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WSR 24-17-006
PROPOSED RULES
DEPARTMENT OF HEALTH

(Pharmacy Quality Assurance Commission)
[Filed August 8, 2024, 8:19 a.m.]

Original Notice.

Preproposal statement of inquiry was filed as WSR 23-01-111.

Title of Rule and Other Identifying Information: Expanding access
to drugs stored outside of the pharmacy by unlicensed health care fa-
cility staff. The pharmacy quality assurance commission (commission)
is proposing to amend WAC 246-945-455 which currently limits access to
drugs stored outside of the pharmacy to only licensed health care pro-
fessionals and may disrupt supply chain management in health care fa-
cilities.

Hearing Location(s): On October 10, 2024, at 9:30 a.m., at the
Department of Labor and Industries, Room S117/118, 7273 Linderson Way
S.W., Tumwater, WA 98501; or wvirtually wvia Zoom. Register in advance
for this webinar at https://us02web.zoom.us/j/87143495001. After reg-
istering, you will receive a confirmation email containing information
about joining the webinar.

Date of Intended Adoption: October 10, 2024.

Submit Written Comments to: Haleigh Mauldin, P.O. Box 47852,
Olympia, WA 98504-7852, email https://fortress.wa.gov/doh/
policyreview/, fax 360-236-2260, beginning the date and time of this
filing, by October 4, 2024, at midnight.

Assistance for Persons with Disabilities: Contact Haleigh Maul-
din, phone 360-890-0720, fax 360-236-2260, TTY 711, email
PharmacyRules@doh.wa.gov, by October 1, 2024.

Purpose of the Proposal and Its Anticipated Effects, Including
Any Changes in Existing Rules: Prior to the commission's rules rewrite
in 2020, WAC 246-873-070(3) permitted the director of a pharmacy at a
hospital to "designate in writing, by title and/or position those in-
dividuals who shall be authorized access to particular areas within
the pharmacy, including authorization of access to keys and/or combi-
nations." This provision was removed in the rules rewrite process. The
current WAC 246-945-455 (1) (c) reads, "Access [to drugs stored outside
of the pharmacy] must be limited to health care professionals licensed
under the chapters specified in RCW 18.130.040 acting within their
scope..."

Under WAC 246-945-455 (1) (c), unlicensed staff responsible for
supporting supply chain management as a part of their scope of employ-
ment are not able to access certain drugs such as over-the-counter
drugs or IV fluids, among others, without obtaining a health profes-
sion credential listed in RCW 18.130.040. The commission was informed
of unintended disruption to the drug supply chain within institutional
facilities by requiring only licensed health care professionals to ac-
cess drugs stored outside of the pharmacy.

The proposed rule codifies guidance from the commission stating
that unlicensed employees or contractors of a health care facility may
access drugs listed in the facility's policies and procedures that are
stored outside of the pharmacy in a designated area when they are act-
ing within their scope of employment for the purposes of supply chain
management. This proposal intends to reduce unintended disruption of
facility supply chain management causing administrative burden on
health care facilities and increase patient safety by releasing li-
censed staff to focus on patient care.
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Reasons Supporting Proposal: As it is currently written, WAC
246-945-455 disrupts and puts strain on an already overwhelmed supply
chain, unintentionally limiting access to patient care. Reducing
strain on the supply chain within licensed facilities could protect
patient and public health, safety, and welfare by allowing unlicensed
employees or contractors to complete supply chain tasks so that 1li-
censed healthcare providers can engage in patient care. The proposed
rules are needed for unlicensed staff to access drugs stored outside
of the pharmacy to allow licensed staff to focus on patient care.

Statutory Authority for Adoption: RCW 18.64.005, 69.41.075, and
69.50.301.

Statute Being Implemented: RCW 18.64.005.

Rule is not necessitated by federal law, federal or state court
decision.

Name of Proponent: Pharmacy quality assurance commission, govern-
mental.

Name of Agency Personnel Responsible for Drafting and Implementa-
tion: Haleigh Mauldin, 111 Israel Road S.E., Tumwater, WA 98501,
360-890-0720; and Enforcement: Marlee B. O0'Neill, 111 Israel Road
S.E., Tumwater, WA 98501, 360-480-9108.

A school district fiscal impact statement is not required under
RCW 28A.305.135.

A cost-benefit analysis is required under RCW 34.05.328. A pre-
liminary cost-benefit analysis may be obtained by contacting Haleigh
Mauldin, P.O. Box 47852, Olympia, WA 98504-7852, phone 360-890-0720,
fax 360-236-2260, TTY 711, email PharmacyRules@doh.wa.gov.

Scope of exemption for rule proposal from Regulatory Fairness Act
requirements:

Is not exempt.

