive Status
(&) A pharmacist whose Vermont license has expired for 5 years or/more, who is currently licensed
in good standing in another US jurisdiction must, before practicing fidependently,

(1) complete 60 hours of continuing education within fouyyears preceding the application;

and

(2) successfully complete the MPJE.

(b) A pharmacist whose Vermont license has expired fo
licensed in more than three years in another United St
independently,
(1) practice as an intern for no less than 20
pharmacist preceptor approved by the Boa
(2) complete 60 hours of continuing edu
and
(3) successfully complete the MPJE

ive years or more, and who has not been
s jurisdiction, must, before practicing

ours under the direct supervision of a licensed

tion within four years preceding the application;

Part 3 Continuing Pharmfacy Education
3.1 Definitions
(&) ACPE: Accreditation Councipfor Pharmacy Education

(b) AMA: American Medical Association

(c) Live Programs (didactig sessions): Covers all programs that provide for direct interaction
between faculty and partigfpants and may include lectures, symposia, live teleconferences, and
workshops.

3.2 Continuing Pharmacy Education (CPE) Requirements The licensee must complete a
total of 30 CPE hogrs per renewal period. A minimum of ten hours shall be obtained during
participation in liye programs (didactic sessions). Continuing pharmacy education participation must
be reported evgry two-year renewal period. For newly-licensed pharmacists, see Rule 3.11 below.

3.3 Limjls
another.

CPE hours may not be transferred or carried over from one renewal period to

3.4 /Corrective Plan A licensee who fails to fulfill the continuing pharmacy education
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requirements of these rules may be required by the Board to develop and complete a specific
corrective action plan within 90 days.

3.5 Hardship Waiver Upon a showing a hardship, the Board may in its sole discpétion waive
the continuing pharmacy education requirement. To apply for a waiver, the licensee rfust submit a
written statement setting forth the conditions of hardship with specificity. After revieyl, the Board
shall send written notification of its decision, and the reasons therefore, to the licengee.

3.6 Out of State Licensees A licensee residing and licensed in another
to meet the continuing pharmacy education requirements for license renewal

risdiction is required
Vermont.

3.7 Topics and Formats of Study Topics and formats of study shAll include subject matter
designed to maintain the professional competence of pharmacists licengéd to practice and to improve
their professional skills in order to protect the public health and safety.

3.8 Documentation and Approval Providing documentatigh of continuing pharmacy
education in Board-approved programs may be required to mainjdin licensure.
(a) All ACPE and AMA Category | approved programs agfd programs approved by pharmacy
boards in other states may be approved by this Board

(b) Organizations or licensees may have a prograr¥ approved in advance by submitting the
program outline, including learning objectives, and the names and qualifications of the
presenters to the Board. After review, the Boagfd shall send written notification of its decision
to the organization or licensee.

3.9 Verification of Continuing Pharmacy Eglucation Pharmacists shall provide the Board
with verification of completion of the required ¢ggntinuing pharmacy education programs by such
means as designated by the Board. The BgéArd may conduct random audits to verify completion of
continuing pharmacy education up to four y€ars after a license is renewed. Licensees must retain
continuing education records to cover thig/period. Upon request by the Board, the licensee shall
submit certificates of completion for all grograms listed in the licensee’s renewal application.

3.10 Audits All reinstatemenig of inactive or expired licenses shall be audited and shall be
accompanied by documentation g continuing pharmacy education. During each biennial renewal
period, the Board may audit the £Lontinuing pharmacy education activities of a random sample of
pharmacists. The Board may/also audit currently conditioned licensees and licensees who in any of
the preceding 3 renewal cycjés were initially found to have not met continuing education renewal
requirements. Pharmacisgs shall submit for inspection the documents necessary to verify the
reported continuing pharghacy education.

3.11 Newly Licensgd Pharmacists

(a) For applicantsgranted an initial license to practice by the Board, accumulation of CPE’s shall
commence on thg/opening date of the first biennial renewal period following receiving initial Vermont
licensure.

(b) For thoge licensees granted an initial license within 90 days of the end of the licensing
period/rengwal date and who are not then required to renew their licenses, the continuing education
requirement begins with the first day of the biennial licensing period so that all people licensed for two
years gt the time of their first renewal must show compliance with the continuing education
requiements.
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Part 4 Pharmacy Interns

4.1  Definitions
(a) Internship: means the practical pre-licensure experience where the intern is pgdvided the
knowledge and practical experience needed for licensure.  The internship requirgment may be
fulfilled by postgraduate experience, supervised practice, and experience gaineg/during participation
in college-coordinated externship and clerkship programs.

in Board-approved
r as defined by these rules.
type of setting in which the

(b) Supervised practice: means experience obtained during participati
programs, as an intern under the direct supervision of a qualified precep
The programs shall be designed to give the participant experience in t
preceptor practices.

ge-supervised programs, under
ust be conducted outside the

(c) Externship: experience obtained during participation in col
the supervision of a Board-approved preceptor. The programs
classroom, in licensed pharmacies.

(d) Clinical Clerkship or Clerkship: means experiencg/gained during participation in college-
supervised programs which involve patient contact in eitjfer community or institutional settings. The
programs must be designed with an emphasis on monjforing and evaluation of drug therapy. The
clinical clerkship or clerkship must:
(1) Be conducted in patient care settings wpere the student is provided with actual
experiences in patient care;
(2) Emphasize all phases of drug thera
(3) Involve provision of clinical servic
activity;
(4) Involve a minimal amount of dylig distribution;
(5) Be approved by the state bogrd of pharmacy where the pharmacy school is located; and
(6) Be a component of the collgge curriculum for which academic credit is given.

relative to the disease states of individual patients;
on either an outpatient or inpatient basis as a primary

(e) Preceptor: means a pharmagfist with an active license, who has at least 2,000 hours
experience in the actual practice Af pharmacy, approved by the Board of Pharmacy in his or her state
of licensure to supervise and djfect the training of a pharmacy intern. To be a preceptor in Vermont
the licensee must possess an/unencumbered license. The Board at its discretion upon good cause
may permit a licensee with A conditioned license to act as a preceptor.

4.2  Registration of
(@) Every individual

armacy Interns
hall be registered with the Board before beginning an internship in this State.

(b) Prior to beginfing any period of internship in Vermont, a prospective intern shall submit, on
official forms, thegffollowing information:

(4Y A complete statement of the intern’s qualifications, to be provided directly to the Board by
e pharmacy school or college.
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(c)__Forms required for proper registration of interns, along with instructions for their use, are
avallable from the Board.

4.3 Pharmacy Intern Qualifications Registration to practice pharmacy as an intgrn shall be
granted only to:
(@) an individual who is currently enrolled the first professional year in an acg/edited
pharmacy program; or

(b) a graduate of an ACPE accredited pharmacy program; or

(c) a graduate of a pharmacy program located outside the United Spbtes who has
successfully completed the FPGEE, TOEFL, and TSE examinationg or their successor
examinations, and obtained Foreign Pharmacy Graduate Examingtion Committee (FPGEC)
certification.

4.4  Internship Non-Classroom Hours At least 500 hours gf internship experience must be
outside the classroom in a setting in which the intern provides digéct patient care services, as an
intern under the direct supervision of a pharmacist. Documenjétion shall be provided on a form
available from the Board.

4.5 Internship Expected Experience Experienc
include compounding, dispensing, inventorying prescri
records.

btained in hospital or retail settings should
on drugs, and maintaining prescription

4.6 Internship Other Possible Experiences With approval of the Board, the internship may
also include experience obtained in one of the fglowing:
(&) A demonstration project related to gharmacy;

(b) The pharmaceutical industry; o

(c) A program which will exposg’the intern to any area of health care where pharmacists have
an impact.

4.7 Internship Training and Pfactice Site Requirements The pharmacy at which an intern
is being trained shall provide an/&nvironment that is conducive to the learning of the practice of
pharmacy by an intern. The pharmacy must:

(@) Conform to all stgndards set by governmental agencies;

(b) Provide a br
(c) Provide f
(d) Use
(e) Prgvide the opportunity for chart review in a practice setting in which charts are used,;
(f) / Maintain contact with other health professionals and, when possible, provide

pAarmaceutical services to institutionalized patients; and
g) Provide patient counseling services.
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4.8 Exposure to Practice Areas It is expected that the intern will be exposed to all facets of
the practice of pharmacy, including but not limited to, the following:
(a) Evaluation of prescription drug orders;

(b) Preparation and labeling of drugs;
(c) Dispensing of drugs;

(d) Patient profile update and review;
(e) Drug use review;

(f) Patient counseling; and

(g) Proper and safe storage of drugs.

4.9 Other Conditions Governing Internships Interns enfolled in a pharmacy school
approved by ACPE may participate in cooperative plans or othgf suitable arrangements developed by
the pharmacy school and approved by the Board. Internshig/programs in non-traditional practice
sites (e.g., industry-sponsored programs) must be approveg/by the Board prior to granting of
internship credit.

4.10 Armed Forces Members Members of thg/armed forces who served under conditions

fulfilling internship requirements may submit documghntation for approval by the Board. Participation
in activities equaling or exceeding Vermont internghip requirements shall be recognized on an hour-
for-hour basis.

4.11 Out of State Credit The Board wjll give credit for out-of-state or Canadian internship
experience upon presentation of an affidavyl or certificate of approval indicating the internship was
approved in the state or province where tfie experience was obtained. The intern shall abide by all
the provisions of the internship rules in ghat state or province and shall provide evidence from that
state’s or province’s board of pharmagy of the number of clock-hours of experience actually
participated in by the intern. Docugientation may be provided on a form available from the Board.

4.12 Responsibilities of Inter
pharmacist.

The intern may perform only those duties assigned by the

4.13 Internship: No S
department at any time.

ervisory Duties The intern shall not be in charge of the pharmacy

4.14 Pharmacy Intgrns Identified
(@) The Board shaftl issue a confirmation letter or registration certificate to the intern for purposes of
identification and ferification of his or her role as an intern.

(b) A pharmgCy intern shall wear a name tag bearing in a clearly legible font the individual’s name
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4.15 Change of Information All interns shall notify the Board immediately upon change of name
or address.

4.16 1,740 Internship Hours Required Applicants for licensure as pharmacists siall submit
evidence on Board-approved forms that they have satisfactorily completed no fewer thgan 1,740 hours
of internship credit under the instruction and supervision of a preceptor.

4.17 End of Registration Without Board approval on a showing of extenu
Registration ends upon:
a) dismissal from pharmacy school, or

ing circumstances

b) one year after graduation or until licensed, whichever occurs fir,

4.18 Board Jurisdiction Over Interns Interns are subject to thg¢/disciplinary authority of the
Board. Interns must report a conviction of any felony or any offensefrelated to the practice of the
profession in a Vermont district court, a Vermont superior court, a ffderal court, or a court outside
Vermont within 30 days.

4.19 Preceptor, Primary Responsibility The precept
for the training of the intern. This includes ensuring that t
Board.

shall have the primary responsibility
pharmacy intern is registered with the

4.20 Preceptor Duties
(@) The preceptor may allow other pharmacists to gd in the training process.

(b) The preceptor may permit an intern to provige services normally provided by a pharmacist
provided that the services performed are undey/the direct supervision of a pharmacist.

(c) A pharmacist shall be in continuous pefsonal contact with and actually give instructions to the
intern during all professional activities thrgughout the entire internship period. The pharmacist shall
physically review the prescription drug grder and the dispensed product before the product is
delivered to the patient or the patient’gagent. The pharmacist is responsible for the work of the
intern.

4.21 Preceptor Intern InformgAtion Required The preceptor shall submit, on approved forms,
such information as the Boardfequires.

4.22 Preceptor Limitati

A pharmacist may not act as a preceptor of more than two interns
working at a pharmacy [

any one time.

Part 5 armacy Technicians
5.1 Definijfion of Pharmacy Technician A pharmacy technician is “an individual who
performs tgéks relative to dispensing and only while assisting and under the supervision and control

of a licenged pharmacist” 26 V.S.A. § 2022(13).

(a) Effective July 1, 2017: These rules create two categories of pharmacy technicians,
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“certified pharmacy technicians” and pharmacy technicians who are not certified. The latter
group are referred to as “pharmacy technicians.”

(b) Cashiers, and delivery people who enter or have access to the prescription
must register as pharmacy technicians.

partment

5.2 “Certified Pharmacy Technician” Certified pharmacy technician/means a person
registered with the Board who has completed a pharmacy technician certification gfogram approved by
the Board and is certified by that Board and who practices in Vermont.

(a) Effective July 1, 2017 each individual preforming the acts in subsectio
registered with the Board as a “certified pharmacy technician.”

b) below must be

(b) A certified pharmacy technician may, under the supervision of
activities involved in the Practice of Pharmacy, such as:
(1) receiving new written or electronic Prescription Drug Opders, prescription data entry;
(2) compounding;
(3) assisting in the dispensing process; and
(4) performing all functions allowed to be performed

Pharmacist, perform certain

pharmacy technicians.

(c) A certified pharmacy technician may not perform:
(1) drug utilization review (DUR);
(2) clinical conflict resolution;
(3) receipt of new oral prescription drug ordgfs
(4) prescriber contact concerning prescripyon drug order clarification or
therapy modification;
(5) patient counseling;
(6) prescription transfer;
(7) dispensing process validation;
(8) any act requiring the exercise/of professional judgment by a pharmacist.

5.3 Certified Pharmacy Technicigh Registration

(&) To be registered as a certified gharmacy technician, an applicant shall:
(1) submit a completed apflication showing that the applicant is certified by a national
pharmacy technician cergfication authority approved by the Board;
(2) pay the fee specifigd in statute;
(3) not have engaged in acts which affect the ability of the applicant to
practice as a pharmécy technician;
4) have attained fhe age of 18 years and be a high school graduate or equivalent.

(b) An individual whg has held a pharmacist license that has been revoked or suspended for
unprofessional congluct, or whose application for licensure as a pharmacist has been denied for
unprofessional cgAduct, shall not be eligible to be registered as a certified pharmacy technician
unless the Board, in its sole discretion, determines that good cause exists to register than individual.

(c) A certifigd pharmacy technician while working in the prescription department shall wear a name
in a clearly legible font, at a minimum, the individual’s first name and title “Certified
Technician.”

person whose application for registration has not been approved may not act as a certified
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pharmacy technician.

5.4 Maintaining Certification An individual registered with the Board as a certified pharmacy
technician must maintain national certification. A person whose national certification
has in any other way not met the requirements for continued national certification shal
a registered certified pharmacy technician.

5.5 “Pharmacy Technician” Pharmacy Technician means an individu
Board as a pharmacy technician.

registered with the

(&) A pharmacy technician may, under the supervision of the gharmacist, assist in the
pharmacy and perform such functions as:
(1) receiving requests for refills of current prescriptions;
(2) processing of medical coverage claims;
(3) inventory responsibilities; and
(4) cashiering.

(b) A pharmacy technician may not perform such functns as:
(1) assisting in the dispensing process;
(2) drug utilization review (DUR);

(3) clinical conflict resolution;

(4) prescriber contact concerning prescriptioff drug order clarification or therapy
modification;

(5) patient counseling;

(6) prescription transfer;

(7) receipt of new prescription drug oplers; or

(8) any act requiring the exercise offrofessional judgment by a pharmacist.

(c) A pharmacy technician in trainipQ to become a certified pharmacy technician may, after
registering with the Board, under tife direct supervision of a pharmacist, engage in certified
pharmacy technician acts for up 0 18 months. A pharmacy technician who has not
successfully completed the regdirements to become a registered certified pharmacy technician
in 18 months may apply to th€ Board for an extension. The Board shall, in its sole discretion,
determine whether such an/extension is appropriate.

5.6 Pharmacy Technician
(&) To be registered as a pfarmacy technician, an applicant shall:
(1) submit a compléted application;
(2) not have eng#ged in acts which affect the ability of the applicant to practice as a
pharmacy technjCian.

(b) Anindividual who has held a pharmacist license that has been revoked or suspended for
unprofessional cgAduct, or whose application for licensure as a pharmacist has been denied for
unprofessional gonduct, shall not be eligible to be registered as a certified pharmacy technician
unless the Bogdrd, in its sole discretion, determines that good cause exists to register than individual.

(c) A phafmacy technician while working in the prescription department shall wear a name tag
bearlng a clearly legible font, at a minimum, the individual’s first name and title “Pharmacy
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(d) A person whose application for registration has not been approved may not act as a pharmacy
technician.

5.7 Renewals Certified pharmacy technician registrations and pharmacy technicjén
registrations shall be renewed biennially on a schedule as determined by the Office.

5.8  Jurisdiction Certified pharmacy technicians and pharmacy technicians
disciplinary authority of the Board.

re subject to the

5.9 Transitional Provision  Grandfather Clause: effective July 1, 2047. A person who
has not completed a national pharmacy technician program approved by thgZ/Board may be registered
as a Vermont certified pharmacy technician if:

a) Asof July 1, 2017 the person has been a Vermont registered pharmacy technician in good
standing with an unencumbered registration continuously gince July 1, 2014,

b) The person currently engages in the tasks reserved f
under Rule 5.2(b);

certified pharmacy technicians

c) The person pays the applicable fee and submitg’an application for transition from a
Vermont Registered Pharmacy Technician to& Vermont Certified Pharmacy Technician
which application shall include a verificationby oath or affirmation containing:

1. adetailed description of thefcertified pharmacy technician tasks set forth in
these rules and that the appligant has engaged in, signed by both the applicant
and the pharmacist-managef or supervising pharmacist; and

2. verification by the pparmacist manager or supervising pharmacist that the
applicant/pharmacy teghnician currently performs those certified pharmacy
technician tasks comfpetently to the satisfaction of the pharmacy manager or
supervising pharm#cist, and a statement by the pharmacist-manager or
supervising pharfacist that the applicant/pharmacy technician is qualified to serve
as a certified pffarmacy technician in that pharmacy practice location.

d) A person registered/as a Vermont certified pharmacy technician under this Rule is not as a
condition of renewyal required to obtain or maintain certification from a national certification
program approyéd by the Board.

e) An individugl who becomes a Vermont certified pharmacy technician under this Rule may
continue j0 practice as a certified pharmacy technician only in that person’s current practice
pharmgCy location and employer.  Registration with the Board as a Vermont certified
pharpAacy technician under this rule will terminate with the cessation of practice at the
regiStrant’s current practice location. To be hired to practice at any other pharmacy

ation will require that the individual obtain and maintain certification from a national

certification program approved by the Board.
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f) A person registered as a Vermont Certified Pharmacy technician under this rule must notify
the Board within 10 days of terminating employment at his or her current location

g) Registration as a certified pharmacy technician under this rule is availafie between
July 1, 2017 and July 1, 2018. The Board will permit applications to be gubmitted in
March of 2017 in hopes that successful candidates will be able to receiveAheir certified
pharmacy technician registrations and be ready to practice under them/n July 1, 2017.
Unsuccessful applicants will be advised of the appeal process.

h) The intent of this grandfather clause is to ensure that after July 1/2017 all newly hired
certified pharmacy technicians in Vermont are certified by a nggional certification program
approved by the Board.

