PROPOSED RU LE MAKING OFFICE OF THE CODE REVISER

CR-102 (June 2024)

(Implements RCW 34.05.320)
Do NOT use for expedited rule making

CODE REVISER USE ONLY

STATE OF WASHINGTON
FILED

DATE: April 13,2026

TIME: 9:48 AM

WSR 26-09-060

Agency: Department of Health — Pharmacy Quality Assurance Commission

X Original Notice

O Supplemental Notice to WSR

O Continuance of WSR

X Preproposal Statement of Inquiry was filed as WSR 25-22-008; or
[0 Expedited Rule Making--Proposed notice was filed as WSR ; or

[J Proposal is exempt under RCW 34.05.310(4) or 34.05.330(1); or

O Proposal is exempt under RCW .

Title of rule and other identifying information: Clarifying conditions for Ancillary Utilization Plans (AUPs) submitted to the
Pharmacy Quality Assurance Commission (commission) for approval. The commission is proposing to amend WAC 246-945-
410 to clarify that only pharmacies may submit an AUP, per RCW 18.64A.040 and 18.64A.060, for approval by the
commission to utilize pharmacy ancillary personnel as defined in RCW 18.64A.010(5).

Hearing location(s):
Date:

Time:

Location: (be specific)

Comment:

5/28/2026

1:30 p.m.

Physical location:

Labor & Industries Building
7273 Linderson Way SW
Tumwater, WA 98501

Virtual:

To access the meeting on May
28, 2026 at 1:30 pm, go to
https://zoom.us/join or
https://us02web.zoom.us/j/86309

299195 and use the Webinar ID
863 0929 9195

The access options include one
tap mobile: US:
+12532158782,,86309299195#
or
+16699009128,,86309299195#

Or Telephone: Dial(for higher
quality, dial a number based on
your current location):

US: +1 253 215 8782 or

+1 669 900 9128 or

+1 346 248 7799 or

+1 669 444 9171 or

+1 386 347 5053 or

+1 564 217 2000 or

The commission will hold a hybrid hearing. Attendees
are welcome to attend either in-person at the physical
location or virtual via Zoom.
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https://us02web.zoom.us/j/86309299195
https://us02web.zoom.us/j/86309299195

+1 646 558 8656 or

+1 646 931 3860 or

+1 301 715 8592 or

+1 312 626 6799 Webinar ID:
861 1495 8466

International numbers available:
https://us02web.zoom.us/u/kdLN
o6unOZ

Date of intended adoption: 5/28/2026 (Note: This is NOT the effective date)

Submit written comments to: Assistance for persons with disabilities:
Name Joshua Munroe Contact Joshua Munroe

Address PO Box 47852, Olympia, WA 98504-7852 Phone 360-502-5058

Email PharmacyRules@doh.wa.gov Fax 360-236-2901

Fax 360-236-2901 TTY 711

Other https://fortress.wa.gov/doh/policyreview Email  PharmacyRules@doh.wa.gov
Beginning (date and time) The date and time of filing Other None

By (date and time) 5/14/2026 at 11:59 p.m. By (date) 5/14/2026

Purpose of the proposal and its anticipated effects, including any changes in existing rules:

At the June 26, 2025 business meeting, the commission discussed two AUPs submitted by health care entities (HCEs) for
approval. The facilities submitting the AUPs cited a passage in WAC 246-945-410(11) that could be interpreted to allow a
non-pharmacy entity to submit an AUP based on the use of the term “facility” in that section of rule and how that term is
defined in WAC 246-945-405(2). The commission discussed the two AUPs and denied them on the basis of statutory
limitations on who can submit AUPs to the commission. Following the discussion, commission staff were tasked with
researching the statutes that authorize use of ancillary personnel and AUP submission and approval.

Staff confirmed that RCW 18.64A.040 and 18.64A.060 only allow pharmacies to submit AUPs for commission approval. The
commission then decided to initiate rulemaking to ensure WAC 246-945-410 matches the commission's determination that
only pharmacies can utilize ancillary personnel as defined in RCW 18.64A.010(5) and submit AUPs.

Reasons supporting proposal:

The use of the term “facility” as used in WAC 246-945-410 is not consistent with the AUP submission and approval process
as outlined in RCWs 18.64A.040 and 18.64A.060. Rulemaking to amend WAC 246-945-410 by replacing the term “facility”
with “pharmacy” is the best method to clarify that only pharmacies may submit a plan for the use of ancillary personnel to the
commission for approval.

Statutory authority for adoption: RCW 18.64.005, 18.64A.040, and 18.64A.060

Statute being implemented: RCW 18.64A.040 and 18.64A.060, 18.64A.010(5)

Is rule necessary because of a:

Federal Law? O Yes No
Federal Court Decision? O Yes No
State Court Decision? O Yes No

If yes, CITATION:

Agency comments or recommendations, if any, as to statutory language, implementation, enforcement, and fiscal
matters: None.

