2.1.1. National Precursor Log Exchange Monthly Dashboard

MONTHLY PROGRAM ADMINISTRATOR'S DASHBOARD - JUNE

NEW USERS THIS MONTH

New Users =0

TOP USAGE AGENCIES

TOP AGENCIES BY ACTIVE WATCHES

Total Accounts =147 TOP USERS BY USAGE 1. DEA-Seattle Office (84)

Active Users =0

TRANSACTION SUMMARY STATISTICS (2025)
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o o e
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90,806 81,950 |88,573 86,491 88,627 |84,300 520,747
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AVG GRAMS PER BOX 0 to
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PHARMACY PARTICIPATION STATISTICS (Jun 2025)

Enabled Pharmacies

947

Pharmacies Submitting a Transaction

850

Pharmacies Logging in Without a Transaction

3

Inactive Pharmacies

94




Pharmacy Participation for Jun 90.07%

DISCLAIMER: This is an automated report meant to give you a quick snapshot of the NPLEx system
in your state. The statistics listed in this report are only meant to be a general overview and not
necessarily the exact final numbers. Prior to releasing any statistics mentioned in this report, we
highly recommend that you verify the numbers with your NPLEx customer relationship manager. For
questions or issues, please contact krista.mccormick@equifax.com.
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3.1. Public Hearing - Suspicious Orders and Zero Reports

PROPOSED RULE MAKING

CR-102 (June 2024)

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

CODE REVISER USE ONLY

OFFICE OF THE CODE REVISER
STATE OF WASHINGTOM

FILED
DATE: June 30,2025
TIME: 10:45 AM

WSR 25-14-077

Agency: Department of Health — Pharmacy Quality Assurance Commission

X Original Notice
[0 Supplemental Notice to WSR
[ Continuance of WSR

X Preproposal Statement of Inquiry was filed as WSR 23-10-012 ; 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
[ Proposal is exempt under RCW

Title of rule and other identifying information: (describe subject) Pharmacy wholesaler reporting of suspicious orders and
zero reports. The Pharmacy Quality Assurance Commission (commission) is proposing to amend WAC 246-945-585,

Wholesaler-Suspicious orders and due diligence, to clarify expectations for

wholesalers submitting suspicious orders and

zero reports to the commission. The commission is also proposing to amend WAC 246-945-590 to cross reference the

definition of “suspicious order” in WAC 246-945-585.

Hearing location(s):

Date: Time: Location: (be specific)

Comment:

August 14, 2025 |9:30 a.m. Physical Location:
Department of Labor & Industries
7273 Linderson Way SW

Tumwater, WA 98501

Virtual Location: Zoom

To access the meeting on August 14,
2025, at 9:30 am, go to
https://us02web.zoom.us/j/86309299195
or

https://zoom.us/join and use the Webinar
ID 863 0929 9195

The access options include one tap
mobile:
+12532158782,,86309299195# US
(Tacoma)
+12532050468,,86309299195# US

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

+1 253 215 8782 US (Tacoma)

+1 253 205 0468 US

The commission will hold a hybrid hearing.
Attendees are welcome to attend either in-person
at the physical location or virtual via Zoom.

Date of intended adoption: August 14, 2025

(Note: This is NOT the effective date)

Submit written comments to:
Name Haleigh Mauldin
Address PO Box 47852, Olympia, WA 98504-7852

Contact
Phone
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Assistance for persons with disabilities:

Haleigh Mauldin
360-236-4946




Email PharmacyRules@doh.wa.gov Fax 360-236-2260

Fax 360-236-2260 TTY 711

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

By (date and time) July 31, 2025 at 11:59 p.m. By (date) July 31, 2025

Purpose of the proposal and its anticipated effects, including any changes in existing rules: Current rule, WAC 246-
945-585, requires wholesalers to report suspicious orders of controlled substances or drugs of concern to the commission, as
well as engage in due diligence to identify customers who might be diverting controlled substances or drugs of concern, and
submit "zero” reports when no suspicious orders have been identified. The rule as currently written requires wholesalers to
report to the commission suspicious orders within 5 business days of identification (WAC 246-945-585(1)(a)) and "zero"
reports within 15 business days after the end of the calendar month (WAC 246-945-585(1)(b)).

The commission determined that it is necessary to provide a definition for “suspicious order,” to clarify expectations for
wholesalers, and remove the requirement to submit “zero reports” to the commission each month a wholesaler does not
receive a suspicious order. The proposed rule sets to accomplish these goals and update the reporting requirement to only
include orders that resulted in customer termination because the order was deemed suspicious after a wholesaler completed
its due diligence or customers that a wholesaler refused to onboard due to diversion risk within five business days. The
proposed amendments add a clarifying definition of suspicious orders and limit the required reporting of suspicious orders to
ones that resulted in customer termination or when a potential customer was not onboarded. The proposed rule also removes
the requirement to send zero reports within 15 business days of the end of the calendar month if no suspicious orders have
been identified.

The proposed rule also amends WAC 246-945-590 to cross reference the definition of “suspicious order” that is being added
to WAC 246-945-585. As it is currently written, WAC 246-945-590 uses the term “suspicious order,” but does not define the
term. Licensees looking at WAC 246-945-590 would not know where to find the definition of “suspicious order” because it will
only be defined in WAC 246-945-585. Adding the cross reference to the definition will ensure that licensees will be able to
correctly understand suspicious orders.