Part 6 Pharmacist-Manager

6.1 Pharmacist-Manager Required No pharmacy m
pharmacist-manager has been approved by the Board.

operate unless its designated

6.2 General Duties and Limitations The pharrgacist-manager shall be responsible for the
direct management, supervision, and control of the ph&rmacy department.
(a) After the effective date of these rules, to/ferve as a pharmacist manager a pharmacist
shall have been licensed and in good standihg as a pharmacist in this state or in another state
with substantially similar requirements forAicensure for at least two years.  Unless granted
written permission by the Board, a licengee is required to possess an unencumbered license
while serving as a pharmacist-manag

(b) A pharmacist may not serve g5 pharmacist-manager unless he or she is physically
present in the pharmacy a sufficlnt amount of time (30% of the hours the prescription
department is open or at least A0 hours per week, whichever is less), to provide supervision
and control.

(c) A pharmacist may n
one time except as sp

serve as pharmacist-manager for more than one pharmacy at any
Ifically allowed by written permission from the Board.

6.3  Duties Included The pharmacist-manager shall:
(@) be responsibj€ for proper closing of the drug outlet; or if a foreclosure or bankruptcy, the
official in charge/shall obtain the services of a pharmacist to serve as acting
pharmacy-magager.

(b) be regponsible for required record keeping of drugs and devices that are destroyed,
surrendefed to the Board, or returned to the wholesaler or manufacturer for disposal.

responsible for enforcing security standards for the prescription area.
ensure that all policies and procedures are in computerized form or if written shall be

ollected in a format such as a three-ring binder that can be easily accessed, updated and
revised as necessary.
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(e) assure that the automated pharmacy dispensing system is in good working ordeyand

while maintaining appropriate record keeping and security safeguards.

(f) implement an ongoing quality assurance program that monitors performanCe of the
automated pharmacy dispensing system, which is evidenced by written poligfes and
procedures adopted by the pharmacy.

(g) assure that all pharmacists employed at the pharmacy are properlyf licensed, all pharmacy
technicians are properly registered and Health Insurance Portability ghd Accountability Act
(HIPAA) trained, and that all pharmacy interns employed at the phgfmacy are properly
registered with the Board of Pharmacy.

(h) report to the Board within 10 days, along with supporting/nformation and evidence, any
disciplinary action taken by it or its staff, after an initial invesfigation, or hearing in which a
pharmacist, pharmacist intern, or pharmacy technician hag’been afforded the opportunity to
participate, which limits or suspends, conditions, or termjfiates that person’s employment for
drug diversion or violations of the rules and statutes ggierning pharmacy practice. If the
pharmacy manager is disciplined, the pharmacy ownér shall report the action to the board.
See, 3V.S.A. §128.

(i) Notify the Board of Pharmacy immediately
provided by the Board:
(1) Any theft or significant loss of pgéscription drugs shall be reported to the Board
immediately by telephone, email oyfax. Within three days, a written report shall be
made on forms available from thg/Board and on line for this purpose;
(2) Change of ownership of thg pharmacy, including the filing of a new application for
licensure by the owner, corpgfate officer of partner;
(3) Change of address of tie pharmacy, or if change of location, including the filing of
a new application;
(4) Inthe event of banjfuptcy or foreclosure, the official in charge shall obtain the
services of a pharmagit to serve as acting pharmacist-manager;
(5) Permanent cloging of the pharmacy; and
(6) Disasters, acgfdents and emergencies which may affect the strength, purity or
labeling of drugs/medications, devices or other materials used in the diagnosis or the
treatment of injdry, illness and disease shall be immediately reported to the Board;

any of the following changes on forms

() Make or file agy reports required by state or federal laws and rules;

(k) Respond
attention;

the Board of Pharmacy regarding any violations brought to his or her

() Estaflish policies and procedures for maintaining the integrity and confidentiality of
prescrigltion information and patient health care information, or verifying the existence thereof
and efisuring that all employees of the pharmacy read, sign, and comply with the established
poligies and procedures;

) Provide the Board with prior written notice of the installation or removal of automated
pharmacy systems. The notice must include, but is not limited to:
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(1) _The name and address of the pharmacy;
(2) The name and location of the automated equipment; and
(3) The identification of the responsible pharmacist.

6.4 Pharmacy Technicians, When Required The pharmacist-manager shall
sufficient number of pharmacists and pharmacy technicians as may be required to c
safely provide pharmacy services.

assisted by a
petently and

6.5 Pharmacy Technician Training Manual The pharmacist-manager ghall develop or adopt,
implement, and maintain a pharmacy technician training manual for that pharghacy. The training
manuals of the National Community Pharmacists’ Association (NCPA) and Mational Association of
Chain Drug Stores (NACDS), or others as approved by the Board may bedsed as guides.

6.6 Implementing a Procedure for Drug Recalls The pharmacist#/nanager shall develop and
implement a written procedure for proper management of drug recallg which may include, where
appropriate, contacting patients to whom the recalled drug producifsS) have been dispensed.

6.7 Change of Pharmacist-Manager When a pharma
responsibilities, he or she shall do the following:
(&) Within 5 days, the outgoing and incoming phar
writing, regarding his or her change in employmen

St-manager changes employment or
cist-managers shall notify the Board, in
(b) The outgoing pharmacist-manager shall cghduct a physical written inventory of all
controlled drugs, explain any discrepancies ig/tull, certify the inventory as true and correct, and

retain a copy for his or her records.

(c) The inventory shall be certified as
and filed with the permanent records

e and correct, by the incoming pharmacist-manager,
the drug outlet.

(d) The inventory shall be signe
and a copy submitted to the Bo

y both the incoming and outgoing pharmacist-managers,
as an attachment to the forms provided.

(e) A new license, indicati
approval.

the name of the new pharmacist-manager will be issued upon

Part 7 Rules foy/Operation of Drug Outlets

7.1 Forms of Ownepbhip Retail drug outlets may be owned by a sole proprietor, partnership,
corporation or professibnal corporation. Shareholders of a professional corporation shall be
considered individugt pharmacists for disciplinary purposes.

7.2  Applicatigh and Procedure for Opening a Retail Drug Outlet Applicants shall use the
standard form Available from the Office or via the website. Completed applications shall include:
(&) THe Office application form, completed in full and signed by an owner, corporate officer or

A scale drawing of the outlet, indicating space utilization and security arrangements in
detail, and showing in detail the patient counseling area, attached to the application;
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(c) Verification of current business registration; and

(d) Alist of all stockholders of a parent corporation owning five percent or more gf the

corporation's assets;

d directors, and
under indictment
armacy related law;

(e) Affirmation by the sole proprietor, or all partners, or corporate officers
the pharmacist-manager, that they have not been convicted of, and are n
for, any felony or misdemeanor arising from the violation of any drug or
and,

(f) If the applicant is a corporation:
(1) A copy of the corporate charter; and
(2) If non-publicly traded, a list of all stockholders ownin
corporation's assets.

ive percent or more of the

(g) The approximate date of completion, if a new drug oyflet.

7.3 Inspection Before Licensure
(a) A Board representative shall make an on-site i
inspection. The pharmacist-manager must be pr

pection within 20 days of a request for
ent for this inspection.

(b) If deficiencies are found:
(1) The Board representative shall seAd written notification to the applicant and the
Board, noting all unremedied deficiegCies.

(2) If the Board receives evidence gt correction of the deficiencies, or upon order of the
Board, an on-site inspection shal/be made by a Board representative within 30 days.

If an unremedied deficiency remfains after a re-inspection, the procedures outlined in
this rule shall apply. A denigfof licensure based on an unsatisfactory inspection may
be appealed as provided by/3 V.S.A. § 129(e).

7.4 Successful Inspection, LicenseAssued, Time of Opening
(a) If there are no deficiencies, or gleficiencies noted above have been corrected, a license shall be
issued.

(b) The pharmacy may not ogen until it has provided the Board:
(1) confirmation of the¢/its DEA license; and

(2) confirmation offan adequate supply of drugs.

7.5 Pharmacist-Maghager Required No pharmacy shall be operated without a designated
pharmacist-managgf approved by the Board. The pharmacist-manager of a pharmacy shall be
designated in the Application of the pharmacy for license, and in each renewal thereof.
Requirements f@r pharmacist-managers and their responsibilities are set forth in Part 6 of these rules.
Additional phgfmacist-manager duties are specified elsewhere in these rules.

7.6 Opeping Date Notice Required The applicant shall give at least 10 days' notice to the

Board pyr to opening for public business.

7.7 Lhanges in Corporation A non-publicly traded corporation shall immediately notify the
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Office, in writing, of any changes in officers, or stockholders owning five percent or more of the
corporation.

7.8 Change or Transfer of Ownership Business may continue uninterrupted whén

ownership of the retail drug outlet is changed or transferred to an individual or entity reguired to be

listed as an owner in an application for initial licensure if the new owner:
(a) Notifies the Board within 48 hours after the transfer;

(b) Submits a completed application within 15 business days after the tgansfer;

(c) Submits plans for correction of deficiencies with the application;

(d) States the date of transfer on the application.
7.9 Change of Mailing Address Or Location

(@) The licensee shall submit immediate written notification of a
drug outlet.

change in mailing address of a

(b) Alicensee shall notify the Board within 48 hours after cffanging the location of a drug outlet, and
shall not open for business in the new location until after sugcessful completion of an inspection.

(c) In order to continue business without interruption, tfe licensee shall, at least 60 days prior to a
change in location of a drug outlet, submit an applicatjdn for a new license. All equipment and library
materials approved for use in the new location mustfe transferred prior to opening for public
business.

7.10 Renovations Before reopening for bySiness after remodeling or relocation which affects the
security of a pharmacy, the drug outlet must guccessfully complete an inspection. In order to
continue business, the licensee shall notify/he Board 60 days prior to the changes, submitting a scale
drawing of the outlet, indicating space utij{fzation and security arrangements in detail. The
pharmacist-manager shall notify the Bogrd in writing when renovations are completed.

7.11 Natural Disaster, Fire, or Ot
(&) Upon written request after a
emergency license for operatio

r Catastrophe
tural disaster or fire, the Board may issue an immediate 60 day
f the drug outlet at a new location.

(b) A Board representative ghall conduct an on-site inspection at the proposed location. The Board
shall issue the emergency Mcense if security conditions are satisfactory.

(c) No equipment, su
without Board appro

lies, or drug inventory from the old location shall be used in the new location

(d) Upon applicgfion, prior to the expiration of the emergency license, the Board may continue the
emergency licegSe up to a period of two years from the original date of the emergency license.

7.12 Deatlf Of Owner

(a) Folloyfing death of a sole proprietor or partner, the Board may issue a temporary license only if
the legaly appointed representative of the decedent's estate has named a licensed
pharmgcist-manager to operate the drug outlet.
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(b) The temporary license shall be effective until:
(1) The drug outlet has been properly reorganized; or
(2) Ownership has been transferred; or
(3) The drug outlet has been closed; or
(4) One year has elapsed since death of the owner.

Part 8 Drug Outlet Closure

8.1 Voluntary Surrender of Drug Outlet License The Board may agCept a license to operate
a drug outlet that has been surrendered voluntarily, if:
(@) The licensee submits, in writing, a signed statement setting fofth the reasons the license
is being surrendered; and

(b) All prescription legend drugs are properly disposed of ugfder these rules; and

(c) The Board does not have cause for disciplinary actigh under statutes and rules governing
the Board.

8.2 Termination of License to Operate A Drug Outle Unless a temporary license has been
applied for within 5 business days of the following, a licegse to operate a drug outlet is immediately
terminated:
(a) If a sole proprietorship: death of owner, £hange of location, change in ownership, or
change in business name.

(b) If a partnership: death of a partner/change of location, change in partners or other
change in ownership, change in busingés name, or other factors as provided in statutes
governing partnerships.

(c) If a corporation: change in logation, or change in corporate name or charter.
(d) Failure to register a change in pharmacist-manager.

8.3  Drug Outlet Closing the closing of a drug outlet is not planned, the licensee shall notify
the Board of the closing within #43 hours. The licensee shall notify the general public of the intent of
the licensee and the future logation of prescription files by advertising in a newspaper with a general
circulation in the area served, and by posting signs in a conspicuous place at or near the drug outlet.

(&) The licenseg’/shall arrange for a responsible agent to maintain all prescription drug outlet
records for threg years from the date the outlet is closed.

(b) If the ¢)Osing of a drug outlet is planned, the licensee shall, at least 15 days prior to the
closing, sgnd the Board written notification of the following:

The date the outlet will close for public business;
2) The name(s) and address(es) of the person(s) with custody of prescription, bulk
compounding, repackaging, and controlled drug inventory records;
(3) The names and addresses of all persons who will acquire legend drugs when the
drug outlet closes.
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(c) The licensee shall, within 30 days of closing the drug outlet, send the Board a written

report, indicating:
(1) The licensee voluntarily surrendered the license to operate a drug outley
(2) All legend drugs were transferred to another authorized drug outlet, orfeturned to
wholesalers or manufacturers, or destroyed, and the name(s) and addresé(es) of the
drug outlet(s) receiving the legend drugs;
(3) Alllabels and blank prescription pads were destroyed,;
(4) All signs indicating the presence of a drug outlet were remove
(5) Confirmation that the DEA registration and all unused DEA 2
returned to the DEA.

{ and
forms were

(d) The licensee shall, at least 30 business days in advance, notify’'the general public of the
date of closing and the future location of prescription files, in the {#llowing manner:

(1) Advertise in a newspaper with a general circulation j the area served; and

(2) Post signs in a conspicuous place in the drug outl

Part 9 Standards for Pharmacies

9.1

Facility Minimum requirements for a pharmac
(&) No pharmacy may operate without a designgged pharmacist-manager.

(b) Each dispensing pharmacy shall be of sufficient size (minimum of 200 square feet) to
allow for the safe and proper storage of presfription drugs and for the safe and proper
compounding and preparation of prescriptin drug orders.

(c) If the store is open at times when phe prescription department is closed, the prescription
area must be permanently enclosed Jfy a partition or Board-approved barrier device at least
nine feet six inches in height, except where the ceiling is less than nine feet six inches, in
which case the partition or BoardApproved barrier device shall be from floor to ceiling.

(d) The prescription departmént must contain no less than 12 feet of counter space two feet
in width. If two or more phgfmacists are on duty at the same time, the counter shall be four
feet longer for each additighal pharmacist. The prescription counter shall be kept free of any
items not being used in e practice of pharmacy. No television monitors shall be located in
the prescription deparynent, and no such equipment shall be placed to as to distract the
pharmacist from the gractice of pharmacy. The aisle space behind the prescription counter
to allow free movement and shall be kept free of obstructions. The

(e) Eagh pharmacy shall provide internet access as needed for compliance with the
prescgption monitoring system.

Cadinseling Area Required Each pharmacy providing outpatient prescriptions directly to

the pubjfic or employees, shall maintain an area designated for the provision of patient counseling

This area shall be designed to provide reasonable privacy.
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9.3 24 Hour Access The pharmacist-manager, or a pharmacist designated by him ofher,
shall have 24 hours access to the pharmacy department.

9.4 Signs and Names
(@) The only name(s) used to identify the drug outlet at the site or in advertisement
name(s) registered with the Board.

hall be the

(b) The drug outlet shall display pharmacy business hours and the name of thg’ pharmacist on duty
in a conspicuous manner visible to the public.

” o« ” o« ” o«

(c) Use of words “drugs,” “medicines,” “drugstore,” “pharmacy,” or similagterm or combination of
terms shall be restricted to the area registered by the Board. Nothing in/this restriction shall prevent
the placement of signs on the outside of the establishment, indicating jhe presence of a drug outlet
inside.

9.5 Display of Licenses
(@) The drug outlet’s current license shall be displayed in a cghspicuous manner visible to the
public.

(b) All pharmacists, pharmacy interns, and pharmacy teghnicians shall display their current licenses
or registrations in a conspicuous manner visible to the

(c) Pharmacists employed in more than one drug
displayed at either drug outlet. The wallet portio
any consumer, Board inspector, or law enforce

tlet may elect to have their current license
f the license must be available for examination by
nt officer upon demand.

9.6 Name Tags and Identification
(&) A pharmacist shall wear a name tag bgfaring in a clearly legible font the individual's name and
title “Pharmacist.”

(b) No pharmacist may verbally or by other means, identify his or her self as a “doctor” unless he or
she possesses a doctoral level degg€e in pharmacy from an accredited school of pharmacy and
clarifies that he or she is nota m

9.7 Security
(&) Each pharmacist, whilen duty, shall be responsible for the security of the pharmacy, including
provisions for effective congrol against theft or diversion of drugs or devices.

(b) The pharmacy shafl be secured by a physical barrier with suitable locks and an electronic barrier
to detect entry and regfort the entry to appropriate persons at a time when the pharmacy is not open.
The prescription department shall be secure from access by unauthorized personnel at all times.
nnel directly involved in the prescription dispensing process, non-pharmacist
management, rgaintenance personnel, law enforcement personnel, or emergency services personnel

ription and other patient health care information shall be secure from access by the public,
information shall be kept confidential. Prescriptions, orders, records, and stocks of regulated
shall be open for inspection to authorized agents of the Board (18 V.S.A. § 4211). A person
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who gives information to specifically authorized agents of the Board concerning the use of regulated
drugs, or the misuse by other persons or regulated drugs, shall not be subject to any civil, cpfninal or
administrative liability or penalty for giving such information (18 V.S.A. § 4218(c)).

9.8 Hygiene Standards The drug outlet shall:
(@) comply with all federal, state, and local health laws;

(b) have walls, ceilings, windows, and floors kept clean and in good repaj

(c) have waste receptacles located in convenient areas;

(d) have equipment kept clean and stored in an orderly manner;

(e) be well lighted;

(f) be dry and well ventilated;

(g) have adequate restroom facilities for employees.
9.9 Drugs and Devices, Definitions

(a) Adulterated: means consisting, in whole or in part,
or does not meet FDA standards.

any filthy, putrid, decomposed substance;

(b) Misbranded: means outdated, or label is false/0r misleading, or does not meet FDA standards.
9.10 Drugs Removed from Inventory

expired shall not be sold or given away and s
than one year from the date of expiration in
processed for return or destruction.

Any drug or device that is misbranded, adulterated, or
| be removed from inventory and stored for no more
eparate location within the prescription drug area until

9.11 Recalled Drugs There shafl be a system to monitor drug recalls and, where appropriate,
to notify patients to whom the recalleg/drug products have been dispensed.

9.12 Disposal of Controlled and Non-Controlled Substances The Board accepts Drug
Enforcement Administration (DEA) approved reverse distribution organizations. A list may be
obtained by contacting the Diy£rsion Unit at the regional DEA office in Boston, Massachusetts.
Telephone 888-272-5174; fgk 617-557-2126. The DEA list is compiled from applications for
registration and is amended periodically.