Name of proponent: (person or organization) Pharmacy Quality Assurance Commission
Type of proponent: [ Private. [ Public. Governmental.

Name of agency personnel responsible for:

Name Office Location Phone
Drafting Joshua Munroe 111 Israel Rd SE, Tumwater, WA 98501 360-502-5058
Implementation Joshua Munroe 111 Israel Rd SE, Tumwater, WA 98501 360-502-5058
Enforcement Marlee O’'Neill 111 Israel Rd SE, Tumwater, WA 98501 360-480-9108
Is a school district fiscal impact statement required under RCW 28A.305.135? O Yes No
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https://apps.leg.wa.gov/rcw/default.aspx?cite=28A.305.135

If yes, insert statement here:

The public may obtain a copy of the school district fiscal impact statement by contacting:
Name
Address
Phone
Fax
TTY
Email
Other

Is a cost-benefit analysis required under RCW 34.05.328?

O Yes: A preliminary cost-benefit analysis may be obtained by contacting:
Name
Address
Phone
Fax
TTY
Email
Other

No: Please explain: The proposed rule is exempt under RCW 34.05.328(5)(b)(iv) because it amends WAC 246-

945-410 and clarifies without changing the implementation of the rule who may submit an AUP for approval by the
commission to use pharmacy ancillary personnel.

Regulatory Fairness Act and Small Business Economic Impact Statement

Note: The Governor's Office for Regulatory Innovation and Assistance (ORIA) provides support in completing this part.

(1) Identification of exemptions:

This rule proposal, or portions of the proposal, may be exempt from requirements of the Regulatory Fairness Act (see
chapter 19.85 RCW). For additional information on exemptions, consult the exemption gquide published by ORIA. Please
check the box for any applicable exemption(s):

[ This rule proposal, or portions of the proposal, is exempt under RCW 19.85.061 because this rule making is being
adopted solely to conform and/or comply with federal statute or regulations. Please cite the specific federal statute or
regulation this rule is being adopted to conform or comply with, and describe the consequences to the state if the rule is not
adopted.

Citation and description:

[ This rule proposal, or portions of the proposal, is exempt because the agency has completed the pilot rule process
defined by RCW 34.05.313 before filing the notice of this proposed rule.

[ This rule proposal, or portions of the proposal, is exempt under the provisions of RCW 15.65.570(2) because it was
adopted by a referendum.

This rule proposal, or portions of the proposal, is exempt under RCW 19.85.025(3). Check all that apply:

O RCW 34.05.310 (4)(b) O RCW 34.05.310 (4)(e)
(Internal government operations) (Dictated by statute)
O RCW 34.05.310 (4)(c) O RCW 34.05.310 (4)(f)
(Incorporation by reference) (Set or adjust fees)
RCW 34.05.310 (4)(d) O RCW 34.05.310 (4)(9)
(Correct or clarify language) ((i) Relating to agency hearings; or (ii) process
requirements for applying to an agency for a license
or permit)

I This rule proposal, or portions of the proposal, is exempt under RCW 19.85.025(4). (Does not affect small businesses).
[ This rule proposal, or portions of the proposal, is exempt under RCW

Explanation of how the above exemption(s) applies to the proposed rule: The proposed rule amends WAC 246-945-410 and
clarifies without changing the implementation of the rule who may submit an AUP for approval by the commission to use
pharmacy ancillary personnel.

(2) Scope of exemptions: Check one.
The rule proposal: Is fully exempt. (Skip section 3.) Exemptions identified above apply to all portions of the rule proposal.
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https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.328
https://www.oria.wa.gov/site/alias__oria/934/Regulatory-Fairness-Act-Support.aspx
https://apps.leg.wa.gov/rcw/default.aspx?cite=19.85&full=true
https://www.oria.wa.gov/Portals/_oria/VersionedDocuments/RFA/Regulatory_Fairness_Act/RFA-Exemptions.docx
https://apps.leg.wa.gov/rcw/default.aspx?cite=19.85.061
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.313
https://apps.leg.wa.gov/rcw/default.aspx?cite=15.65.570
https://apps.leg.wa.gov/rcw/default.aspx?cite=19.85.025
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.310
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.310
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.310
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.310
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.310
https://apps.leg.wa.gov/rcw/default.aspx?cite=34.05.310
https://apps.leg.wa.gov/rcw/default.aspx?cite=19.85.025

[J The rule proposal: Is partially exempt. (Complete section 3.) The exemptions identified above apply to portions of the rule
proposal, but less than the entire rule proposal. Provide details here (consider using this template from ORIA):
[ The rule proposal: Is not exempt. (Complete section 3.) No exemptions were identified above.

(3) Small business economic impact statement: Complete this section if any portion is not exempt.

If any portion of the proposed rule is not exempt, does it impose more-than-minor costs (as defined by RCW 19.85.020(2))
on businesses?