The proposed rule does not impose more-than-minor costs on busi-
nesses. Following is a summary of the agency's analysis showing how
costs were calculated.

sectioN 1: A brief description of the proposed rule, including the
current situation/rule, followed by the history of the issue and why
the proposed rule is needed. A description of the probable compliance
requirements and the kinds of professional services that a small busi-
ness is likely to need in order to comply with the proposed rule: On
July 1, 2020, the commission completed a two-and-a-half-year process
to consolidate and streamline all rules under its authority related to
the practice of pharmacy. In this rewrite, chapter 246-945 WAC was
created, which includes WAC 246-945-455 that contains rules pertaining
to drugs stored outside of a pharmacy. Previously, WAC 246-873-070(3)
permitted the director of pharmacy at a hospital to "designate in
writing, by title and/or position those individuals who shall be au-
thorized access to particular areas within the pharmacy, including au-
thorization of access to keys and/or combinations." This provision was
removed in the chapter rewrite process. The current WAC 246-945-455
(1) (c) reads, "Access [to drugs stored outside of the pharmacy] must
be limited to health care professionals licensed under the chapters
specified in RCW 18.130.040 acting within their scope."

Under WAC 246-945-455 (1) (c), unlicensed staff responsible for
supporting supply chain management as a part of their scope of employ-
ment are not able to access certain drugs such as over-the-counter
drugs or IV fluids, among others, without obtaining a health profes-
sion credential listed in RCW 18.130.040. The commission was informed
of unintended disruption to the drug supply chain within institutional
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facilities by requiring only licensed health care professionals to ac-
cess drugs stored outside of the pharmacy. In response, the commission
determined in a guidance document that it would not find licensees de-
ficient or take enforcement actions against licensees for violations
of WAC 246-945-455 (1) (c) if the following conditions are met:

. The unlicensed employee of a health care facility is operating
within the scope of their employment;

. The unlicensed employee is only accessing drugs for the purposes
of supply chain management within the health care facility;

. The unlicensed employee is only accessing drugs listed in a poli-
cy and procedure that is in a readily retrievable form;

. The unlicensed employee cannot access controlled substances under

any circumstances or access drug products as part of dispensing a
prescription or order; and

. The pharmacy meets all other requirements of WAC 246-945-455 and
applicable laws.

The proposed rule language would codify the guidance the commis-
sion provided on access to drugs stored outside the pharmacy by unli-
censed staff and review whether there are other unintended disruptions
from WAC 246-945-455 (1) (c) within health care facilities. The pro-
posed rule also incorporates feedback received from interested parties
since the guidance document went into effect.

Compliance with this rule would require a health care facility
choosing to allow unlicensed staff to have access to drugs stored out-
side of the pharmacy to develop new policies, procedures, and training
that detail scopes of employment and list drugs that will be accessed.
The initial development of these documents would likely be a one-time
cost that would require staff time and consultation with other rele-
vant professions.

secTioN 2: Identification and summary of which businesses are re-
quired to comply with the proposed rule using the North American In-
dustry Classification System (NAICS).

Small Business Economic Impact Statement (SBEIS) Table 1. Summary
of Businesses Required to Comply to the Proposed Rule:

NAICS Code Number of Businesses in Minor Cost
4, 5, or 6 Digit) NAICS Business Description Washington State Threshold
446110 Pharmacies and Drug Stores 267* $19,161

*The employment security department (ESD) reported 267 businesses
categorized as pharmacies and drug stores, but department of health
staff reported the number of pharmacies as of April 2024, with 1,283
facilities being standalone pharmacies and 110 facilities being hospi-
tal pharmacies.

sEcTioN 3: Analysis of probable costs of businesses in the industry
to comply to the proposed rule and includes the cost of equipment,
supplies, labor, professional services, and administrative costs. The
analysis considers if compliance with the proposed rule will cause
businesses in the industry to lose sales or revenue:

WAC 246-945-455 Drugs stored outside of the pharmacy: Descrip-
tion: WAC 246-945-455 states that each staff member of a health care
facility must obtain at least a license of a health care professional
listed in RCW 18.130.040 to be able to access drugs that are stored
outside of the pharmacy for supply chain management within the facili-
ty. This requirement created unintended disruptions to the drug supply
chain within health care facilities because historical practices per-
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mitted unlicensed employees of a health care facility to access cer-
tain drug products for supply chain management needs.

The proposed rule would provide a framework for unlicensed staff
responsible for supply chain management to access drugs stored outside
of the pharmacy under certain conditions. Health care facilities that
choose to allow this will need to develop policies, procedures, and
conduct necessary training for unlicensed employees.

Cost(s): A health care facility choosing to allow unlicensed
staff to have access to drugs stored outside of the pharmacy must de-
velop new policies and procedures detailing scopes of employment and
listing drugs that will be accessed. In addition to the development of
new policies and procedures, health care facilities will need to train
staff on the policies and procedures.

The guidance document, Access to Drugs Stored Outside of the
Pharmacy, states that licensees would not be found deficient and the
commission would not take enforcement action for violations as long as
certain conditions are met. The conditions outlined in the guidance
document are reflected in the proposed rule. One of the conditions in
the guidance document required licensees utilizing the guidance to
have policies and procedures that lists the accessible drugs.