9.13 Drug Storage Afeas All areas where drugs and devices are stored shall be dry, well-
lighted, well-ventilated, and maintained in a clean and orderly condition. Storage areas shall be
maintained at tempgratures which will ensure the integrity of the drugs prior to their dispensing as
stipulated by the WYSP or the manufacturer’s or distributor’s labeling unless otherwise indicated by the

9.14 Equigment The pharmacy shall carry and utilize the equipment and supplies necessary
pharmacy in a manner that is in the best interest of the patients served and comply with
all state And federal laws. The pharmacy must have at a minimum the following equipment:
a) A refrigerator with a temperature control and thermometer;
(1) The refrigerator shall have a thermometer and maintain temperature between 36
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degrees F and 46 degrees F (+2 to + 8 Celsius). Unless electronically monitored on a
continual basis, a logged compliance check at least monthly Is required.

(2) Non- pharmacy related items may not be stored in the pharmacy refrig€rator

intended for medications.

(b) If the facility carries drugs which require storage in a freezer: the freez
must be maintained at or below minus 15 degrees Celsius;

temperature

(c) Distilled or sterile water;
(d) An automated data processing system;

(e) At least one telephone in the prescription area, with the saghe number as the telephone
number printed on the drug outlet prescription labels;

(f) A tablet and capsule counting tray;

s, available with closures that meet
uirements, as well as regular closures;

(g) Containers which meet official compendia stand
Federal Poison Prevention Packaging Act of 1970 r

(h) Prescription labels imprinted or computer-gefierated with the name, address, and

telephone number of the drug outlet that do nojy/Contain any symbol or background logo that
interferes with the reading and interpretation gt any information written by the pharmacist on
the label;

(i) Auxiliary labels;

() equipment and supplies sufficight for the scope of practice; If needed for compounding:
One class A prescription balance yith metric weights from 10 milligrams to 50 grams or
automatic sensitivity requiremenyof six mg. with no load, or an electronic balance.

(k) Any drug outlet involvedAn the preparation of sterile pharmaceutical products must meet
the requirements of the Stefile Pharmaceuticals rules.
9.15 Reference Library ach pharmacy shall maintain on file at least one reference in each of
the categories listed below. /Computerized, on-line versions are acceptable instead of a hard copy of
the current manual only if piade known and accessible to every pharmacist at the pharmacy.
Whether in hard copy or Zomputerized, this reference work must be complete and must include an
explanation of drug intgfactions, either in the form of a manual or otherwise:
(a) State andAederal drug laws relating to the practice of pharmacy, including a current copy
of these statdtes and rules, and the legal distribution of drugs and any rules or regulations
adopted pyfsuant thereto;

rent manual of drug interactions equivalent to Hansten's or Drug Facts, with quarterly
s, which has been pre-approved by the Board.

(¢f Current Facts and Comparisons, with monthly updates or its equivalent which has been
proved by the Board.

©
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(d) Current reference on pediatric dosages;

(e) Pharmacies offering for sale herbal or alternative medicines, must possess a cdrrent
reference for such; computerized version or hard copy.

9.16 Inspection of Drug Outlets
(a) Biennially, a Board member, a representative appointed by the Board, or an e
contractor with the Office of Professional Regulation, shall inspect a drug outlet i
regular business hours, for compliance with these rules. Deficiencies shall be landled in the manner
set forth in Rule 7.2(i).

(b) The Board shall not authorize any inspection that extends to financiajdata, sales data other than
shipping data or pricing data of the drug outlet.

9.17 Persons Authorized to Prescribe Pharmacists may accépt prescription legend drug
orders from authorized practitioners within the United States and CAnada. At the time these rules
are adopted, authorized prescribers include:
(@) Dentist;
(b) Naturopathic physician, as authorized byAaw;
(c) Nurse practitioner, as authorized by |
(d) Optometrist;
(e) Osteopath;
(f)  Physician;
(g) Physician’s assistant &s authorized by law;
(h) Podiatrist;
(i) Scientific invesygator;
() Veterinaria
(k) CertifiedMNurse Midwife as permitted by law; and
() Otheps as permitted by Vermont and federal law.
9.18 Prescriptiop/Pick-Up and Delivery
(@) A licensee mdy, upon request by the patient, accept or deliver a drug or device to the patient or
licensed facility /n which patient resides. Upon a showing of special circumstances, the Board may
approve delivghy to and pick up from a secure site in a medical facility under conditions set by the
Board.
(b) TheAlicensee may delegate the pick-up and delivery of prescription drugs and devices to an
employ€e of the drug outlet, or the U.S. mail, or a common carrier. The drug or device shall be

propgrly labeled as a finished dispensed prescription product.
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9.19 Advertising Prescription Drugs Prescription legend drug and device advertising shall be
truthful, reasonable, informative, and understandable to the consumer. Advertisements fof drugs at
special prices for a limited time must state the termination date of the special price, and ffat prices
may change after that date.

9.20 Sale of Prescription Legend Drugs
(a) Legend drugs may be sold or transferred to a licensed pharmacist, or practitj
prescribe, or drug outlet, or drug outlet owner, or manufacturer, wholesaler, or
drugs.

ner qualified to
stributor of such

(b) The transaction shall be recorded on a written invoice or appropriate form and kept in the drug
outlet. See, 26 V.S.A. 88 2067-2076 (wholesale drug distributors) for rgQuirements relating to
wholesalers and 26 V.S.A. § 2022(16) for the definition of “wholesale ¢istribution.”

(c) The invoice shall contain the name, strength, form, and quantj
the name and address of the seller and purchaser.

of the drug, the date of sale, and

(d) If the product is a controlled substance, the invoice shall&lso include the DEA registration
number of both the purchaser and seller. If the product is # Schedule Il controlled substance and is
sold or transferred, the purchaser or transferee must give& DEA 222 or its successor form to the
supplier before the transfer/sale can proceed.

(e) Receipt, dispensing, and distribution records. JExcept as provided in this sub-rule, a
coordinating pharmacy shall maintain a record of ¢l drugs received, dispensed, and distributed from
the coordinating pharmacy and from each remotg dispensing site.

9.21 Pharmacist Meal/Rest Breaks
(&) Whenever the prescription departmeft is staffed by a single pharmacist, the pharmacist may
take a meal/rest break for a period of ug'to 30 minutes without closing the pharmacy and removing
support personnel from the pharmacy/provided that the pharmacist reasonably believes that the
security of the prescription drugs wijfbe maintained in the pharmacist’s absence.

(b) No pharmacist shall work m0re than 8 hours without a meal/rest break. Breaks should be
scheduled as close as possiblgto the same time each day, so that patients may become familiar with
the approximate time of the jfreaks

(c) The pharmacist sha}fremain on the premises of the drug outlet during the meal/rest break and
shall be available for ephergencies.

(d) If two or mor
stagger their me
duty.

harmacists are on duty in the prescription department, the pharmacists shall
rest breaks so that the prescription department is not left without a pharmacist on

(e) Wheneyer the pharmacist temporarily leaves the prescription department for a meal/rest break, a
sign mdic Ing that there is no pharmamst on duty shall be conspicuously displayed. . The sign shall

nly support personnel directly involved in the prescription dispensing process and authorized by
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the pharmacist on duty may remain in the prescription department while the pharmacist is on a
meal/rest break.

() When the pharmacist is temporarily absent from the prescription department, suppg/t personnel
authorized by the pharmacist on duty may continue to perform non-discretionary dutieg/as delineated
by the pharmacist. All such duties performed by support personnel shall be reviewed by the

pharmacist upon return from the meal/rest break.

(h) When a pharmacist is not in the prescription department, there shall be no
prescriptions that the pharmacist has checked and that are waiting to be pick
counseling be provided by support personnel.

ispensing of new
up, nor shall

(i) New, written prescriptions presented by the patient or the patient’s ggent may be accepted by
support personnel. The processing of such prescriptions, up to the figal check, may occur in the
absence of the pharmacist. However, no prescription may be dispefised until the final check is

completed by the pharmacist after return to the prescription depar

() New prescriptions conveyed by telephone shall not be accgpted by support personnel. The
caller should be instructed to call back, or a telephone numbef should be obtained for the pharmacist
to call upon return to the prescription department.

(k) During the pharmacist’'s absence, prescription refillg’ which have been previously prepared and
checked by a pharmacist may be picked up by the pajent or the patient’'s agent. Support personnel
must offer the patient counseling by the pharmacist./ If the patient has no questions, dispensing may
proceed as usual, with the patient signing for the gdunseling refusal. If the patient desires
counseling, the patient should be asked to wait f@gr the pharmacist to return from the meal/rest break.
Alternatively, the patient may be asked to leavg a telephone number for the pharmacist to call later
the same day.

() Telephone refill orders and refill requgsts presented in person by the patient or the patient’s agent
may be accepted by support personnel/ Such refill orders may be processed by support personnel
up to the final check. However, no sych refill orders shall be dispensed until the final check is
completed by the pharmacist after rgturn from the meal/rest break.

(m) Under this rule, the pharm
supervision, and control of th

ist-manager remains responsible for the direct management,
rescription department.

(n) If, for security reasong/or otherwise, the pharmacist determines that the prescription department
should close during the pharmacist’s absence, the pharmacist shall close the prescription department
and remove all supporypersonnel from the prescription department during the pharmacist’s absence.
A sign informing the glublic of the pharmacist’s temporary absence and time of return shall be

conspicuously postgd.

(0) Using this
holder, shoul
department

le as a guide, the pharmacist-manager, in conjunction with the pharmacy license
develop written policies and procedures regarding operation of the prescription

hile the pharmacist is temporarily absent on a meal/rest break.

he policies and procedures should include authorized duties of support personnel and
uld define the pharmacist’s responsibilities for checking all work performed by support
ersonnel and for maintaining security of the prescription department. The pharmacist-
manager should review the policies and procedures with support personnel.
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(2) After review, each support person should be requested to initial the policies and
procedures to indicate that the policies and procedures are understood. /

Part 10 Pharmacy Practice

10.1 Prescription Drug Orders A Prescription drug order shall contain the fofowing
information at a minimum:
(@) Full name and street address of the patient (which may appear on t
prescription drug order);

back of the

(b) Name, address, facility or practice name where applicable, an
a controlled substance, address and DEA registration number of t

elephone number, and, if
prescribing practitioner;

(c) Date of issuance;

(d) Name, strength, dosage form, quantity or stop date, agd route of administration of drug
prescribed;

(e) Directions for use by patient;

() Number of authorized refills or specified time #mit; if number of refills or time limit is not

specified, prescription is non-refillable; and

(g) If a manually written prescription drug
signature.

er, the prescribing practitioner’s handwritten

10.2 Legitimate Prescriptions A presg¢fiption or drug order for a legend drug is not valid
unless it is issued for a legitimate medical pdrpose arising from a prescriber-patient relationship which
includes a documented patient evaluationAdequate to establish diagnoses and identify underlying
conditions and/or contraindications to thg treatment. Treatment, including issuing a prescription or
drug order, based solely on an online gluestionnaire or consultation outside of an ongoing clinical
relationship does not constitute a legitimate medical purpose.

10.3 End of Prescriber’s Pra If a practitioner as defined in 26 V.S.A. 8 2022(15) ceases
to practice for any reason, a phéArmacist may, pursuant to a prescription written by that practitioner,
dispense all remaining refills p to a 90-day supply of the drug prescribed, to enable the patient to
obtain the services of anoth€r practitioner.

10.4 Allowed Forms gt Prescription Drug Orders Prescription drug orders must be

communicated directly/to a pharmacist. This may be accomplished in one of the following ways.
(&) A prescrjption drug order, including that for a controlled substance listed in Schedules I
through V, phay be communicated in written, oral, or electronic form.

(b) A pfescription drug order, including that for a controlled substance listed in Schedules Il
through V, and, in certain situations, that for a controlled substance listed in Schedule II, may
be ¢ggmmunicated orally (including telephone voice communication) or by way of electronic
trgAsmission as permitted by federal law provided the vendor of the software meets the
£quirements set forth by the DEA for authentication.
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(c) A pharmacist may transfer an unfilled prescription order to another pharmacy.

10.5 Tamper Resistant Prescription Forms
(a) Prescriptions shall be written so as to:
(1) prevent unauthorized copying of a completed or blank prescription form,
(2) prevent erasure or modification of information written on the prescription
and
(3) prevent the use of counterfeit prescription forms.

the prescriber;

(b) Handwritten prescriptions must be written on a tamper resistant pad.

(c) Computer generated printed prescriptions must be printed on tamper/£esistant paper or other
tamper proof methods as defined by the Centers for Medicaid and Medigare Services, including
micro-printing and/or printing a “void” pantograph accompanied by a rgferse “Rx,” which causes a
word such as “Void,” “lllegal,” or “Copy” to appear when the prescripjfon is photocopied.

properties:
(1) acolored background with a watermark;
(2) when photocopied read “void” in the backgr
(3) have printed on the form the name of the pfescriber or hospital identification and batch
numbering with serially numbered pages for ipti

10.6 Loss of Prescription Pads or Forms Loss of any prescription pads or forms should be
immediately reported to local law enforcement ffficials and the Board of Pharmacy.

10.7 Prescriptions Not Hand Written
transmission, the prescription drug order
that shall be maintained for the time re

If communicated orally or by way of electronic
all be immediately reduced to a form by the pharmacist
ired by laws or rules.

10.8 Schedule Il Prescriptions
(a) Except as provided below, a grescription drug order for a Schedule Il controlled substance may
be communicated in written fornf or electronically prescribed, provided the prescriber has proper
software as certified by the DBA for this purpose. The electronic prescription order shall be
maintained in accordance wjh the section below on patient records.

(b) A prescription drug/Order for a Schedule Il controlled substance may be communicated by the
practitioner by facsimilg/, provided the original written, signed prescription drug order is presented to
the pharmacist for reyfew prior to the actual dispensing of the controlled substance, except as noted
in sub-sections or (g), (d) or (e) below in this section. The original, written prescription drug order
shall be maintaingll in accordance with the section below on patient records.

ion drug order for a Schedule Il narcotic substance to be compounded for the direct
administratigh to a patient by parenteral, intravenous, intramuscular, subcutaneous, or intraspinal
infusion mAy be communicated by the practitioner or the practitioner’s agent to a home infusion
pharmag§ by way of electronic transmission if permitted by federal law.

(d) prescription drug order for a Schedule Il controlled substance for a resident of a long term care
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facility may be communicated by the practitioner or the practitioner’s agent by way of electronic
transmission If permitted by federal law.

(e) A prescription drug order for a Schedule Il narcotic substance for a resident under
no matter where provided, may be communicated by the practitioner or the practitione
way of electronic transmission as provided by federal law. The practitioner or the prActitioner’s agent
must note on the prescription that the patient is a hospice patient.

spice care,

() In an emergency situation, a prescription drug order for a Schedule Il contrglled substance may

be communicated by the practitioner orally, provided that:
(1) The quantity prescribed and dispensed is limited to the amount @equate to treat the
patient during the emergency period (dispensing beyond the emergéncy period must be
pursuant to a written prescription drug order signed by the prescriding practitioner);
(2) The orally communicated prescription drug order shall be ighmediately reduced to writing
by the pharmacist, and shall contain the information required jh Rule 9.1 above on prescription
drug orders;
(3) If the prescribing practitioner is not known to the phaghacist, he or she must make a
reasonable effort to determine that the oral authorization/came from a legal practitioner, which
may include a callback to the practitioner using the prag€titioner’s phone number as listed in the
telephone directory or other good faith efforts to insyfe the practitioner’s identity; and
(4) Within 7 days after authorizing an emergencyAral prescription drug order, the prescribing
practitioner shall cause a written prescription drug order for the emergency quantity prescribed
to be delivered to the dispensing pharmacist. addition to conforming to the requirements of
the sub-section above on prescription drug ogders, the prescription drug order shall have
written on its face “Authorization for Emergghcy Dispensing,” and the date of the orally or
electronically transmitted prescription drugf order. The written prescription drug order may be
delivered to the pharmacist in person or/y mail, but if delivered by mail, it must be postmarked
within the 7 day period. Upon receipj/the dispensing pharmacist shall attach this written
prescription drug order to the emerggncy oral prescription drug order which had earlier been
reduced to writing or to the hard cgfy of the electronically transmitted prescription drug order.
The pharmacist shall notify the néarest office of the U.S. Drug Enforcement Administration if
the prescribing practitioner failg’to deliver a written prescription drug order.

10.9 Electronic Transmission

transmission shall:
(a) Be transmitted direcfly to a pharmacist in a licensed pharmacy of the patient’s choice with
no intervening person/having access to the prescription drug order. This does not apply to the
electronic transmission intermediary.

All prescription drug orders communicated by way of electronic

(b) Provide theAransmitter’s phone number for verbal confirmation, the time and date of
transmission, ghd the identity of the pharmacy intended to receive the transmission, as well as
any other infgrmation required by federal or state law;

(c) Be

(d) Be deemed the original prescription drug order, provided it meets the requirements of
Rulg 10.1 herein.

nsmitted by an authorized practitioner or his or her designated agent; and

10.10 /Authorized Agents for Oral Transmission Designated employees of practitioners
qualiffed to prescribe drugs may transmit an order for a prescription via telephone. The practitioner
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shall be responsible for record keeping and the accuracy of the prescription information. Any new
prescription drug order being transmitted by a practitioner or his or her agent by telephone
identity of the person calling in the prescription must be received and documented by a pharmacist or
sufficiently trained pharmacy intern.

10.11 Electronic Signatures Required An electronic prescription transmissiog/to a pharmacist
in a licensed pharmacy requires the electronic signature of the prescriber.

10.12 No Carbon or Duplicate Prescriptions Carbon or duplicate writteff prescriptions are not
valid prescriptions. A written prescription must bear the original signature of phe prescriber, not a
copy or photo copy or stamp of the signature of the prescriber.

10.13 Use of Independent Professional Judgment The pharmgcist shall exercise
professional judgment regarding the accuracy, validity, and authenticity’ of the prescription drug order
communicated by way of electronic transmission consistent with exisfing federal or state laws and
rules.

10.14 Security of Electronic Equipment All electronic gquipment for receipt of prescription
drug orders communicated by way of electronic transmission/hall be maintained in the pharmacy
area so as to ensure against unauthorized access or obser

10.15 Unauthorized Access Persons other than pharmacists, pharmacy technicians,
pharmacy interns and others specifically authorized by/law shall have no access to pharmacy records
containing confidential information or personally idegfifiable information concerning the pharmacy’s
patients.

10.16 Filling Time Limits, Future Fill Date
(@) No prescription for a Schedule Il control}d substance written without a future fill date may be
filled more than 30 days after the date the gfescription was issued.

(b) An individual practitioner may issug multiple prescriptions authorizing the patient to receive a
total of up to a 90-day supply of a Schedule Il controlled substance. Each prescription must contain
both the original date of issue and tife future fill date. For guidance, refer to regulations
implementing the federal Controllgl Substances Act.

(c) No prescription for a Sch
filled more than 90 days aft

ule Il controlled substance written to be filled at a future date may be
the date the prescription was issued.

10.17 One Year Limit
than one year after the

No prescription for a non-controlled drug may be filled or refilled more
rescription was written.