LI No Briefly summarize the agency’s minor cost analysis and how the agency determined the proposed
rule did not impose more-than-minor costs.
L] Yes Calculations show the rule proposal likely imposes more-than-minor cost to businesses and a small business

economic impact statement is required. Insert the required small business economic impact statement here:

The public may obtain a copy of the small business economic impact statement or the detailed cost calculations by
contacting:

Name
Address
Phone
Fax
TTY
Email
Other

Date: April 13, 2026 Signature:

Name: Hawkins DeFrance, PharmD AM \i'//
Title: Pharmacy Quality Assurance Commission Chair
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AMENDATORY SECTION (Amending WSR 20-12-072, filed 6/1/20, effective
7/1/20)

WAC 246-945-410 Facility standards. A facility must meet the
following minimum regquirements:

(1) The facility shall be constructed and equipped with adequate
security to protect equipment, records, and supply of drugs, devices,
and other restricted sale items from unauthorized access, acquisition,
or use.

(2) The facility shall be properly equipped to ensure the safe,
clean, and sanitary condition necessary for the proper operation, the
safe preparation of prescriptions, and to safeguard product integrity.

(3) The facility shall be staffed sufficiently to allow appropri-
ate supervision, operate safely and, if applicable, remain open during
posted hours of operation.

(4) The facility shall be adequately stocked to maintain at all
times a representative assortment of drugs in order to meet the phar-
maceutical needs of its patients in compliance with WAC 246-945-415.

(5) The facility shall designate a responsible pharmacy manager:

(a) By the date of opening; and

(b) Within ((£kiety)) 30 calendar days of a vacancy.

(6) The facility shall create and implement policies and proce-
dures related to:

(a) Purchasing, ordering, storing, compounding, delivering, dis-
pensing, and administering legend drugs, including controlled substan-
ces.

(b) Accuracy of inventory records, patient medical records as re-
lated to the administration of controlled substances and legend drugs,
and any other records required to be kept by state and federal laws.

(c) Adequate security of legend drugs, including controlled sub-
stances.

(d) Controlling access to legend drugs, including controlled sub-
stances.

(7) Prescription drugs must only be dispensed pursuant to a valid
prescription as required by WAC 246-945-011.

(8) A drug utilization review of each prescription before dis-
pensing and delivery shall occur except 1in emergent medical situa-
tions, or if:

(a) The drug is a subsequent dose from a previously reviewed pre-
scription;

(b) The prescriber is in the immediate vicinity and controls the
drug dispensing process;

(c) The medication delivery system is being used to provide ac-
cess to medications on override and only a quantity sufficient to meet
the immediate need of the patient is removed; or

(d) Twenty-four hour pharmacy services are not available, and a
pharmacist will review all prescriptions added to a patient's profile
within six hours of the facility opening.

(9) Each drug dispensed and delivered to a patient must bear a
complete and accurate 1label as required by WAC 246-945-015 through
246-945-018. The information contained on the label shall be supple-
mented by oral or written information as required by WAC 246-945-325.

(10) Access to the drug storage area located within the facility
should be limited to pharmacists unless one of the following applies:

(a) A pharmacy intern, or pharmacy ancillary personnel enter un-
der the immediate supervision of a pharmacist; or
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(b) A pharmacist authorizes temporary access to an individual
performing a legitimate nonpharmacy function under the immediate su-
pervision of the pharmacist; or

(c) The facility has a policy and procedure restricting access to
a health care professional licensed under the chapters specified in
RCW 18.130.040, and the actions of the health care professional are
within their scope of practice.

(11) In accordance with RCW 18.64A.060 prior to utilizing pharma-
cy ancillary personnel a ((faeility)) pharmacy shall submit to the
commission a utilization plan for pharmacy technicians and pharmacy
assistants:

(a) Utilization plan for pharmacy technicians. The application
for approval must describe the manner in which the pharmacy techni-
cians will be wutilized and supervised, including Jjob descriptions,
task analysis or similar type documents that define the duties per-
formed and the conditions under which they are performed, number of
positions in each category, as well as other information as may be re-
quired by the commission. The commission will be notified of all
changes to the utilization plan. A copy of the utilization plan must
be maintained in the pharmacy. The utilization plan must comply with
WAC 246-945-315 and 246-945-320.

(b) Utilization plan for pharmacy assistants. The application for
approval shall list the job title or function of the pharmacy assis-
tant and comply with WAC 246-945-315(3).

(12) A facility's paper prescriptions must be maintained in ac-
cordance with WAC 246-945-020 and as follows:

(a) Paper prescriptions for Schedule II drugs must be maintained
as a separate file from other prescriptions.

(b) Paper prescriptions for Schedule III, IV, and V drugs must be
maintained as a separate file, or maintained in a separate file with
prescriptions for noncontrolled legend drugs as allowed under federal
law.
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