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WSR 25-21-016
PERMANENT RULES
DEPARTMENT OF HEALTH

(Pharmacy Quality Assurance Commission)
[Filed October 3, 2025, 8:49 a.m., effective November 3, 2025]

Effective Date of Rule: Thirty-one days after filing.

Purpose: Inspection requirements for modifications or remodels.
The pharmacy quality assurance commission (commission) is adopting
amendments to WAC 246-945-230 to clarify circumstances necessitating a
remodel inspection due to pharmaceutical facility modifications or re-
models.

Citation of Rules Affected by this Order: Amending WAC
246-945-230.

Statutory Authority for Adoption: RCW 18.64.005.

Adopted under notice filed as WSR 25-13-005 on June 5, 2025.

Changes Other than Editing from Proposed to Adopted Version: As
part of the public hearing process on August 14, 2025, the commission
adopted a clarifying and nonsubstantive revision in the definition of
"physical change" or "physical changes" from the proposed to adopted
version. The definition of "physical change" or "physical changes" is
one of two terms to delineate when an inspection may be warranted to a
modification or remodel of a pharmaceutical facility. The revision
clarifies that negative impacts to security apply to both changes im-
pacting structural elements and changes impacting square footage in
WAC 246-945-230 (1) (c) (1) . WAC 246-945-230 (1) (c) (1) has been revised
to, "changes to structural element(s), such as walls, floors, and load
bearing elements, that negatively impact security as determined by the
facility" and new WAC 246-945-230 (1) (c) (1i) reads, "changes impacting
square footage that negatively impact security as determined by the
facility." Revising WAC 246-945-230 (1) (c) (i) and (ii) ensures that
negative impacts to security are applicable to both changes to struc-
tural elements and changes to square footage.

Number of Sections Adopted in Order to Comply with Federal Stat-
ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New O,
Amended 0, Repealed 0; or Recently Enacted State Statutes: New O,
Amended 0, Repealed 0.

Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 1, Repealed O.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed 0.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 0, Amended 1, Repealed O.

Number of Sections Adopted using Negotiated Rule Making: New O,
Amended 0, Repealed 0; Pilot Rule Making: New 0, Amended 0, Repealed
0; or Other Alternative Rule Making: New 0, Amended 1, Repealed O.

Date Adopted: October 2, 2025.

Hawkins DeFrance, PharmD, Chair
Pharmacy Quality Assurance Commission

RDS-6289.2
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AMENDATORY SECTION (Amending WSR 24-11-060, filed 5/13/24, effective
6/13/24)

WAC 246-945-230 General information, change of location, owner-

ship or new construction. (1) The definitions in this subsection ap-
ply throughout WAC 246-945-230 through 246-945-247 unless otherwise
specified:

(a) "License" includes "licensing," "licensure," "certificate,"
"certification," and "registration."

(b) "Facility" includes pharmacies, nonresident pharmacies,

health care entities, hospital pharmacy associated clinics, wholesal-
ers, and manufacturers.

(c) "Physical change" or "physical changes" are alterations to a
previously approved space, including:

(1) Changes to structural element(s) such as walls, floors, and
load bearing elements that negatively impact security as determined by
the facility;

(1i) Changes impacting square footage that negatively impact se-
curity as determined by the facility;

(1ii) Changes to access to drugs or devices that negatively im-
pact security as determined by the facility;

(iv) Changes that necessitate temporary relocation of pharmacy
services; or

(v) Addition of, or functional changes to, a compounding space.

(d) "Functional change" or "functional changes" are alterations
to the intended purpose of the previously approved space, including
repurposing a previously approved compounding space for a different
function, such as conversion of a nonhazardous to a hazardous com-
pounding space.

(e) "Modifications or remodels" are any physical changes or func-
tional changes to a previously approved area, building, room, or com-
pounding space of a facility. Facility changes due to routine mainte-
nance or changes to equipment are not modifications or remodels, un-
less they are physical changes or functional changes.

(2) The commission shall license a facility that:

(a) Submits a completed application for the license applied for
on forms provided by the commission;

(b) Pays the applicable fees in accordance with WAC 246-945-990
through 246-945-992. This fee will not be prorated under any circum-
stances;

(c) Undergoes an inspection by the commission if the facility is
located in Washington pursuant to WAC 246-945-005 that results in ei-
ther no deficiencies or an approved plan of correction; and

(d) Obtains a controlled substances registration from the commis-
sion and is registered with the DEA if the facility intends to possess
or distribute controlled substances.

(3) Once an initial license is issued, a licensed facility must:

(a) Notify the commission and pay a facility inspection fee in

(b) Submit a new application on forms provided by the commission
and pay the initial license fee as established in WAC 246-945-990
through 246-945-992 if the facility changes location to a different
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address. If located in Washington, a facility may not relocate prior
to the inspection of the new premises.

(c) Notify the commission and pay the initial license fee in ac-
cordance with WAC 246-945-990 through 246-945-992 whenever there is a
change of ownership. Change in ownership includes changes in business
or organizational structure such as a change from sole proprietorship
to a corporation, or a change of more than 50 percent ownership in a
corporation.

(1) Upon receipt of a change of ownership application and fees,
the purchaser may begin operations prior to the issuance of a new
pharmacy license only when the purchaser and seller have a written
power of attorney agreement. This agreement shall delineate that vio-
lations during the pending application process shall be the sole re-
sponsibility of the seller.

(ii) This agreement shall be provided to the commission upon re-
quest.

(d) Notify the commission within 30 days of any changes to the
information provided on their application.

(e) Notify the commission of any changes in their responsible
pharmacy manager in accordance with WAC 246-945-480, if a responsible
pharmacy manager is required for initial licensure.

(f) Renew their license in accordance with WAC 246-945-990
through 246-945-992.

(4) A license i1s issued to a location and is not transferable.
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