10.18 Transfer offa Prescription Drug Order

(&) Pharmacies Mtilizing automated data processing systems shall satisfy all information

requirements of/a manual mode for prescription drug order transferal, except as noted in subsection

(d) below. The¢ftransfer of original prescription drug order information for the purpose of refill

dispensing ig permissible between pharmacies subject to the following requirements:

he information is communicated directly between two pharmacists and the transferring

pAarmacist records the following information:

(A) Write the word “Transferred” on the face of the invalidated prescription drug order;

(B) Record on the reverse side of the invalidated prescription drug order the name and
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address of the pharmacy to which it was transferred and the name of the pharmacist
recelving the prescription drug order;
(C) Record the date of the transfer and the name of the pharmacist transfeg/ing the
information; and

(D) A computerized prescription record which contains all of the eleme
and (C) above is acceptable.

of (A), (B),

(b) The pharmacist receiving the transferred prescription drug order information Shall reduce to
writing the following:
(1) Write the word “TRANSFER” on the face of the transferred prescrijption drug order;
(2) Provide all information required to be on a prescription drug ordgf pursuant to state and
federal laws and rules, and include:
(A) Date of issuance of original prescription drug order;
(B) Original number of refills authorized on original pre
(C) Date of original dispensing;
(D) Number of valid refills remaining and date of lasyrefill;
(E) Pharmacy’s name, address, telephone numbey, and original prescription number
from which the prescription drug order informatiogwas transferred; and
(F) First and last name of transferring pharmagfst.
(G) A computerized prescription record whiclf contains all of the elements of (A)
through (F) above is acceptable.
(8) Systems providing for the electronic transfer/of information shall not infringe on a patient’s
freedom of choice as to the provider of pharmageutical care.

ription drug order;

(c) Both the original and transferred prescription
(3) years from the date of last refill.

rug order shall be maintained for a period of three

(d) Pharmacies accessing a common electrgnic file or database used to maintain required
dispensing information are not required to ansfer prescription drug orders or information for
dispensing purposes between or among gharmacies participating in the same common prescription
file, provided, however, that any such cgmmon file shall contain complete records of each prescription
drug order and refill dispensed, and, fdrther, that a hard copy record of each prescription drug order
transferred or accessed for purposef of refilling shall be generated and maintained at the pharmacy
refilling the prescription drug ordey/or to which the prescription drug order is transferred. A hard copy
iS not necessary as long as the glectronic information is readily available and hard copies can be
generated immediately upon rgquest.

(e) Pharmacies with autoghated systems that are unable to meet the transfer requirements of this
section may transfer pregCriptions and document such transfers using a manual method.

() A pharmacist mgy transfer an unfilled prescription order to another pharmacy.

10.19 Drug Proguct Selection by the Pharmacist

(@) When a phArmacist receives a prescription for a drug which is listed either by generic name or
brand name ip/the U.S. Department of Health and Human Services publication Approved Drug
Products WAth Therapeutic Equivalence Evaluations (the “Orange Book”), the pharmacist shall
select the JOwest priced drug from the list which in his or her professional judgment is an generically

equivaleyit drug product and which he or she has in stock, unless otherwise instructed by the
purchgéer or prescriber.
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(b) The purchaser shall be informed by the pharmacist or his or her representative that an
alternative selection as provided under subsection of this section will be made unless the p
chooses to refuse the substitution.

the usual
ual and

(c) Any pharmacist substituting a generically equivalent drug shall charge no more th
and customary retail price for that selected drug. This charge shall not exceed the
customary retail price for the prescribed brand.

(d) If the prescriber does not wish substitution to take place, he or she shall cl
necessary” or “no substitution” on the prescription. In the case of an unwritte/ prescription, there
shall be no substitution if the prescriber expressly indicates to the pharmacigh that the brand name
drug is necessary and substitution is not allowed. Pharmacists are advisgd to monitor changes to 18
V.S.A. 88 4605 and 4606.

rly indicate “brand

10.20 Hospital/Health Care Facility Labeling Requirements | drugs dispensed for use by
inpatients of a hospital or other health care or institutional facility, where the drug is not in the
possession of the ultimate user prior to administration, shall meej/the following requirements:
(@) The label of a single-unit package of an individual-gése or unit-dose system of packaging
of drugs shall include:
(1) The non-proprietary or proprietary name #f the drug;
(2) The route of administration, if other thayf oral;
(3) The strength and volume, where appyOpriate, expressed in the metric system
whenever possible;
(4) The control number and expiratiof date;
(5) Identification of the re-packager/fy name or by license number shall be clearly
distinguishable from the rest of thefabel; and
(6) Special storage conditions, jrequired.

(b) When a multiple-dose drug distfbution system exceeding a 24 hour supply is utilized,
including dispensing of single unit ackages, the drugs shall be dispensed in a container to
which is affixed a label containing the following information:

(1) Identification of thedlispensing pharmacy;

(2) ;

3) ispgensing;

(4) The non-proppletary or proprietary name of the drug dispensed; and
(5) , expressed in the metric system whenever possible.

el indicating:
ame of solution, lot number, and volume of solution;
Patient’s name;

Infusion rate;

Bottle sequence number or other system control number;
Name and quantity of each additive;

Date of preparation;

Beyond-use date and time of parenteral admixture; and
Ancillary precaution labels.
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10.21 Pharmacy Dispensed Drugs: Labels All drugs, except those dispensed undey’Rule
10.20 above shall be dispensed in a container whose label shall include:
(@) The name and address and telephone number of the pharmacy;

(b) The name of the patient, or, if the patient is an animal, the first and last me of the
owner, name of animal, and species of animal,

(c) The name of the prescribing practitioner;

(d) directions for use;

(e) The date of dispensing;

(f) Any cautions which may be required by federal or state |
(g) The serial number of the prescription drug order;

(h) The name or initials of the dispensing pharmacist;
() The proprietary or generic name of the drgg dispensed and its strength;
() The name of the manufacturer or distribgtor of the drug and,;
(k) The expiration date of the drug, if it isfess than one year from the date of
dispensing. See, 18 V.S.A. § 4064(a)((B).

10.22 Centralized Prescription Processing

(a) “Centralized prescription processing” meang/the processing by a pharmacy of a request from
another pharmacy to fill or refill a prescription gfug order or to perform processing functions such as
dispensing, drug utilization review, claims adjidication, refill authorizations, and therapeutic
interventions.

(b) A pharmacy may perform or outsodrce centralized prescription processing services provided the
parties:
(1) have the same owner;
(2) have a written contracoutlining the services to be provided and the responsibilities and
accountabilities of each pArty in fulfilling the terms of the contract in compliance with federal
and state laws and regyfations; and
(3) share a commonyelectronic file or have appropriate technology to allow access to
sufficient informatioff necessary or required to fill or refill a prescription drug order.

ing or contracting for centralized prescription processing services shall
rocedures manual and documentation that implementation is occurring in a

(3) /the maintenance of a mechanism for tracking the prescription drug order during each step
in/the dispensing process;
4) the maintenance of a mechanism to identify on the prescription label all pharmacies
involved in dispensing the prescription drug order;
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(5) the provision of adequate security to protect the confidentiality and integrity of patient
information;
(6) the maintenance of a quality assurance program for pharmacy services designgd to
objectively and systematically monitor and evaluate the quality and appropriatenegs of patient
care, pursue opportunities to improve patient care, and resolve identified problegs.

(d) Pharmacies using centralized processing shall post a notice to the public adviging that:
(1) the pharmacy employs centralized processing;
(2) the pharmacist who dispenses a prescription to a patient may not bg’the pharmacist who
prepared it, and;
(3) that upon request, the pharmacy shall provide a further explanagon of how centralized
processing works.

10.23 Drugs Compounded in a Pharmacy Except for sections (£) and (e) below which do not
apply to compounded drugs for veterinary clinic use, parenteral and gterile product prescriptions shall
be compounded as follows: (See, Part 13 for requirements for Stgfile Pharmaceuticals.)
(a) For all compounded prescriptions, the pharmacist shzil be responsible for all
compounding records and the proper maintenance, cleg/liness and use of all equipment used
in compounding.

(b) Every pharmacist who engages in non-sterile Arug compounding shall be proficient, in the
art of compounding and shall maintain that proficiency through participation in seminars,
studying appropriate literature and/or becoming/certified by a compounding certification
program. Also, every pharmacist who engagegé in drug compounding must practice in
accordance with NABP’s Good Compoungfng Practices.

(c) A prescription shall be compoundegand dispensed only pursuant to a specific order for
an individual patient issued by a presg¢fiber. A limited quantity may be compounded in
anticipation of prescription drug ordgfs based on routine, regularly observed prescribing
patterns.

(d) A Pharmacist may not copfpound a drug that appears on the FDA List of Drugs
Withdrawn or Removed fro/m the Market for Safety Reasons or on the FDA List of Drug
onstrable Difficulties in Compounding.

(e) Pharmacists shall
commercial entities f
practitioner to admi

ot offer compounded drug products to other State-licensed persons or
subsequent resale, except in the course of professional practice for a
ster to an individual patient, in limited quantities.

(f) In addition tg'the requirements in Rules 10.20 and 10.21, the label of compounded
prescriptions shall also contain an expiration or beyond-use date.

(g) Phar
informatigh:
) the name, strength, quantity, and dosage form of the drug product compounded;
(2) the formula to compound, including mixing instructions, all ingredients and their
guantities, and any additional information needed to prepare the compound;
(3) the prescription number or assigned internal identification number;
(4) the date of preparation;
(5) the manufacturer and lot number of each ingredient;
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(6) _beyond-use date;
(7) the name of the person who prepared the compound; and
(8) the name of the pharmacist who approved the compound;

(h) These records must be kept for 3 years and shall be readily available for B
inspection.

10.24 Radiopharmaceuticals No radiopharmaceutical may be dispensed ugfless a label is
affixed to the immediate container bearing the following information:
(@) The standard radiation symbol;

(b) The words “Caution — Radioactive Material”; and
(c) The prescription number.
(d) The radionuclide and chemical form;
(e) The activity and date and time of assay;
(f) The volume, if in liquid form;
(g) The requested activity and the calibrated acjvity;
(h) Patient name or space for patient name,
(1) Where the patient’s name is not/available at the time of dispensing, a 72-hour
exemption is allowed to obtain the Aame of the patient.
(2) No later than 72 hours after dispensing the radiopharmaceutical, the patient’s
name shall become a part of thg prescription drug order to be retained for a period of
three years;
() The name and address of thg nuclear pharmacy;
() The name of the practitigher; and
(k) The lot number of thg prescription.
10.25 Patient Records A patient record system shall be maintained by all pharmacies for
patients for whom prescrip#fon drug orders are dispensed. The patient record system shall provide
for the immediate retrievgl of information necessary for the dispensing pharmacist to identify
previously dispensed dyugs at the time a prescription drug order is presented for dispensing. The

pharmacist shall maké a reasonable effort to obtain, record, and maintain the following information:
(@) Full nanfe of the patient for whom the drug is intended,;

Patient’s gender;

(e) A list of all prescription drug orders obtained by the patient at the pharmacy maintaining
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the patient record during the three years immediately preceding the most recent entry showing:
(1) the name of the drug;
(2) prescription number;
(3) name and strength of the drug;
(4) the quantity and date received; and
(5) the name of the prescriber.

(f) Pharmacist comments relevant to the individual’s drug therapy, includipig any other
information peculiar to the specific patient or drug.

10.26 Allergy and Health Information The Pharmacist or certified pharmacy technician or
intern shall make a reasonable effort to ascertain from the patient or the pAtient’s representative the
patient’s known allergies, drug reactions, idiosyncrasies, chronic conditighs, or disease states and
current use of other drugs which may relate to prospective drug review/ The information shall be
recorded in the patient profile. It shall be updated periodically, but not less than once per year.

10.27 Patient Records Retention A patient record shall bg maintained for a period of not less
than three years from the date of the last entry in the profile regdrd. This record may be maintained
either on paper or on electronic media.

10.28 Records of Dispensing Records of dispengfng for original and prescriptions for all
drugs or devices are to be made and kept by pharmacieé for three years. Records of dispensing for
refill prescriptions may be kept in either hard copy or gfectronic format. Records of dispensing for
new and/or refill prescriptions shall include, but not b€ limited to:

(a) Quantity dispensed for original and refifs, if different from original;

(b) Date of dispensing;

(c) Serial number of prescription (¥ equivalent if an institution);

(d) Identification of the pharmagfst dispensing;

(e) Name and manufacturey/of drug dispensed if drug product selection occurs and more than
a 24-hour supply is dispenged; and

(f) Records of refills tgMate.

10.29 Confidential Inforyhation Confidential information is to be handled in conformance with
HIPAA federal regulatio Confidential information or personally identifiable information may be
released to the patient gr the patient’s authorized representative, the prescriber or other licensed
practitioner then caripQ for the patient, another licensed pharmacist, the Board or its representative,
or any other persorn/duly authorized by law to receive such information. Confidential information or
personally identifi#ble information in the patient medication record may be released to others only on
written release gt the patient.

10.30 Progpective Drug Review
(&) A phafmacist shall review the patient record and each prescription drug order presented for
dispensiyig for purposes of promoting therapeutic appropriateness by identifying:
) Over-utilization or under-utilization;
(2) Therapeutic duplication;
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(3) Drug-disease contraindications;
(4) " Drug-drug interactions (including serious interactions with non-prescriptive or ov.
counter drugs);

(5) Incorrect drug dosage or duration of drug treatment;
(6) Drug-allergy interactions; and

(7) Clinical abuse or misuse.

s to avoid or
tioner.

(b) Upon recognizing any of the above, the pharmacist shall take appropriate st
resolve the problem which shall, if necessary, include consultation with the pra

10.31 Patient Counseling
(a) Patient counseling is the effective oral consultation by the pharmacis
her professional judgment and consistent with state statutes and Board
information, with the patient or caregiver, in order to improve therapy
drugs and devices.

in the exercise of his or
les regarding confidential
ensuring the proper use of

(b) Upon receipt of a new prescription drug order and following A review of the patient’s record, a
pharmacist, pharmacy technician, or pharmacy intern shall offe/ counseling with the pharmacist or
pharmacy intern of matters which will enhance or optimize thg’ patient’s drug therapy. The
discussion with the pharmacist or intern shall be in person, flhenever practicable, or by telephone
and shall include appropriate elements of patient counselpA\g  which may include the following:

(1) The name and description of the drug;

(2) The dosage form, dose, route of administrgtion, and duration of drug therapy;

(3) Intended use of the drug and expected g£tion;

(4) Special directions and precautions for greparation, administration, and use by the patient;

(5) Common severe side or adverse effe€ts or interactions and therapeutic contraindications

that may be encountered, including theifavoidance, and the action required if they occur;

(6) Techniques for self-monitoring drdg therapy;

(7) Proper storage;

(8) Prescription refill information;

(9) Action to be taken in the evght of a missed dose; and

(10) Pharmacist comments refevant to the individual’s drug therapy.

(c) Alternative forms of patient information may be used to replace patient counseling when verbal
face-to-face counseling is not pgSsible. Alternative forms of patient information may be used to
supplement patient counselingAvhen appropriate. Examples include written information leaflets,
pictogram labels, video progyams, etc.

(d) Each pharmacy sha}f post a notice advising, “You have the right to confidential consultation with
a pharmacist about yoyf prescription. If you wish, a confidential consultation will be provided.”

(e) Patient counsefing, as described above and defined in these rules, shall not be required for
inpatients of a hogpital or institution where other licensed health care professionals are authorized to

cist shall not be required to counsel a patient or caregiver when the patient or caregiver
consultation and such refusal is documented.

10.32 /Adverse Drug Reactions Unless already reported by the patient to the practitioner,
significant adverse drug reactions shall be reported by the pharmacist to the practitioner and, in either
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case, an appropriate entry on the patient’s record shall also be made.

10.33 Perpetual Inventory A perpetual inventory shall be maintained for at least tyfo years for
all Schedule Il controlled substances. Electronic versions may be permitted if they provje a secure
audit trail of entries.

10.34 Schedule Il Inventory All Schedule 1l controlled substances must be
inventoried and documented at least once every thirty (30) days.

ysically

10.35 Immunizations For patients 18 or older: A pharmacist or intern
vaccine pursuant to a written protocol including emergency measures e.g.,
diphenhydramine based on a collaborative practice agreement or a patie
a licensed prescriber.
(@) A properly trained pharmacist or intern may administer va
age or older.
(1) A pharmacist or intern must take an accredited
and keep proof of training on file in the pharmacy. /The immunization course must, at a
minimum, meet U.S. Center for Disease Control ghd Prevention (CDC) Guidelines and
be accredited by the Accreditation Council for BAarmacist Education (ACPE) or AMA
(American Medical Association) Category | agfroval or a similar health authority or
professional body, and include pre-administyation education and screening, vaccine
storage and handling, administration of mgication, record-keeping, emergency
response and reporting of adverse reactons.
(2) A pharmacist or intern must mainjdin current training in Basic Cardiac Life
Support.

ay administer a
inephrine and/or
~specific prescription from
Ines to a patient 18 years of

ining course on immunizations

(b) In an emergency related to an im
epinephrine and/or diphenhydramine

nization a pharmacist or intern may administer
ithout a practitioner’s prescription.

(c) A pharmacist administering i
continuing education related to i

unizations shall complete a minimum of two (2) hours of
munizations in each licensing period.

(d) Recording keeping and yeporting requirements: Unless specifically required by federal or
state law. a pharmacist shatl maintain for ten (10) years the following documentation regarding
each immunization admipfstered:

(1) The name, #ddress, and date of birth of the patient;

(2) Any knowyf allergies;

(3) The datg’of administration and site of injection;

name and address of the patient's primary health care provider;
e name and address of the prescriber, if different from the patient's primary

(7Y The name of the pharmacist administering the immunization;
) A record of the pharmacist's consultation with the patient determining that the
patient is eligible for immunization.

The pharmacist shall provide:
(1) a natification to the patient's primary health care provider of the immunization
administered; and,
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(2)__to comply with the 18 V.S.A. § 1129's immunization registry, notice as required to
the Vermont Department of Health.

10.36 Independent Practice of Pharmacists A pharmacist may provide pharmagist care

services outside of a licensed pharmacy if all the following conditions are met:
(a) the pharmacist has access to prescription records, patient profiles, or othgr relevant
medical information for purposes of pharmacist care services and appropriajély reviews such
information before performing any such functions;

(b) access to the information described in paragraph (a) of this rule is/Secure from
unauthorized access and use, and all access by pharmacists is docughented; and
(c) a pharmacist providing pharmacist care services outside the premises of a licensed
pharmacy shall maintain the records or other patient-specific infdrmation used in such activities
in a readily retrievable form in a system that is secured and m@naged by the pharmacy with
whom the pharmacist is providing such services or, if actingAndependent of a pharmacy, a
secure system maintained by the pharmacist. Such recoys or information shall:
(1) provide accountability and an audit trail;
(2) be provided to the Board upon request; an
(3) be preserved for a period of at least threg/years from the date relied upon or
consulted for the purposes of performing any such function.