The process of creating new policies, procedures, and training
would produce the majority of costs for the adoption of this rule.
These documents would likely be developed by the responsible pharmacy
manager. Commission staff estimate that the hours needed to develop
adequate policies and procedures would be around two to four hours for
conceptualization, two to four hours to review, two to four hours for
other revisions or improvements, and two to four hours to create
training modules to inform staff members with varying backgrounds and

knowledge levels on the updated policies and procedures.?!
In Washington state the median wage for a responsible pharmacy

manager is $63.822 per hour. The hourly rate was then multiplied by 16
which encompasses the maximum hours estimated for development: Four
hours for conceptualization, four hours of revision, four hours of re-
view, and four hours of training development. This would bring the to-
tal for a health care facility's compliance for this rule to be a max-
imum of $1,021.12 for developing new policies and procedures. However,
it is likely that some health care facilities that faced supply chain
disruption have already developed new policies and procedures to meet
the requirements in the guidance document, Access to Drugs Stored Out-
side of the Pharmacy.

The initial development of the policies and procedures is likely
a one-time cost with smaller cost associated with updating, if neces-
sary. To reduce costs, certain steps in the development process for
new policies and procedures could be delegated to nonmanagement per-—
sonnel. Delegating parts of the conceptualization, drafting, and revi-
sions to nonmanagement staff could reduce some of the costs associated
with labor. Parts of the process could be developed by a pharmacist,
materials handler, administrative staff, and staff nurse, or other
qualified personnel, then reviewed and finalized by management staff.

Summary of all Cost(s):

SBEIS Table 2. Summary of Section 3 Probable Cost(s):

WAC Section and Title Probable Cost(s)
WAC 246-945-455 Drugs stored outside of the pharmacy Policies, Procedures, and Training Development
$1,021.12
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The commission determined that the overall benefits of reducing
unintended disruption of facility supply chain management causing ad-
ministrative burden on health care facilities and increasing patient
safety by releasing licensed staff to focus on patient care outweigh
the cost of developing policies, procedures, and training.

sEcTioN 4: Analysis on if the proposed rule may impose more-than-mi-
nor costs for businesses in the industry. Includes a summary of how
the costs were calculated: No, the costs of the proposed rule
$1,021.12 are less than the minor cost threshold $19,161.00.

Summary of how the costs were calculated: The costs of compliance
for this rule were calculated by multiplying the salary of the respon-
sible pharmacy manager, which was $63.82 per hour, by the 16 hours
needed for conceptualization, review, revisions, and training develop-
ment. The maximum total cost of compliance for this rule was deter-
mined to be $1,021.12.

1 Time range determined via consultation with the staff pharmacist consultant, who is a licensed pharmacist.
2 Bureau of Labor Statistics, U.S. Department of Labor, Occupational Employment and Wage Statistics, Pharmacists, at https://www.bls.gov/oes/
current/oes291051.htm (visited March 25, 2024).

A copy of the detailed cost calculations may be obtained by con-
tacting Haleigh Mauldin, P.O. Box 47852, Olympia, WA 98504-7852, phone
360-890-0720, fax 360-236-2260, TTY 711, email
PharmacyRules@doh.wa.gov.

August 7, 2024
Hawkins DeFrance, PharmD, Chair
Pharmacy Quality Assurance Commission

0TSs-5428.1

AMENDATORY SECTION (Amending WSR 20-12-072, filed 6/1/20, effective
7/1/20)

WAC 246-945-455 Drugs stored outside of the pharmacy. (1) In
order for drugs to be stored in a designated area outside the pharmacy
including, but not limited to, floor stock, in an emergency cabinet,
in an emergency kit, or as emergency outpatient drug delivery from an
emergency department at a registered institutional facility, the fol-
lowing conditions must be met:

(a) Drugs stored in such a manner shall remain under the control
of, and be routinely monitored by, the supplying pharmacy;

(b) The supplying pharmacy shall develop and implement policies
and procedures to prevent and detect unauthorized access, document
drugs used, returned and wasted, and regular inventory procedures;

(c) Access to drugs stored in a designated area outside of the
pharmacy must be limited to health care professionals licensed under
the chapters specified in RCW 18.130.040 acting within their scope,
and nursing students as provided in WAC 246-945-450, except as provi-
ded in subsection (2) of this section;

(d) The designated area is appropriately equipped to ensure se-
curity and protection from diversion or tampering; and

(e) The designated area must be located in a facility ((&s—abkte))
licensed or otherwise authorized by law to possess and store drugs.
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(2) An unlicensed employee or contractor of the receiving facili-
ty may access drugs stored in the designated area if all of the fol-
lowing are met:

(a) The unlicensed employee or contractor is acting within their
scope of employment or contract;

(b) The unlicensed employee or contractor is accessing drugs for
the purpose of supply chain management at the receiving facility;

(c) The unlicensed employee or contractor is only accessing drugs
listed in a policy and procedure that is readily retrievable by the
supplying pharmacy; and

(d) The unlicensed employee or contractor is not accessing con-
trolled substances.

(3) For nursing homes and hospice programs an emergency kit or
supplemental dose kit must comply with RCW 18.64.560.
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