Part 11 Institutional Pharmacy

11.1 Introduction In addition to requweme s set forth in other parts of these rules, the rules in
this Part are specifically applicable to all institutypns and institutional pharmacies as defined below.

11.2 Definitions
(a) “Institutional facility” means any orgapization whose primary purpose is to provide a physical
environment for patients to obtain health/care services, including but not limited to a(n):
(1) Hospital;
(2) Convalescent home;
(3) Nursing home;
(4) Extended or long-ter
(5) Mental health facili
(6) Rehabilitation cenfer;
(7) Psychiatric cen
(8) Development
(9) Drug abuse preatment center;
(10) Family pldnning clinic;
(11) Penal igfstituti
(12) HospKe;
(13) Pubfic health facility;
(14) Aphletic facility; and
(15) JResidential care home.

care facility;

(b) “Instifutional pharmacy” means any drug outlet licensed by the Board which provides
pharmag£eutical care to current residents or patients in an institutional facility where drugs, devices,
and gfher materials used in the diagnosis and treatment of injury, iliness, and disease (hereinafter
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referred to as “drugs”) are dispensed, compounded, and distributed and pharmaceutical care is
provided. A pharmacy that provides services to patients who do not reside In institutional sgttings
(with the exception of a one-time dispensing upon discharge from an institution) cannot be/Classified
as an “institutional pharmacy.”

11.3 Personnel The institutional pharmacy shall:
(a) Be under the direct supervision of a full-time Vermont licensed pharmagfst-manager;

(b) Employ support personnel to perform technical and secretarial duti
training and skill level,

appropriate to their

(c) Employ licensed pharmacists as needed to adequately direct
support personnel; and

d supervise the work of

(d) Employ registered pharmacy technicians as needed to pgfform appropriate tasks.

11.4 Responsibilities of the Pharmacist-Manager The
responsible for:
(&) The safe and efficient distribution and control of

armacist-manager shall be
pharmaceutical products;

(b) Preparation, sterilization, and admixture of pagenteral medications;

(c) In-service education of nursing personnel gbout incompatibility of parenteral admixtures;
(d) Compounding within the institutional p
(e) Participation in developing a formujéry for the institution;

() Correct filling and labeling of cogftainers;

(9) Supply and inventory of emgfrgency antidote drugs, if not kept in the emergency room,;
(h) Record keeping;

(i) Participation in the in

itution’s patient care evaluation program;

() Cooperation with geaching and research programs in the institution;

Inspections of medication storage areas.

11.5/ Written Policies The pharmacist-manager shall develop and implement written policies
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and procedures for the safe and efficient distribution of drugs and for the provision of pharmaceutical

care. An annual updated copy of such procedures shall be on hand for inspection by the Bgard.

Written policies and procedures shall include:
(a) Duties of support personnel,

(b) Night cabinets;

(c) Emergency drug Kits;

(d) Distribution of pharmaceutical products;
(e) Disposition of adulterated, misbranded or discontinued drugs;
() Recall of drugs; and

(g) Storing and returning drugs brought into the institution @y patients.

11.6 Absence of Pharmacist During such times as an ightitutional pharmacy may be
unattended by a pharmacist, arrangements shall be made in Zdvance by the pharmacist-manager for
provision of drugs to the medical staff and other authorized ffersonnel of the institutional facility by
use of night cabinets and, in emergency circumstances, b access to the pharmacy. A pharmacist
must be “on call” during all absences.

11.7 Night Cabinets/Temporary Storage In ghe absence of a pharmacist, drugs for
distribution to patients shall be stored in a locked gabinet (“night cabinet”) or other enclosure
constructed and located outside of the pharmacy/area, to which only specifically authorized personnel
may obtain access by key or combination, andAvhich is sufficiently secure to deny access to
unauthorized persons. The pharmacist-manéger shall, in conjunction with the appropriate committee
of the institutional facility, develop inventory/listings of those drugs to be included in the night
cabinet(s) and determine who may have #ccess, and shall insure that:

(&) Drugs are properly labeled;

(b) Only prepackaged drugg’are available, in amounts sufficient for immediate therapeutic
requirements until a pharmgcist is available;

the cabinet occurs, date and time of access, written practitioner’s
e are provided;

(c) Whenever access
orders and proofs-of-

(d) Alldrugsint
once per week;

night cabinet are inventoried by a pharmacist or designee no less than

(e) A phar
within 24

cist reviews all medication orders for drugs removed from the night cabinet
urs of their removal;

() A gbmplete audit of all activity concerning the night cabinet is conducted no less than once
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11.8 Access to Pharmacy During Emergency The institutional pharmacy shall be secure
from access by unauthorized persons at all times. Whenever any drug Is not available fro
supplies or night cabinets, and the drug is required to treat the immediate needs of a patiefit whose
health would otherwise be jeopardized, the drug may be obtained from the pharmacy in gccordance
with the requirements of this section.

11.9 Designated Nurse Access
(&) One supervisory nurse in any given eight-hour shift is responsible for obtainpig drugs from the
pharmacy.

(b) The responsible nurse shall be designated in writing by the appropriate/Committee of the

institutional facility.
11.10 Nurse Removal of Drugs Removal of any drug from the pffarmacy by an authorized
nurse must be recorded on a suitable form showing:

(a) patient name;

(b) room number;

(c) name of drug;

(d) strength, amount,

(e) date and time of removal, and

(f) signature of nurse.
11.11 Doses Doses should be in unit-offuse (unit-dose) packaging whenever possible. The
physician order shall be left in the institutiogfal pharmacy with the container from which the drug was
removed, as notice to the next pharmacigf on duty. The amount should be sufficient only for the
patient’s emergency needs.
11.12 Emergency Kits An inspftutional facility lacking an institutional pharmacy may provide

drugs from emergency kits. The grugs may be administered by authorized personnel, provided that
such kits meet the following requirements:

he supplying pharmacist, nursing staff, and the medical staff of the institutional facility
I jointly determine the drugs, by identity and quantity, to be included in emergency Kits;

(f) The emergency kits shall be stored in secured areas to prevent unauthorized access and
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to ensure a proper environment for preservation of drugs in the kits;

(g) The exterior of each emergency kit shall be labeled so as to clearly indicate thgl it is an

emergency drug kit and that it is for use in emergencies only.

d in the Kkit,
ress(es) and

(h) The label on the emergency kit shall contain a listing of the drugs contai
including name, strength, quantity, earliest expiration date and the name, a
telephone number(s) of the supplying pharmacist;

() Drugs shall be removed from emergency kits pursuant to a valid pgéscription drug order
only;

() Whenever an emergency kit is opened, the supplying pharma€ist shall be notified within 24
hours, and the pharmacist shall ensure that the kit is restocked And resealed within a
reasonable time so as to prevent risk of harm to patients;

(k) The expiration date of an emergency kit shall be the
supplied in the kit. Upon the occurrence of the expirati
replace the expired drug; and

rliest date of expiration of any drug
date, the supplying pharmacist shall

() The pharmacist and medical staff shall develop/and implement written policies and
procedures for using emergency drug Kits.

11.13 Emergency Kits in Non-Federal Register
(&) An LTCF may obtain controlled substances f
clinic, pharmacy, or practitioner.

Long-term Care Facilities (LTCF)
emergency kits from a DEA-registered hospital,

(b) An LTCF must have security safeguardg/for each emergency kit stored in the LTCF which
include the designation of individuals who Aay have access to the emergency kits and a specific
limitation of the type and quantity of contgdlled substances permitted to be placed in each emergency
kit.

11.14 Emergency Kit Records The LTCF and the providing registered DEA hospital, clinic,
pharmacy, or practitioner must mgfntain complete and accurate records of the controlled substances
placed in the emergency kits ang the disposition of these controlled substances, and must take
periodic physical inventories.

11.15 Authorized Emergency Kit Users Controlled substances in emergency kits may be
administered to patients i an LCTF only by personnel expressly authorized by an individual
practitioner and in comyliance with federal regulations on controlled substances.
(a) Itis the Bgard’s intent that the last person to inspect and seal an emergency drug kit must
be a pharmgCist. This task may not be delegated to a technician or a nurse. To further
clarify this goint, if the emergency drug kit is to be exchanged in its entirety and leaves the
pharmacy after being sealed by a pharmacist, the intent of the rules has been met.

the drugs in the emergency drug kit are individually sealed in tamper proof containers,
as plastic cubes which are sealed either by plastic locks or tamper evident tape, then
ividual drugs may be “swapped” out of kits as long as they are properly labeled and it is
one by authorized personnel.

Elagn £Q ~f QQ




(c) A nurse or technician at the long term care facility may replenish emergency drug kits with

11.16

retail drug outlet.

11.17

11.18

a drug item, provided the drug item Is pre-sealed in an individual container and placeg’in a pre-
designated part of the kit.  This requirement is to prevent loose unit-dosed medicagfions from
being placed in the wrong locations in an emergency drug Kit.

Physical Requirements The institutional pharmacy shall meet the samé standards as a
(a) Prescription area: The pharmacist-manager, or the pharmacist desighated by him or her,
shall have 24 hour access to the institutional pharmacy. The prescriptigh area shall be large
enough to properly store and prepare a prescription. The Board recogfmends 200 square
feet.

(b) If the institutional facility is open at times when the institutiondl pharmacy is closed, the
pharmacy must be permanently enclosed by a partition or Boarg-approved barrier device from
floor to ceiling, or at least nine feet six inches in height, whichgver is less.

(c) The institutional pharmacy must be secure from accegs when the institutional facility is
closed. It must be secure from access by unauthorized/fersonnel at all times. Only support
personnel directly involved in the prescription dispensifig process and non-pharmacist
management shall be allowed entry into the institutighal pharmacy and then only when a
pharmacist is present in the institution.

(d) The prescription counter shall be kept fre
pharmacy. No television monitors shall be |
equipment shall be placed so as to distract
The aisle space behind the prescription c
and shall be kept free of obstructions.
appropriate size, exclusive of drain b
The sink shall be connected to hot

f any items not being used in the practice of
ated in the institutional pharmacy, and no such
e pharmacist from the practice of pharmacy.
nter shall be wide enough to allow free movement
e institutional pharmacy shall have a sink of

rd area, necessary to fulfill the needs of the pharmacy.
d cold running water and shall have a working drain.

Hygiene Standards The inétitutional pharmacy shall:
(@) comply with all federal, sta#te, and local health laws;

(b) have walls, ceilings, wjidows, and floors kept clean and in good repair;
(c) have waste receptiCles located in convenient areas;
(d) have equipmenf kept clean and stored in an orderly manner;
(e) be well lighged;
(f) be dry agfd well ventilated; and
(g) havg’adequate restroom facilities for employees.
Equoment The following equipment and miscellaneous supplies shall be present:
(a) /One class A prescription balance with weights or automatic sensitivity requirement of six

. with no load;

(b) One set of metric weights from 10 milligrams to 50 grams;
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(c) A refrigerator with a temperature control and thermometer;
(d) Distilled and/or sterile water;
(e) An automated data processing system;

(f) At least one telephone in the prescription area, with the same numberAs the telephone
number printed on the drug outlet prescription labels;

(g) Atablet and capsule counting tray;

(h) Containers which meet official compendia standards, availabfe with closures that meet
Federal Poison Prevention Packaging Act of 1970 requirementg/ as well as regular closures;

(i) Prescription labels imprinted or computer-generated witff the name, address, and
telephone number of the institutional pharmacy that do ngfcontain any symbol or background
logo that interferes with the reading and interpretation of/any information written by the
pharmacist on the label;

() Auxiliary labels;

(k) Prescription filing devices for record keepigQ;

() Sufficient equipment, graduates, mortag, funnels, etc., to maintain the scope of practice;

(m) A current copy of the Vermont Phgfmacy Laws and Rules and Regulations;

(n) Any institutional pharmacy involfed in the preparation of sterile pharmaceutical must meet
the requirements of the “Sterile PhArmaceuticals” provisions of these rules; and

(o) Telephone number of a pgfson control center.

11.19 Reference Materials ach pharmacy shall maintain on file at least one reference in each
of the following categories. Cophputerized, on-line versions are acceptable instead of a hard copy of
the current manual. WhetherAn hard copy or computerized, this reference work must be complete
and must include an explanafion of drug interactions, either in the form of a manual or otherwise:

(a) State and fedeg@l drug laws relating to the practice of pharmacy, including a current copy
of these statutes ghd rules, and the legal distribution of drugs and any rules or regulations
thereto;
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(f) Injectable Drug Handbook (“Trissel’s”); and

(@) American Hospital Formulary Service Drug Information text.

11.20 Storage All drugs shall be stored in designated areas within the institution#l pharmacy, at
temperatures recommended by the U.S. Pharmacopoeia.

11.21 Security The institutional pharmacy shall be locked by key or combi
unattended.

11.22 Labeling All drugs dispensed for use within the institution shall;
(a) Be in appropriate containers; and

(b) Be labeled with the patient’'s name, patient’s location, brang or generic name, strength,
guantity of drug, and expiration date.

11.23 Dispensed Drugs All drugs dispensed for use outsi
standards set for a retail drug outlet.

the institution shall comply with

11.24 Unit Dose Packaging All drugs shall be in uni
strength, and expiration date. Either the drug manufact
package, or there must be a system that allows for retri

ose packaging specifying drug name,
r and lot number must be labeled on the
al of such information.

11.25 Discontinued Drugs All discontinued, gutdated, or misbranded drugs shall be returned
to the institutional pharmacy and properly disposeg of by the pharmacist-manager or his or her
authorized designee.

11.26 Physician’s Orders Drugs may fe dispensed from the institutional pharmacy if:
(@) Ordered by an authorized pracifioner;

(b) The drug order includes thefhame and location of the patient, name and dosage of the
drug, directions for use, date oforder, and signature of the physician or his or her authorized
designee;

(c) Telephone or verbal
telephone or verbal or
prescribing physician
be officially granted/

rders are transcribed into the patient record and noted as a

r. Telephone or verbal orders shall be countersigned by the

ithin 30 days. The authority to receive telephone or verbal orders must
the institutions’ rules and regulations or medical staff bylaws.

(d) All abbrevi
institution.

lons and symbols used in written orders are approved for use by the

(e) Phar
protocol
be con

cists may adjust medication doses if the order is part of a medication or dosing
at has been approved by the medical staff of the institution. This section should not
rued as giving prescribing privileges to pharmacists.

11.27 Tefephone Orders Prescription orders issued by an authorized practitioner may be
telephonéd to a retail drug outlet by a licensed registered or practical nurse.

Controlled Drug Accountability The following information must be recorded each time
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a controlled drug is administered;

11.29

institution for safe and proper disposal in the institutional pharmacy.

11.30

(@) Name of drug;

(b) Dosage;

(c) Name of patient;

(d) Date and time the drug was administered;
(e) Name of person administering the drug; and
() Name of prescriber.

Recall All recalled drugs and pharmaceutical devices shalfbe retrieved from within the

Adverse Drug Reactions All adverse drug reactiong’shall be reported to the patient’s

physician and documented in the patient chart and shall also bg entered into the patient profile.

11.31

institutional facility by a patient shall not be administered

Medications Brought Into the Institution By Patignts Drugs brought into an
less they can be identified and the quality

of the drug assured. If such drugs are not to be adminjétered, then the pharmacist-manager shall,

according to procedures specified in writing, have the
package and seal them and return them to an adult
store and return them to the patient upon dischar

11.32

pharmacy only. Investigational drugs may

turned in to the pharmacy, which shall
ember of the patient’s immediate family, or

Investigational Drugs Investigatighal drugs shall be stored in and dispensed from the
administered if:
(a) Prior approval of the protocol h#@s been granted by the institution’s investigational drug

review board or committee;

(b) Informed consent to treatpfent with these drugs has been given in writing by the patient or
authorized representative;

(c) Administered under phe direct and personal supervision of the principal physician-
investigator, or his or hgf authorized clinician, or a nurse educated and trained in
administration of invegligational drugs;

(d) All essential |
updated, and di

formation pertaining to the investigational drug is maintained, stored,
ensed by the institutional pharmacy;

(e) The inspftution participating in investigational studies assures that such studies contain
adequate gafeguards for the patient, the institution, and the scientific integrity of the study;

institution participating in investigational studies has written policies and procedures
approval, management, and control of these studies; and

The pharmacist is responsible to the institution and to the principal investigator for seeing
at procedures for the control of investigational drug use are developed and maintained.
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11.33 Records and Reports The following records and reports shall be kept on file for three
years and submitted to the Board upon request:
(a) The practitioner’s orders, or direct copies. The ability to retrieve these orders jfom a
patient’'s medical record is acceptable;

(b) Records of medications dispensed;
(c) Reports of suspected adverse drug reactions;

(d) Inventories of night cabinets, emergency kits, the institutional phaghacy, and controlled
substances;

(e) Alcohol and flammables reports;

(f)  Authorized removal of drugs from the institutional pharmgcy by a nurse.
11.34 Inspection of Medication Areas Every month, the
gualified designee shall inspect all matters for which he or she )
with these rules, and document the following:

(@) Drugs are dispensed only under the direct supe

armacist-manager or his or her
responsible, to verify compliance

ision of a licensed pharmacist;
(b) Support personnel are properly directed and/supervised;

(c) Disinfectants and drugs for external use
injectable use;

re stored separately from drugs for internal or

(d) Compliance with all special storagg/conditions for each drug;
(e) Outdated drugs are not stocked/in the institution or the institutional pharmacy;

(f) Distribution and administrafon of controlled substances are adequately documented by
pharmacy, medical, and nursing personnel;

(g) There is an adequate gupply of emergency drugs;
(h) All security and stgfage standards are met;

(i) Metric-apothe
available to all m

ry weight and measure conversion tables and charts are reasonably
ical and nursing personnel; and

() Compliang€ with policies and procedures pertaining to the pharmacy.

Part 12

omputer Systems and AMDS Usage

12.1 Permftted Practices Computer systems for data processing may be used for record
keeping in fcensed pharmacies, if:

(&) Patient records may be viewed at any time on the computer screen;

(b) Patient records are available as printed documents;
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(c) Information in the computer is backed up at least once each business day;

(d) An auxiliary record keeping system is established for use when the computey/System is
temporarily inoperable, and such records are entered into the system when opeyations are
restored,;

(e) A backup copy must be kept off-site or in fire-proof storage;

(f) A software provision must be implemented that will flag or otherwjée warn of allergies or
medication interactions.

on electronic file or

ired to transfer prescription
pharmacies participating in the
mmon file shall contain complete
rther, that a hard copy record of

all be generated and maintained at

12.2 Common files or Data bases Pharmacies accessing a co
database used to maintain required dispensing information are not re
drug orders or information for dispensing purposes between or amo
same common prescription file. Provided, however, that any such
records of each prescription drug order and refill dispensed and
each prescription drug order accessed for purposes of refilling
the pharmacy refilling the prescription drug order.

12.3  Printouts The computerized system shall haye the capability of producing a printout of
any prescription drug order data. The system shall profide a refill-by-refill audit trail for any specified
strength and dosage form of any drug. Such an audiftrail shall be by printout, and include the name
of the prescribing practitioner, name and location of fhe patient, quantity dispensed on each refill,
date of dispensing of each refill, name or identificgfion code of the dispensing pharmacist, and unique
identifier of the prescription drug order.

12.4  Retrievability Any facility maintgdhing centralized prescription records shall be capable of
sending a requested printout to the pharmgCy within 72 hours.

12.5 Sight Readable Information The system shall have the capability of producing sight-
readable information on all original and refill prescription drug orders. The term “sight-readable”
means that an authorized individual/Shall be able to examine the record and read the information from
the computer monitor, microfiche #nicrofilm, printout, or other method acceptable to the Board.

12.6 On-Line Retrieval he system shall provide on-line retrieval (via computer monitor or
hard-copy printout) of origingf prescription drug order information. The information shall include, but
not be limited to, the prescyption drug order requirements and records of dispensing as indicated in
these rules.

12.7 Daily Recor Each pharmacist responsible for dispensing shall create a retrievable record
of each day’s pres¢/iption drug order information. The pharmacist shall in a log book sign a daily
verification that pgéscription information in the record is correct. The verification shall be dated and
e manner as signing a check or legal document (e.g., J.H. Smith or John H. Smith)
by the individyal pharmacist. Daily records shall be retained for three years.

a) Assign, discontinue, or change access to the system;
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(b) Ensure that access to the medications comply with state and federal regulations;

(c) Ensure that the automated pharmacy system is filled and stocked accurately a
accordance with established, written policies and procedures.

(d) If an automated dispensing system is utilized in the LTCF, only those sysgems that are
designed to prevent improper placement of medications may be utilized.

12.9 Personnel The filling and stocking of all medications in the automaged pharmacy system
shall be accomplished by qualified personnel under the supervision of a licenged pharmacist.

12.10 Records A record of medications filled or stocked into an autgmated pharmacy system
shall be maintained and shall include identification of the persons filling gt stocking and checking for
accuracy. These records shall be maintained for three (3) years.

12.11 Dispensing and Distributing
(&) All drugs stored in an AMDS shall be packaged and labeled &s required by federal and state
statutes and regulations.

(b) All aspects of handling controlled substances dispens
applicable state and federal statutes and regulations.

via an AMDS shall comply with

12.12 Confidentiality To maintain the confidenpality of patient records, the system shall have
adequate security and systems safeguards designeg/to prevent and detect unauthorized access,
modification, or manipulation of patient records. @nce the drug has been dispensed, any alterations
in prescription drug order data shall be documenged, including the identification of the pharmacist
responsible for the alteration.

12.13 Automated Pharmacy System Reg€ords in Institutions Records and electronic data
kept by the automated pharmacy systemhall meet the following requirements:
(&) All events involving the conjénts of the automated pharmacy system must be recorded
electronically.

(b) Records must be mai
or its agent. Such recor
(1) Identity of s
(2) Identificatypn of the individual accessing the system;
(3) Type of ffansaction;
(4) Name/strength, dosage form, and quantity of the drug accessed; and
(5) of the patient for whom the drug was ordered.

ained by the pharmacy and must be readily available to the Board
shall include:

(@) Records an
AMDS site and

r electronic data kept by Automated Pharmacy Systems shall be maintained at the
ust be readily available to the Board. Such records shall include:

tification of the individual accessing the system;

(2) the date the AMDS was accessed,

(3) /the name, strength, dosage form, and quantity of the Drug accessed,;

the name of the patient for whom the Drug was ordered; and

) A record of medications filled/stocked into an AMDS and identification of the persons
filling/stocking and checking for accuracy;
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(6) such additional information as the coordinating pharmacist may deem necessary.

(b) Records must be maintained and retrievable a minimum of three years.

12.15 System Backup
(@) Routine backup systems and procedures (hard copy, copy, disk, etc.) shall be in/place and
operational to ensure against loss of patient data.

(b) Inthe event that permanent dispensing information is lost due to unsched
interruption, the Board of Pharmacy shall be notified within 72 hours.

12.16 Policies and Procedures
(&) A remote pharmacy must be operated pursuant to policies agfd procedures adopted by the
coordinating pharmacy.

(b) The policies and procedures shall require on-going dogdmentation by the coordinating
pharmacist manager to assure:
(1) that access to the AMDS is available to regi
or AMDS maintenance personnel only;
(2) that the automated pharmacy dispensin
and accurately dispenses the correct stren
prescribed
(3) appropriate record keeping and secdrity safeguards, and
(4) a mechanism for securing and acgounting for medications removed from and
subsequently returned to the AMDS;
(5) a mechanism for securing ang/accounting for wasted medications or discarded
medications; and
(6) patient confidentiality.

ered or licensed pharmacy personnel

ystem is in good working order
, dosage form, and quantity of the drug

12.17 Oral Communication of Prescri
to prescribe drugs may transmit an ord

lons Designated employees of practitioners qualified
for a prescription via telephone.

Part 13  Sterile Pharnmyaceuticals

13.1 Purpose and Scope The purpose of this section is to assure positive patient outcomes
through the provision of stafidards for (1) pharmaceutical care, (2) the preparation, labeling, and
distribution of sterile pharghaceuticals by pharmacies, pursuant to or in anticipation of a prescription
drug order, and (3) progddct quality and characteristics, such as sterility and potency, that would be
associated with envirghmental quality, preparation activities, and checks and tests carried out in the
pharmacy.
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containment unit suitable for the preparation of low to moderate risk agents where there is a need for
protection of the product, personnel, and environment, according to National Sanitation Fougdation
(NSF) Standard 49.

(b) “ISO 5” (International Organization for Standards) means an atmospheric environphient which
contains less than 100 particles 0.5 microns in diameter per cubic foot of air, accordigg to Federal
Standard 209E.

(c) “Cytotoxic” means a pharmaceutical that has the capability of killing living g€lls.
(d) “Enteral” means within or by way of the intestine.

(e) “Parenteral” means a sterile preparation of drugs for injection through one or more layers of the
skin.

(f) “Positive patient outcomes” include the cure or prevention of gisease, elimination or reduction of
a patient’s symptoms, or arresting or slowing of a disease procegb so as to improve the patient’s
quality of life.

(g) “Product quality and characteristics” include: sterility, pdtency associated with environmental
quality, preparation activities, and checks and tests.

(nh) “Sterile pharmaceutical” means any dosage form/Aevoid of viable microorganisms, including, but
not limited to, parenterals, injectables, and ophthalm/Cs.

(i) “USP 797" means the current version of USRP-NF General Chapter 797 Pharmaceutical
Compounding - Sterile Preparations published/&nnually by the U.S. Pharmacopeial Convention.

13.4 Policy and Procedure Manual policy and procedure manual shall be prepared and
maintained for the compounding, dispensthg, delivery, administration, storage, and use of sterile
pharmaceutical prescription drug orderg.
(@) The policy and procedure /Manual shall include a quality assurance program for the
purpose of monitoring patienfcare and pharmaceutical care outcomes, adverse drug
reactions, personnel qualifigations, training and performance, product integrity, equipment,
facilities, infection control/and guidelines regarding patient education.

(b) The policy and pgbcedure manual shall be current and available for inspection by a Board-
designated agent.

controljéd facility;

(c) /used only for the preparation of these specialty products;

d) of sufficient size to accommodate a laminar airflow hood and to provide for the proper
storage of drugs and supplies under appropriate conditions of temperature, light, moisture,
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sanitation, ventilation, and security.

13.6 1SO 5 Compliance The pharmacy preparing parenteral products shall have:
(a) appropriate environmental control devices capable of maintaining at least IS@'5
conditions in the workplace where critical objects are exposed and critical activip
performed; furthermore, these devices are capable of maintaining ISO 5 condjlons during
normal activity. Examples of appropriate devices include laminar airflow hgéds and zonal
laminar flow of high efficiency particulate air (HEPA) filtered air;

(b) Appropriate disposal containers for used needles, syringes, etc., ghd if applicable, for
cytotoxic waste from the preparation of chemotherapy agents and infgctious wastes from
patients’ homes;

(c) When cytotoxic drug products are prepared, appropriate epfZironmental control also
includes appropriate biohazard cabinetry;

(d) Temperature-controlled delivery container if products
more than two hours; and

re to be stored unrefrigerated for

(d) Infusion devices, if appropriate.

13.7 Supplies The pharmacy shall maintain suppifes adequate to maintain an environment
suitable for the aseptic preparation of sterile products
13.8 Reference Materials The pharmacy shall maintain on file at least one current reference
related to preparation of sterile products, equivalgnt to “Trissel's” or “King’s.”

13.9 Records and Reports In additionyto standard record and reporting requirements, the
following additional records and reports myét be maintained for sterile pharmaceuticals:
(@) A policy and procedure manugl, including policies and procedures for cytotoxic or
infectious waste, or both, if appligable, and

(b) Lot numbers of the comgonents used in compounding sterile prescriptions, except for
preparations made for a spgcific patient and which will be used within 30 days.

13.10 Delivery Service

products shipped. Any co
patient in appropriate tem
stored appropriately in t

e pharmacist-manager shall assure the environmental control of all
ounded, sterile pharmaceutical must be shipped or delivered to a
rature-controlled (as defined by USP Standards) delivery containers and
patient’s home.

13.11 Emergency When sterile pharmaceuticals are provided to home care patients, the
dispensing pharm may supply the nurse or patient with emergency drugs, if the physician has
authorized the usg of these drugs by a protocol, in an emergency situation (e.g., anaphylactic shock).

13.12 CytotoXic Drugs In addition to the minimum requirements for a pharmacy established by
rules of the Jfoard, the following requirements are necessary for those pharmacies that prepare
cytotoxic gfugs to insure the protection of the personnel involved:

(8 All cytotoxic drugs should be compounded in a vertical flow, Class Il, Compounding
septic Containment Isolator. Other products should not be compounded in this cabinet.
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(b) Protective apparel shall be worn by personnel compounding cytotoxic drugs. This shall
include disposable masks, gloves, and gowns with tight cuffs.

(c) Appropriate safety and containment techniques for compounding cytotoxic didgs shall be

requirements.

(e) Written procedures for handling both major and minor spills of cytgfoxic agents must be
developed and must be included in the policy and procedure manual

(f) Prepared doses of cytotoxic drugs shall be dispensed, label
inside and outside, and shipped in a manner to minimize the ri
primary container.

with proper precautions
of accidental rupture of the

13.13 Disposal of Cytotoxic or Hazardous Wastes The pfarmacist-Manager is responsible for
assuring that there is a system for the disposal of cytotoxic or igfectious waste in a manner so as not
to endanger the public health.

13.14 Patient Education and Training If appropriatg, the pharmacist must document the
patient’s training and competency in managing this type/of therapy provided by the pharmacist to the
patient in the home environment. A pharmacist must/e involved in the patient training process in
any area that relates to drug compounding, labeling/administration, storage, stability, compatibility, or
disposal. The pharmacist must be responsible foy’seeing that the patient’'s competency in the above
area is reassessed on an ongoing basis.
13.15 Quality Assurance for Compounding and Preparation of Sterile Pharmaceuticals

There shall be a documented, ongoing quafity assurance control program that monitors personnel
performance, equipment, and facilities. Appropriate samples of finished products shall be examined
to assure that the pharmacy is capable Af consistently preparing sterile pharmaceuticals meeting
specifications.

13.16 Sanitation Standards - Cértification of Compliance All clean rooms and laminar flow
hoods shall be certified by an ingependent contractor according to ISO Standard 14644 for
operational efficiency at least givery six months. Appropriate records shall be maintained.

13.17 Written Protocol
microbial contamination j

There shall be written procedures developed requiring sampling if
suspected.

13.18 End Product/Testing If bulk compounding of parenteral solutions is performed using
non-sterile chemicafs, extensive end-product testing must be documented prior to the release of the
product from quaglntine. This process must include appropriate tests for particulate matter and
testing for pyro

13.19 Beygnd Use Dates There shall be written justification of the chosen beyond-use dates
for compognded products.

13.20 /Quality Assurance Audits There shall be documentation of quality assurance audits at
regular, planned intervals, including infection control and sterile technique audits.
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1321 Pharmaceutical Care Outcomes There shall be a documented, ongoing qualit
assurance control program that monitors patient care and pharmaceutical care outcomes, Mcluding
but not limited to the following:
(&) Routine performance of prospective drug use review and patient monitoring/functions by a
pharmacist;

(b) Patient monitoring plans that include written outcome measures and g§stems for routing
patient assessment (examples include infection rates, rehospitalization rgtes, and the
incidence of adverse drug reactions);

(c) Documentation of patient training as required by Section 13.14/above; and
(d) Appropriate collaboration with other health care professionAls.
13.22 USP 797 Compliance for Compounded Sterile Products
(&) All pharmacies, either in state or out of state, dispensing or glistributing compounded sterile

products as defined by USP 797 to Vermont patients, institutiogS or providers shall meet all
requirements of USP 797.

(b) Such pharmacies shall file with the Board proof of UZP 797 compliance or an affidavit describing
their procedures for quality assurance, sterilization meth0ds, environmental controls, sterility and
pyrogen testing, and maintenance of the quality of stefle products throughout packaging, handling,
and distribution. The Board may conduct audits of Any licensee.

Part 14 Licensing of Investigétive and Research Projects
14.1 Licenses Required Licensing offinvestigative and Research Projects is required by 26
V.S.A. 8§ 2061(5). A legitimate institution/or entity which possess prescription drugs in the course of
conducting research or investigation shail apply to the Board for a license. The Board may issue a
license when it determines that:
(@) The entity requesting th
national licensing or accredj

Icense is a legitimate research entity, recognized by state or
tion organizations approved by the Board,;

(b) The entity explains fith its application;
(1) where andfiow regulated drugs used for research or investigation will be stored,
secured, and Accounted for,
(2) who wilfbe responsible for ensuring compliance with the requirements of this rule
and,

(c) The Boayl can conclude that the regulated drugs can be handled in a manner consistent
with these rdles.

14.2 Conditigns The Board may set reasonable conditions on licenses granted under this
section.
older will notify the Board within 5 working days if there is a change in the person
responsibfe for compliance.

Exemptions Medical facilities such as clinics and physicians’ offices which are
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otherwise legally entitled to possess prescription drugs or are otherwise licensed by this Board are
not required to be licensed under this Part 13 of the rules. /

Part 15 Nuclear/Radiologic Pharmacy

15.1 Purpose and Scope The practice of nuclear/radiologic pharmacy is a speg@alty of pharmacy
practice regulated by the Board. Nuclear/radiologic pharmacy practice refers to g/patient-oriented
service that embodies the scientific knowledge and professional judgment requigéd to improve and
promote health through the assurance of the safe and efficacious use of radiopharmaceuticals and
other drugs.

15.2 Definitions
(a) “Authentication of product history” means, but is not limited to, ide
the ultimate fate, and any intermediate handling of any component of

ifying the purchasing source,
radiopharmaceutical.

(b) “Internal test assessment” means, but is not limited to, cond
assurance necessary to ensure the integrity of the test.

ting those tests of quality

(c¢) “Nuclear pharmacy” means a pharmacy providing radiogharmaceutical services or, as provided
in Rule 14.3 below, the appropriate area of any institutiongdfacility.

(d) “Qualified licensed professional” means a non-phgmacist individual (such as a physician, nurse,
or technologist) who possesses a current state licengé, if applicable, and who has sufficient training
and experience to safely handle and dispense radigpharmaceuticals as defined by the Board.

(e) “Qualified nuclear pharmacist” means a c
as a nuclear pharmacist by a certification bo
standards:
(1) Minimum standards of trainin
defined by the Vermont Departm
(2) Completed a minimum of

ently licensed pharmacist in Vermont who is certified
recognized by the Board, or who meets the following

or “authorized user status” of radioactive material, as
t of Health (VDH).
0 contact hours of instruction in nuclear pharmacy and the
safe handling and use of radigactive materials from a program approved by the Board, with
emphasis on the following gfeas:

(A) Radiation phygics and instrumentation;

(B) Radiation prgtection;

(C) Mathematifs of radioactivity;

(D) Radiatiogf biology; and

(E) Radiopharmaceutical chemistry.
(3) Attain a minynum of 500 hours of clinical nuclear pharmacy training under the supervision
of a qualified nyclear pharmacist.

ceutical quality assurance” means, but is not limited to, the performance of
appropriate cherfical, biological, and physical tests on potential radiopharmaceuticals and the
interpretation gf the resulting data to determine their suitability for use in humans and animals,
including inte/nal test assessment, authentication of product history, and the keeping of proper
records.

(f) “Radiophar

(g) “Rgdiopharmaceutical service” means, but shall not be limited to, the procurement, storage,
handlyhg, preparation, labeling, quality assurance testing, dispensing, delivery, record keeping, and
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disposal of radiopharmaceuticals and other drugs.

(h) “Radiopharmaceuticals” are radioactive drugs as defined by the FDA.

15.3 General Requirements for Pharmacies Providing Radio-Pharmaceutical Sefvices
(&) Alicense to operate a pharmacy providing radio-pharmaceutical services shall h€ issued only to
a qualified nuclear pharmacist.

(b) All personnel performing tasks in the preparation and distribution of radioagtive drugs shall be
under the direct supervision of a qualified nuclear pharmacist.

(c) A qualified nuclear pharmacist shall be responsible for all operations gf the pharmacy and shall
be in personal attendance at all times that the pharmacy is open for buspess.

(d) In emergency situations when a qualified nuclear pharmacist is fiot present, designated qualified
licensed professionals may have access to the licensed area. Thgse individuals may prepare single
doses of radio-pharmaceuticals for the immediate emergency, and must document such activities.

15.4 Physical Requirements Nuclear pharmacies shg}f have adequate space and equipment,
commensurate with the scope of services required and proyfded, meeting minimal space
requirements established for all pharmacies in Vermont oyfas otherwise defined by the Board.

15.5 Security The nuclear pharmacy area shallf0e secured from unauthorized personnel.

15.6 Records Nuclear pharmacies shall majtain records of acquisition, inventory, and
disposition of all radioactive drugs and other radjbactive materials in accordance with the

radioactive storage and product decay arga. Detailed floor plans shall be submitted to the Board and
the Vermont Department of Health befgfe approval of the certification to practice nuclear pharmacy.

15.8 Prescriptions Radiophgfmaceuticals are to be dispensed only upon a prescription drug
order from a practitioner authorized to possess, use, and administer radiopharmaceuticals.

15.9 Permit Prerequisites
approved Vermont Departm
Copies of the VDH or NR
inspection.

The permit to operate a nuclear pharmacy is conditioned upon an
t of Health (VDH) or Nuclear Regulatory Commission (NRC) license.
nspection reports shall be made available upon request for Board

15.10 Other Requirgments All nuclear/radiologic pharmacies shall also adhere to the rules for
pharmaceutical carg as they pertain to the practice of nuclear pharmacy.

Part 16 Non-Resident Pharmacy

16.1 Defifitions

(a) “Nonfresident pharmacy” means a drug outlet or business located outside of Vermont which
dispeng€s prescription drugs or devices for Vermont residents or residents of other states and which
mails/ships, or delivers such prescription drugs or devices into this state, or which provides any type
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of pharmacy services.

(b) “Pharmacy services” as defined in this section includes consulting or medication ther.
management. Non-resident pharmacies include pharmacies operating by means of th

services that optimize therapeutic outcomes for individual patients. Medication Thgrapy
Management services are independent of, but can occur in conjunction with, the [
medication or a medical device.

16.2 Licensure An applicant for initial licensure must provide to the Board:
(a) evidence that the applicant holds a pharmacy license, registragon, or permit issued by the
state in which the pharmacy is located that is valid and in good stAnding;

(b) the location, names, and titles of all principal corporate officers and all pharmacists who
are dispensing drugs to residents of this state, including thefharmacist-manager in charge of
the non-resident pharmacy license;

(c) name(s) of the owner(s) of the licensee, including;
(1) If a person: the name, business address /and date of birth;
(2) If a partnership: the name, business address, and date of birth of each partner, and
the name of the partnership;
(3) If a sole proprietorship: the full na
and date of birth of the sole proprietor

, business address, social security number,
nd the name of the business entity; and

(4) If a corporation: the federal iden#fication number of the corporation, the name,
business address, date of birth, ang title of each corporate officer and director, the
corporate names, the name of thg state of incorporation, and the name of the parent
company, if any; the name, busfess address of each shareholder owning five percent
or more of the voting stock ofAhe corporation, including over-the-counter stock, unless
the stock is traded on a majpbr stock exchange and not over-the-counter;

(d) affirmation by the sole propAetor, or all partners, or corporate officers and directors, and the
pharmacist-manager, that thg®/ have not been convicted of, and are not under indictment for,
any felony or misdemeanoy/arising from the violation of any drug or pharmacy related law;

icant’s ability to provide to the Board a record of a prescription drug
applicant to a resident of this state not later than 72 hours after a
by the Board;

(e) evidence of the ap
order dispensed by t
request for the reco

(f) an affidavi
understands t

y the pharmacist-manager which states that he or she has read and
Vermont laws and rules relating to a non-resident pharmacy;

(g) evidepCe that during its regular hours of operation, but not fewer than five days per week,

for a minmum of 40 hours per week, a toll-free telephone service is provided to facilitate

ication between patients in this state and a pharmacist at the pharmacy who has

to the patients’ records. The toll-free number must be disclosed on the label affixed to

container of drugs dispensed to residents of this state; and evidence that during its

ular hours of operation, but not fewer than six days per week, for a minimum of 40 hours

er week, a toll-free telephone service is provided to facilitate communication between patients

in this state and a pharmacist at the pharmacy who has access to the patients’ records. The
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toll-free number must be disclosed on the label affixed to each container of drugs dispensed to
residents of this state;

(h) a copy of the most recent inspection report from the state in which the pharmécy is
located; and

0] For internet non-resident pharmacies, a copy of an inspection report fiot more than
three years old by either:
(1) the state in which the pharmacy is located; or
(2) Verified Internet Pharmacy Practice Sites (VIPPS) certificaiOn.

16.3 Change of Information Changes of information required in/Rule 16.2 above shall be
submitted to the Board within 30 days.

16.4 Personnel A non-resident pharmacy shall be under t
a pharmacist and shall designate one pharmacist licensed to pragtice pharmacy by the regulatory or
licensing agency of the state in which the non-resident pharm is located to serve as the
pharmacist-manager in charge of the non-resident pharmacy/icense.

continuous on-site supervision of

16.5 Prescription Records A non-resident pharmgCy shall maintain for three years
prescription records available for review if required by the Board. Such records shall provide the
following information concerning each prescription for/A drug or device that is shipped, mailed, or
delivered to a resident of Vermont:
(&) the name of the patient;

(b) the name of the prescriber;

(c) the number of the prescription;
(d) the date of the prescription;
(e) the name of the drug;
(f) the strength and quayfity of the dose; and
(g) name or other idgnhtification of the dispensing pharmacist.
16.6  Substitution of

resident of Vermont m
Chapter 91 and as s

rug A non-resident pharmacy which provides mail order service to a
substitute a drug as required by the substitution provisions of Title 18
forth in Rule 10.19 herein.

16.7 Toll-FreefTelephone Service A non-resident pharmacy that is located outside this state
and which provjdes mail order service to Vermont residents shall provide during its regular hours of
operation, bugfot fewer than six days per week, for a minimum of 40 hours per week, a toll-free
telephone sghvice to facilitate communication between patients in this state and a pharmacist at the
pharmacyvho has access to the patients’ records. The toll-free number must be disclosed on the
label affiXed to each container of drugs dispensed to residents of this state.
16.8/ Disciplinary Action In addition to any other provisions of law, the Board may initiate
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disciplinary action when:
(@) aviolation of these rules pertaining to non-resident pharmacies Is alleged;

(b) aviolation affecting a resident of this state is alleged and the state where thefion-resident
pharmacy is located has taken no action within 45 days from the date the violatigh was
reported;

(c) an emergency arises that would constitute an immediate threat to the fiealth and safety of
the residents of this state.

Part 17 Wholesale Distributors

17.1  Minimum Required Information for Licensure The Boarg' of Pharmacy requires the
following from each wholesale distributor as part of the initial licensing’procedure and as part of any
renewal of such license:

(@) Name, full business address, and telephone number gf the licensee;
(b) All trade or business names used by the licensee;

(c) Addresses, telephone numbers, and the nameg/of contact persons for the facility used by
the licensee for storage, handling, and distribution/of drugs;
(d) Type of ownership or operation (i.e., partgership, corporation, or sole proprietorship); and
(e) Name(s) of the owner and the operatgf of the licensee, including:
(1) If a person: the name, addregS, and social security number and date of birth;
(2) If a partnership: the name, Address, and social security number and date of birth of
each partner, and the name of/the partnership;
(3) If a corporation: the fedgral identification number of the corporation, the name,
address, and date of birth,/And title of each corporate officer and director, the corporate
names, the name of the @tate of incorporation, and the name of the parent company, if
any; the name, and adgtess of each shareholder owning five percent or more of the
voting stock of the cg/poration, including over-the-counter stock, unless the stock is
traded on a major sfock exchange and not over-the-counter;
(4) If a sole propfietorship: the full name, address, social security number and date of
birth of the solefroprietor, and the name of the business entity.
by the sole proprietor, or all partners, or corporate officers and
the pharmacist-manager, that they have not been convicted of, and are
Mdictment or under investigation for, any felony or misdemeanor arising from
on of any drug or pharmacy related law.

17.2 Required Jforms The information required for initial licensure or renewal of a license of a
wholesale distrigditor shall be submitted on forms prepared by the Board, and shall be submitted to
the Board accgfmpanied by the applicable fee as directed on such form.

17.3 Chgnge of Information Changes of information required in Rule 17.1 above shall be
submitteg/to the Board within 30 days.

17.4 / Acts Which May Affect Licensure Among the factors the Board of Pharmacy will
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consider when deciding whether to grant a license to a wholesale distributor are:

(@) Any conviction of the applicant under any federal, state or local laws relating t
samples, wholesale or retail drug distribution or distribution of controlled substancg£s;

rug

(b) Any felony convictions of the applicant under federal, state, or local laws;

(c) The applicant’s past experience in the manufacture or distribution of
including controlled substances;

escription drugs,

(d) The furnishing by the applicant of false or fraudulent material in Zny application made in
connection with drug manufacturing or distribution;

(e) Suspension or revocation by federal, state, or local governghent of any license currently or
previously held by the applicant for the manufacture or distribytion of any drug, including
controlled substances;

() Compliance with licensing requirements under preyiously granted licenses, if any;

(g) Compliance with the requirements to maintain g make available to the Board or to

federal, state, or local law enforcement officials thgée records required to be maintained or
made available by wholesale drug distributors;
(h) Any other factors or qualifications the BgArd considers relevant to and consistent with the
public health and safety.

17.5 Personnel The licensed wholesalgdistributor shall employ adequate personnel with the
education and experience necessary to safelf and lawfully engage in the wholesale distribution of
drugs.

17.6  Minimum Requirements for t

drugs are stored, warehoused, handl
(a) be of suitable size and
operations;
(b) have storage areas pig enough to provide adequate lighting, ventilation, temperature,
sanitation, humidity, sp#ce, equipment, and security conditions;
(c) have a quaranting area for storage of drugs that are outdated, damaged, deteriorated,
misbranded, or adulferated, or that are in immediate or sealed secondary containers that have

Storage and Handling of Drugs All facilities at which
, held, offered, marketed, or displayed shall:
nstruction to facilitate cleaning, maintenance, and proper

d in a clean and orderly condition.

17.7 Security
unauthorized entyy.
(@) Accgss from outside the premises shall be kept to a minimum and be well-controlled.

All facilities used for wholesale drug distribution shall be secure from

e outside perimeter of the premises shall be well-lighted.

Entry into areas where prescription drugs are held shall be limited to authorized
ersonnel.
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(d) All facilities shall be equipped with an alarm system to detect entry after hours.

17.8 Diversion Prevention All facilities shall be equipped with a security system thét will
provide suitable protection against theft and diversion. When appropriate, the security
provide protection against theft or diversion that is facilitated or hidden by tampering wj
or electronic records.

computers

17.9 Storage All drugs shall be stored at appropriate temperatures and u
conditions in accordance with requirements, if any, in the labeling of such drug
in the current edition of an official compendium.

er appropriate
or with requirements

(a) If no storage requirements are established for a drug, the dru
room temperature, as defined in an official compendium, to help
strength, quality, and purity are not adversely affected.

ay be held at “controlled”
sure that its identity,

(b) Appropriate manual, electromechanical, or electronic t
equipment, devices, and/or logs shall be utilized to docu

perature and humidity recording
nt proper storage of drugs.

17.10 Inspections All wholesalers must submit proof yith initial and renewal applications that
they have successfully passed and have maintained a currght inspection (not more than three years
old) certification by the Pharmacy Board in the state in whiCh they reside, or have successfully
obtained and maintained VAWD certification, or from ingpection certification from another similar body
approved by the Board.

17.11 Examination of Materials Upon recejft, each outside shipping container shall be
visually examined for identity and to prevent the Acceptance of contaminated drugs, or drugs that are
otherwise unfit for distribution. This examinatjn shall be adequate to reveal container damage that
would suggest possible contamination or othgr damage to the contents.

17.12 Examination of Outgoing Shipmfents Each outgoing shipment shall be carefully
inspected for identity of the drug produgf(s and to ensure that there is no delivery of drugs that have
been damaged in storage or held undér improper conditions.

17.13 Returned, Damaged, angZOutdated Drugs Drugs that are outdated, damaged,
deteriorated, misbranded, or adyiterated shall be quarantined and physically separated from other
drugs until they are destroyedAr returned to their supplier.

17.14 Compromised Pagkaging Any drug whose immediate or sealed outer or sealed
secondary containers haye been opened or used shall be identified as such, and shall be quarantined
and physically separatgd from other drugs until they are either destroyed or returned to the supplier.

17.15 Drug Safety/Quality Questions

drug’s gafety, identity, strength, quality, or purity, the wholesale drug distributor shall consider, among
otheythings, the conditions under which the drug has been held, stored, or shipped before or during
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its return and the condition of the drug and its container, carton, or labeling, as a result of storage or
shipping.

17.16 Record Keeping
(a) Wholesale distributors shall establish and maintain inventories and records of all tyansactions
regarding the receipt and distribution or other disposition of drugs. This includes:

(1) stored drugs;

(2) allincoming and outgoing drugs; and

(3) all outdated, damaged, deteriorated, misbranded, or adulterated dr

(b) These records shall include the following information:

(1) The source of the drugs, including the name and principal addyess of the seller or

transferor, and the address of the location from which the drugs were shipped,;
(2) The identity and quantity of the drugs received and distribyfed or disposed of; and
(3) The dates of receipt and distribution or other disposition g the drugs.

17.17 Availability of Records Inventories and records sh
and photocopying by any authorized official of any governmen
these rules for a period of two years following disposition of t

be made available for inspection
agency charged with enforcement of
drugs.

17.18 Record Retention
(@) Records described in this section that are kept at t
retrieved by computer or other electronic means shall
during the retention period.

inspection site or that can be immediately
e readily available for authorized inspection

(b) Records kept at a central location apart frorff the inspection site and not electronically retrievable
shall be made available for inspection within twb working days of a request by an authorized official of
any governmental agency charged with enfopement of these rules.

17.19 Reporting Thefts  Any theft of/significant loss of prescription drugs shall be reported to the
Board within 5 days. The report shoulg'be made on forms available from the Board for this purpose.

17.20 Written Policies and Procgdures

Wholesale distributors shall estabfish, maintain, and adhere to written policies and procedures, which
shall be followed for the receipt, Security, storage, inventory, and distribution of drugs, including
policies and procedures for idghtifying, recording, and reporting losses or thefts, and for correcting all
errors and inaccuracies in inentories.

17.21 Written Policies/Contents

Wholesale distributors ghall include in their written policies and procedures the following:
(a) A procedyfe whereby the oldest approved stock of a drug product is distributed first. The
procedure mAy permit deviation from this requirement if such deviation is temporary and
appropriatg”.

rocedure to be followed for handling recalls and withdrawals of drugs. Such

ure shall be adequate to deal with recalls and withdrawals due to:

(1) any action initiated at the request of the Food and Drug Administration or other
federal, state, or local law enforcement or other government agency, including the
Board of Pharmacy;

(2) any volunteer action by the Manufacturer to remove defective or potentially
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defective drugs from the market; or
(3) any action undertaken to promote public health and safety by the replacing of
existing merchandise with an improved product or new package design.
(4) A procedure to ensure that wholesale distributors prepare for, protect Zgainst, and
handle any crisis that affects security or operation of any facility in the evght of a strike,
fire, flood, or other natural disaster, or other situations of local, state, orfational
emergency.
(5) A procedure to ensure that any outdated drugs shall be segregéted from other
drugs and either returned to the manufacturer or destroyed.
(A) This procedure shall provide for written documentatign of the disposition of
outdated drugs.
(B) This documentation shall be maintained for two years after disposition of the
outdated drugs.

17.22 Responsible Individuals Wholesale distributors shall egtablish and maintain lists of
officers, directors, managers, and other individuals in charge of whglesale drug distribution, storage,
and handling, including a description of their duties and a summagfy of their qualifications.

17.23 Compliance with Federal, State, and Local Laws Wholesale distributors shall operate
in compliance with applicable federal, state, and local laws And rules.

17.24 Inspections Authorized Wholesale distribgtors shall permit the Board of Pharmacy and
authorized federal, state, and local law enforcement officials to enter and inspect their premises and
delivery vehicles, and to audit their records and writ{n operating procedures at reasonable times and
in a reasonable manner to the extent authorized by law.

17.25 Controlled Substances Compliance Requirements Wholesale distributors that deal in
controlled substances shall register with the prug Enforcement Administration (DEA), and shall
comply with all applicable state, local, and PEA requirements.

17.26 Salvaging and Reprocessing Wholesale distributors shall be subject to the provisions
of any applicable federal, state, or locAl laws or rules that relate to drug product salvaging or
reprocessing, including Title 21, pays 207, 210, and 211 subpart K of the Code of Federal
Regulations.

Part 18 Community’Based Long Term Care Pharmacies

18.1 Community Basgdd Long Term Care Pharmacies Community based long term care
pharmacies are those pflarmacies that are closed to retail trade and only provide services to patients
who may or may not r#side in institutional settings, but who require a higher level of service than that
typically provided byfretail pharmacies. These would include unit dose or multi dose packaging
promoting compligfice with drug treatment regimens, and higher levels of medication therapy
management.

18.2 Appficable Rules Community Based Long Term Care Pharmacies shall comply with
Part 9 hergm, Pharmacy Practice Rules.

18.3 ommunity Based Long Term Care Pharmacies Versus Institutional Long Term Care
pharpiacies Community based long term care pharmacies are distinguished from Institutional Long
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Term Care Pharmacies which are addressed in 10.2(b) of these Rules.

Part 19 Remote Pharmacies

19.1 General Purpose:
(a) This Part is enacted pursuant to 26 V.S.A. § 2032 which in 2006 initially auth
Pharmacy to conduct pilot remote pharmacy experiments and to then propose r
pharmacy and remote pharmacy practice.

ized the Board of
S governing remote

(b) The Board’s experiment shows that residents of identified under-served areas of Vermont can
benefit from having access to remote pharmacies. Vermonters in under,erved areas are
significantly restricted in their ability to obtain needed prescription drugsf Remote pharmacies
enable Vermonters to obtain prescription drugs in their own communiges while still being able to
consult with a pharmacist in a manner where public health, safety agd welfare can be assured.

(c) Remote pharmacies should be located only in those areas yhere residents require basic
pharmacy services and do not have a reasonably accessible rgftail pharmacy nearby. Remote
pharmacies are designed to allow patients to, as closely as pOssible, receive the basic care, attention,
and services that they would expect from a traditional retai)pharmacy. Because a pharmacist is not
required to be on the premises at all times however, the gmote pharmacy cannot provide the full
range of services normally provided by a retail pharma

(d) Remote pharmacies are not intended to be a stitute for retail pharmacies where a pharmacist
is present whenever prescription drugs are dispepsed.

19.2  Definitions
(a) “Certified pharmacy technician” means An individual who is:
(1) registered with the Board as apharmacy technician;
(2) whose registration is unencugnbered,;
(3) who has obtained and maigfains current certification from a national technician
certification authority approveg/by the Board; and
(4) who has a minimum of Z,000 hours experience as a registered pharmacy technician.

(b) “Coordinating pharmacist”
who provides remote pharm
experience.

eans a Vermont licensed pharmacist with an unencumbered license
services and who has no less than three years licensed practice

(c) “Coordinating pharpiacist manager” means a Vermont licensed pharmacist who has full
responsibility for all aggects of one or more remote pharmacies.

(d) “Coordinatingfharmacy” as used in this Part means a licensed pharmacy located within the
State of Vermonj/or a Vermont licensed pharmacist not affiliated with a pharmacy. The “coordinating
pharmacy,” as germitted by the Board, provides remote pharmacy services at one or more licensed
remote dispegfsing/pharmacy sites.

te pharmacy” means a licensed pharmacy facility where pharmacy services are provided
by a cogfdinating pharmacist. The remote pharmacy is designed so that a pharmacist at a different
locatigh provides pharmacy services electronically via a computer system and via video and audio
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communication system approved by the Board.

(f) “Remote pharmacy practice” means the provision of pharmaceutical care services, in
storage and dispensing of prescription drugs, drug regimen review, and patient counseli
staffed remote dispensing site.

19.3 Coordinating Pharmacist Manager
(@) The Coordinating pharmacist manager is a Vermont licensed pharmacist w
1) has no less than three years licensed practice experience;
2) possesses an unencumbered license; and
3) has been specifically designated and registered with the Board tg/serve as a coordinating
pharmacist manager.

(b) When the remote pharmacy is affiliated with a Vermont retail phaghacy, the retail pharmacy’s
pharmacist manager shall be the coordinating pharmacist manager.

19.4 Coordinating Pharmacist Manager Responsibilities
manager shall be responsible for, at a minimum, the following:
(@) Submitting for Board approval the operational pl
including:
(1) justification of the need for the remote
(2) identification of the coordinating site;
(3) identification of the remote dispenspig site;
(4) the names and titles of key persoghel at both locations;
(5) the quality assurance and imprgfement plan;
(6) a policies and procedure manyal; and
(7) explanation of the remote digpensing process to be utilized at the remote
dispensing site;

The coordinating pharmacist
for the remote pharmacy service,

armacy service as provided in this Part.

(b) Ensuring that the practice of pharmacy performed at the remote pharmacy and the
supervision of pharmacy technicjans complies with applicable federal and state statutes and
regulations and these rules;

(c) Ensuring that:

(1) any automated pharmacy system is in good working order;
(2) the AMDS gfcurately dispenses the correct strength, dosage form, and quantity of
the prescribed Arug and accurately prints the prescription label while maintaining

appropriate rgcord-keeping, security, and quality assurance safeguards;

(d) Ensuring tifat all pharmacists and pharmacy technicians authorized to provide remote
pharmacy seryices at the managing pharmacy or the remote site:

(1) nAaintain current licensure or registration with the Board;

(2) /are trained in the operation of any automated pharmacy system; and

(8Y are familiar with policies and procedures relating to the remote pharmacy practice.

19.5 Chafige of Coordinating Pharmacist Manager A change in the coordinating pharmacist
manager ghall be reported in the manner a change of a pharmacist manager is reported under Part 6
of these Rules.

19.6/ Coordinating Pharmacist Duties Only the coordinating pharmacist may perform the
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activities listed in this rule. These activities may not be delegated to a pharmacy technician at a
remote site.
(a) Receiving an oral prescription drug order from a prescriber or the prescriber’s
dispensing to a patient at the remote site;

ent for

(b) Interpreting a prescription drug order;
(c) Verifying the accuracy of prescription data entry;
(d) Interpreting the patient’s drug record and conducting a drug utilizgfion review;

(e) Authorizing any AMDS to dispense a prescription drug and pri
remote site;

a prescription label at the

() Performing the final verification of a dispensed prescripti
(g) Counseling the patient or the patient’s care-giver; an

(h) Completing and documenting the weekly inspectigh of the remote site.

19.7 License Required for Remote Pharmacy Servigks - General Requirements

(@) To be eligible for a remote pharmacy license, the ggplicant shall comply with the application
process set forth in Rules 7.2 and Rule 7.3 herein ang/demonstrate to the Board that there is limited
access to pharmacy services in the community whepé the remote site is proposed.

(b) In determining whether a community has lippfited access to pharmacy services, the Board may
consider, but is not limited to the following factgfs:
(1) the proximity of a licensed retail of remote pharmacy;
(2) the geographical location of thegfCommunity and proximity or ease of access to a retail
pharmacy; and
(3) the nature of the community/and its demographics.

(c) Inno event will the Board appr
(10) mile drive by motor vehicle.

e a remote pharmacy if a retail pharmacy is located within a ten

(d) Notwithstanding subsectigh (c) above, a remote pharmacy approved by the Board as part of the
pilot project before adoption 4f these rules may, so long as it remains in compliance with these rules,
continue to operate at its pfesent locations.

(c) Wherg remote pharmacy rules conflict with the other rules governing retail pharmacies, the
requirements of this Part shall apply. Space requirements for retail pharmacies do not apply to
remotg/pharmacies.
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19.9 Policy and Procedure Manual The coordinating pharmacy and remote pharmacy shall
operate pursuant to a written policy and procedure manual that is established by the coordi

and personnel designated by the coordinating pharmacist manager to have accgss to the area
where drugs are stored at the remote pharmacy;

(b) duties that may only be performed by a pharmacist; and

(c) policies and procedures for:
(1) operation of the video/auditory communication system,;
(2) security;
(3) sanitation;
(4) storage of drugs;
(5) dispensing;
(6)  supervision; and
(7) drug procurement, receipt of drugs, and delivgry of drugs.

19.10 Record Keeping The coordinating pharmacist ménager shall, at least annually, review
and revise as necessary the written policies and procedureg, and document such review.

19.11 Remote Pharmacy Staffing
(&) A pharmacist, pharmacy technician, or pharmacy/ntern performing services in support of a
remote pharmacy, whether those services are perfoffned at the coordinating pharmacy or the remote
pharmacy, must be licensed by or registered with jhe Board.

(b) Remote pharmacies shall be staffed by ceftified pharmacy technicians under the continuous
supervision of a Pharmacist. A remote pharyhacy where the sole operation is limited to an AMDS
dispensing pre-packaged medications in a gecure dispensing unit may be staffed by a certified
pharmacy technician, licensed practical ndrse, registered nurse, or authorized prescriber any of
whom shall register as a pharmacy techhician with the Board and shall be under the continuous
supervision of a Pharmacist.

(c) Pharmacy interns may not wofk at a remote pharmacy unless a pharmacist is physically present
at the remote pharmacy.

(d) A pharmacist who is engaged in the operation of a retail, institutional, or mail order pharmacy
shall not simultaneously op€rate more than one remote pharmacy.

(e) A coordinating phgmacist who is also engaged in retail or institutional pharmacy may supervise
the interpretation, evguation, and implementation of a prescription drug order, including the
preparation of a dry§ or device to a patient or patient’s agent, to an average of 125 prescriptions at
the remote pharmpécy per work day in any one week or a peak of 150 prescriptions on any one day.
This supervisiolimit does not apply to central filled or refill prescriptions dispensed at the remote
pharmacy.

() A phaghmacist who is not engaged in the operation of a retail, institutional or mail order pharmacy
may opefate no more than three simultaneously open Remote Pharmacies. A coordinating
pharmgcist providing only remote pharmacy services may supervise the interpretation, evaluation,
and pmplementation of a prescription drug order, including the preparation of a drug or device to a
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patient or patient’s bona fide representatives to an average of 250 prescriptions per work day in any
one week or a peak of 300 prescriptions per day.

(g) A coordinating pharmacy providing remote pharmacy services shall provide sufficiegf staffing to
meet the prescription work load. In an emergency, a temporary exception to this limit fhay, in the
Board’s discretion, be granted where the Coordinating Pharmacy has documented afieed to
supervise additional remote pharmacies and has demonstrated that appropriate sageguards are in
place to ensure proper supervision of each.

19.12 Notices and Displays
(a) Each remote pharmacy shall have a notice clearly visible to the public gtating: “This is a
licensed remote pharmacy. A pharmacist may not be physically present. A pharmacist from the
[name of coordinating pharmacy] pharmacy in [location] reviews every pfescription dispensed here.
Whether physically present here or at the [name of coordinating pharmfacy] pharmacy, the pharmacist
is required to speak with you before your prescription will be dispenséd.”

(b) The license, or a copy thereof, of any pharmacist providing gmote pharmacy services must be
prominently displayed at the remote pharmacy.

(c) The registration and national certification, or copy ther
remote pharmacy shall be prominently displayed.

f, of any pharmacy technician at a
(d) Remote pharmacies must display all signs requirgd by state or federal law for any retalil
pharmacy.

19.13 Storage Security Drugs stored at
(a) separate from any other drugs at

mote pharmacy shall be stored in an area that is:
health care facility; and
(b) locked by key or combination, $6 as to prevent access by unauthorized personnel.

(c) Access to the area where gfugs are stored at the remote pharmacy must be limited to
registered or licensed pharmag# personnel.

19.14 Audiovisual link
(&) There must be a continuougly accessible, two-way audiovisual link between the coordinating
pharmacist and the remote phgrmacy. The transmission of information through the computer link
must make information availgble to the coordinating pharmacist and the remote pharmacy
simultaneously. The videg camera used for the certification of prescriptions must be of sufficient
guality and resolution sohat the coordinating pharmacist can visually identify the markings on tablets
and capsules. No pregcription may be dispensed if the audio/visual link is not fully operational.

(b) Audio/video and IT communications disruptions shall be documented and retained for three

visual link shall be recorded while the remote pharmacy is in operation. The recording
shall be retgined for 30 days.

remote/pharmacy at all times. The coordinating pharmacist shall be able to monitor the security
camgfas at all times.
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19.75 AMDS Requirements An AMDS used in a remote pharmacy must comply with
provisions contained in Part 11 of these rules.

19.16 Remote Pharmacy Operation
(&) A remote pharmacy may utilize an AMDS located in an area accessible only to r£gistered or
licensed pharmacy personnel.

(b) The coordinating pharmacist shall have access to the remote pharmacy’s gutomated data
processing system to perform a prospective drug utilization review (DUR) prigf to dispensing. The
pharmacist shall ensure, through the use of the video/auditory communicatigh system, that the
certified pharmacy technician has accurately and correctly prepared the dylig for dispensing
according to the prescription drug order.

(c) The remote pharmacy may be open only if the computer link, vigeo link, and audio link with the
coordinating pharmacy are functioning properly. If any link is not flinctioning properly, the remote
pharmacy must be closed unless a pharmacist is working at the gmote pharmacy.

(d) Any prescription filled at the remote pharmacy must be r
before the prescription is dispensed.

lewed and interpreted by a pharmacist

(e) A remotely dispensed prescription must have a pr
container before the pharmacist approves the prescri

erly prepared label attached to the final drug
lon for dispensing.

() The computer must be capable of carrying theAnitials of the technician preparing the prescription
and the pharmacist verifying the prescription.
() No compounding may occur at a remote/pharmacy unless a pharmacist is physically present.
19.17 Written or Electronic Prescriptjgn Drug Orders

(&) A remote dispensing site may recefze only written, faxed, or electronic prescription drug orders.
The pharmacy technician at the remaje site shall either transmit the prescription drug order or refill
request to the coordinating pharma The pharmacy technician may input the prescription drug

order or refill request so that coorginating pharmacist may perform a prospective drug utilization
review and verify the prescriptioff information prior to authorizing dispensing from the remote site.

(b) A pharmacy technician At a remote pharmacy shall not receive oral prescription drug orders from
a practitioner or practitiongf’s agent. Oral prescription drug orders shall be communicated directly to
a coordinating pharmaci

19.18 Schedule ll
(a) patient
(faxed pre

escriptions Schedule II prescriptions shall be dispensed as follows:
esents original hard copy of Schedule Il prescription to the remote pharmacy;
riptions are not permitted)

(b) afifr verifying that the prescribed drug is in stock, technician dates, cancels, and signs the
origindl hard copy;

the technician scans the prescription into patient file;

(d) the coordinating pharmacist prints and reviews scanned prescription;
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(e) the coordinating pharmacist dates, cancels, and signs the printed scanned pres¢/iption;

(f) the coordinating pharmacist re-scans the prescription to the patient file;

(g) the technician at the remote site prints the pharmacist’s cancelled prescrigtion and
attaches it to the original prescription.

(h) No less than once per week, the original prescription must be revie
pharmacist who then cancels, signs, and dates the original prescription/
19.19 Counseling Unless the patient affirmatively refuses counseling, fvhich refusal shall be
documented, counseling is required for all new prescriptions.

19.20 No Returned Drugs A remote pharmacy may not recei
returned due to a prescription dispensing error made at that site.

“take backs” except drugs

19.21 Inspections and Board of Pharmacy Access to Recgrds

(&) All policies and procedures for any remote pharmacy myét be maintained both in the
coordinating pharmacy and the remote pharmacy and be ayailable for inspection by the Board. The
Board may physically inspect a remote pharmacy as it degms appropriate.

19.22 Quality Assurance The coordinating ph
(&) conduct an inspection of the remote ph
necessary. Inspection must be document
available upon request by the Board;

acist manager must:
acy at weekly intervals or more frequently if
and kept on file at the remote pharmacy and

(b) implement and conduct a quality Assurance plan that provides for on-going review of
dispensing errors, with appropriate gCtion taken, if necessary, to assure patient safety;

(c) verify the accuracy and legij
inspections;

acy of controlled substance prescriptions during weekly

(d) Maintain records of all£ontrolled substances stocked by the remote pharmacy through a
daily perpetual inventory./ Controlled substance perpetual inventory records must be available
for Board inspection;

(e) conduct an invghtory of all controlled substances at least monthly to verify accuracy; and

() maintain a rgcord of medication errors.

e Board

After 180 days of operation the coordinating pharmacist manager for each
shall submit a report to the Board. The report shall:

(1) syhmarize identified errors by category and shall include the total number of errors

state the number of prescriptions dispensed each month.

(b)

ubsequent reports, annually.  Within 15 days of the anniversary of the opening date, the
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coordinating pharmacist manager for each remote pharmacy shall submit a report to the Board. The
report shall contain all the information required in subsection (a) of this rule.

19.24 Renewal Requirements
(a) Before a remote pharmacy license will be renewed, the licensee must demonstratg a continuing
need for the remote pharmacy addressing the criteria upon which the initial license
The Board’s renewal form may contain questions to assist the renewal evaluation
Board can determine whether there is a continuing need for the remote pharmacy!

ocess so that the

(b) Remote renewals applications must be submitted using forms approved Yy the board.

(c) The Board will not renew a remote pharmacy license if a retail pharmgcy is granted a license to
operate within ten (10) miles by motor vehicle of the remote pharmacy’sfocation. The remote
pharmacy may apply to the Board for a pharmacy license for that locaon.

19.25 Remote Pharmacy Closing A remote pharmacy whi
drug outlet closing provisions of these Rules.

is to close shall comply with the

Part 20 Unprofessional Conduct and Dis£iplinary Information

20.1  Definitions The Board may take disciplinary/action against a licensee, former licensee,

or applicant for any of the grounds of unprofessional cghduct set forth in 26 V.S.A. § 2051 or in 3

V.S.A. §129a. 3 V.S.A. § 129a(a)(3) includes within/the definition of unprofessional conduct, “(3)

[flailing to comply with provisions of federal or state/Statutes or rules governing the practice of the

profession.” Unprofessional conduct includes:
(&) Giving or receiving improper assist
for licensure.

ce in connection with any part of the examinations

(b) Failing to provide, or false docgdmentation of, continuing pharmacy education.
(c) False affirmation of any infgrmation provided to the Board.
(d) Participating in, or agr

drugs and devices may b
any non-licensed persory

ing to, activities whereby prescription orders, or prescription
egularly delivered, or received, or solicited, or accepted by or to

(e) Providing presc
and address of the

tion pads or blanks inscribed with the pharmacist’'s name, or the name
rug outlet, for office use by a prescriber.

(f) Any disciplihary action in any jurisdiction by a licensing authority regulating the practice of
a health-relatgd profession.

(g) Dealphg with drugs or devices that the licensee knows or should know are stolen drugs or
r that the licensee knows or should know were obtained through distribution channels
that dg’not comply with licensing requirements.

(hy' Attempting to circumvent the patient counseling requirements, or discouraging the patient
m receiving patient counseling concerning his or her prescription drug order.
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(i) Divulging or revealing to unauthorized persons patient or practitioner information or the

nature of professional pharmacy services rendered without the patient’s express congént, or

without order or direction of a court. The following are considered authorized persghs:
(1) Patient or patient’s agent, or another pharmacist acting on behalf of a patient;
(2) Practitioner who issued the prescription drug order;
(3) Certified or licensed health care personnel who are responsible foythe care of the
patient;
(4) A member, inspector, agent, or investigator of the Board or any/federal, state,
county, or municipal officer whose duty is to enforce the laws of th#s State or the United
States relating to drugs or devices or both and who is engaged yh a specific
investigation involving a designated person or drug; and
(5) An agency of government charged with the responsibilig of providing medical care
for the patient, upon a written request by an authorized repfesentative of the agency
requesting such information.

() Except for the sale of syringes, selling, giving away, or gtherwise disposing of accessories,
chemicals, or drugs or devices found in illegal drug traffic ythen the pharmacist knows or
should have known of their intended use in illegal activitjés.

(k) Selling a drug for which a prescription drug ord
having received a prescription drug order for the dgdg.

from a practitioner is required, without

()  Willfully and knowingly failing to maintain c
received, dispensed, or disposed or in compl;
state laws and rules.

plete and accurate records of all drugs
nce with the federal laws and regulations and

(m) Obtaining any remuneration by fradd, misrepresentation, or deception, including but not
limited to, receiving remuneration for gfnending or modifying, or attempting to amend or
modify, a patient’s pharmaceutical cAre, absent a clear benefit to the patient, solely in
response to promotion or marketing activities.

20.2 Independent Judgment V.S.A. 8 129a(b) requires practitioners to practice
competently.  This includes confogning to essential standards of acceptable and prevailing practice.
Part of a pharmacist’s responsibiljffes is the duty to use independent professional judgment.
(@) A licensed pharmacigt must comply with federal and state statutes and rules including the
rules of the Vermont Bgérd of Pharmacy. The nature of contemporary pharmacy practice may
from time to time plagg€ a pharmacist in a position where adherence to legal requirements may
conflict with the expgctation of prescribers, employers or others.

(b) When suc
professional

onflicts arise, the pharmacist’s obligation is to exercise independent
gment. This may require a pharmacist to tell patients, prescribers, employers

20.3 Initiag/hg a Complaint Anyone wishing to make a complaint of unprofessional conduct
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20.4 Investigations The Board may receive complaints from any source. 3 V.S.A. 8 129(b).

20.5 Disciplinary Process The Board follows the current complaint procedure recgmmended
by the Office of Professional Regulation. A copy of the procedure and more informatioff about the
complaint process can be obtained from the Office.

20.6  Confidentiality Confidentiality of disciplinary matters is governed by #V.S.A. 8§ 131.
20.7 Appeals Appeals from Board decisions are governed by 3 V.S.A. §/130.

20.8 Reinstatement After Revocation

(&) Unless the Board orders otherwise in a disciplinary decision, a licensge whose license has been
revoked may apply for reinstatement at any time after one year has elagéed from the effective date of
the revocation, or the date of the last application for reinstatement, if mOre than one application has
been made.

(b) An application for reinstatement must show, among other reguirements, that the licensee is fully
rehabilitated from the conduct which produced the revocation, ghd should include supporting
recommendations from pharmacists who have personal knowfedge of the applicant’s activities since
the revocation. Information about other requirements and fflecessary documentation may be
obtained from the Director of the Office of Professional RgQulation.

20.9 Modification of Orders

(@) A licensee whose license has been suspended/restricted, or placed under supervision may
apply for modification of the Board’s order at any tine after six months have elapsed from the
effective date of the order, or the date of the last@pplication, if more than one application has been
made, unless an order of the Board provides ggherwise.

(b) An application for reinstatement of an Anrestricted license must show, among other
requirements, that the licensee is fully repabilitated from the conduct which produced the disciplinary
action, and should include supporting rgCommendations from pharmacists or other relevant persons
who have personal knowledge of the Applicant’s activities since the action. Information about other
requirements and necessary documéntation may be obtained from the Director of the Office of
Professional Regulation.

Effective Date: Septemfer 15, 2015
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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.
¢ 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
¢ 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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