Reasons supporting proposal: There is currently no definition for "suspicious orders" in rule, and the commission believes
that, without this definition, licensees may be over-reporting. The commission is proposing a streamlined process for
licensees to manage their “zero order” reports instead of reporting them to the commission on a monthly basis. Rulemaking is
necessary to clarify expectations and streamline reporting requirements for wholesalers.

Statutory authority for adoption: RCW 18.64.005 and 18.64.046

Statute being implemented: RCW 18.64.005

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: Pharmacy Quality Assurance Commission
Type of proponent: O Private [J Public X Governmental

Name of agency personnel responsible for:

Name Office Location Phone
Drafting Haleigh Mauldin 111 Israel Rd SE, Tumwater, WA 98501 360-890-0720
Implementation Haleigh Mauldin 111 Israel Rd SE, Tumwater, WA 98501 360-890-0720
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? I Yes No

If yes, insert statement here:

The public may obtain a copy of the school district fiscal impact statement by contacting:
Name
Address
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https://apps.leg.wa.gov/rcw/default.aspx?cite=28A.305.135

Phone
Fax
TTY
Email
Other

Is a cost-benefit analysis required under RCW 34.05.3287?
Yes: A preliminary cost-benefit analysis may be obtained by contacting:
Name Haleigh Mauldin
Address PO Box 47852, Olympia, WA 98504-7852
Phone 360-890-0720

Fax 360-236-2260
TTY 711
Email PharmacyRules@doh.wa.gov
Other None
I No: Please explain:

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 guide published by ORIA. Please
check the box for any applicable exemption(s):

I 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:

I 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.

1 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) (() Relating to agency hearings; or (ii) process
requirements for applying to an agency for a license
or permit)

[ This rule proposal, or portions of the proposal, is exempt under RCW 19.85.025(4). (Does not affect small businesses).
I 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 amendment to WAC 246-945-590 is exempt
under RCW 34.05.310(4)(d) because it incorporates by reference the definition in order to clarify the location.

(2) Scope of exemptions: Check one.

I The rule proposal: Is fully exempt. (Skip section 3.) Exemptions identified above apply to all portions of the rule proposal.
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?

No Briefly summarize the agency’s minor cost analysis and how the agency determined the proposed
rule did not impose more-than-minor costs.
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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
https://www.oria.wa.gov/RFA-Exemption-Table

The following is 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. This also includes a description of the probable compliance
requirements and the kinds of professional services that a small business is likely to need in order to comply with
the proposed rule.

The Pharmacy Quality Assurance Commission (commission) currently requires, under WAC 246-945-585, that wholesalers
report suspicious orders of controlled substances or drugs of concern to the commission. Under the rule, wholesalers must
also engage in due diligence to identify customers who might be diverting controlled substances or drugs of concern, and
submit "zero reports” when no suspicious orders have been identified. The rule as currently written requires wholesalers to
report to the commission suspicious orders within 5 business days of identification (WAC 246-945-585(1)(a)) and "zero"
reports within 15 business days after the end of the calendar month (WAC 246-945-585(1)(b)).

There is currently no definition for "suspicious orders" in rule, and the commission believes that, without this definition,
licensees may be over-reporting. The commission believes there may be more streamlined ways for licensees to manage
their “zero order” reports instead of reporting them to the commission on a monthly basis. Rulemaking is necessary to clarify
expectations and streamline reporting requirements for wholesalers.

The commission determined that it is necessary to provide a definition for “suspicious order,” clarify expectations for
wholesalers, and remove the requirement to submit “zero reports” to the commission each month a wholesaler does not
receive a suspicious order. The proposed rule sets to accomplish these goals and update the reporting requirement to only
include orders that resulted in customer termination because the order was deemed suspicious after a wholesaler completed
its due diligence protocol or customers that a wholesaler refused to onboard due to diversion risk within five business days.
The proposed amendments add a clarifying definition of suspicious orders and limit the required reporting of suspicious
orders to ones that resulted in customer termination or when a potential customer was not onboarded. The proposed rule also
removes the requirement to send “zero reports” within 15 business days of the end of the calendar month if no suspicious
orders were identified.

Compliance with this rule would require a wholesaler update the reports that are submitted to the commission to only include
orders that resulted in customer termination because the order was deemed suspicious after a wholesaler completed its due
diligence or customers that a wholesaler refused to onboard due to diversion risk within five business days.

The commission is also amending WAC 246-945-590 to cross reference the definition of “suspicious order” that is being
added to WAC 246-945-585. The proposed amendment to WAC 246-945-590 is exempt from analysis because it merely
clarifies the language of the rule by adding a cross reference to the definition of suspicious orders.

Identification and summary of which businesses are required to comply with the proposed rule using the North American
Industry Classification System (NAICS).

SBEIS Table 1. Summary of Businesses Required to comply with the Proposed Rule

Minor Cost
Number of Threshold -
NAICS Code (4, 5 NAICS Business businesses in 1% of Avg Annual
or 6 digit) Description Washington State Payroll
Drugs and Druggists'
424210 Sundries Merchant 388 $10,305.83
Wholesalers

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 246-945-585 Wholesaler — Suspicious orders and due diligence.

Description: Currently, WAC 246-945-585 states that wholesalers must report suspicious orders electronically through a
commission approved system within five business days and zero reports must be submitted within 15 days of the end of the
calendar month. As written, this requirement relies on the wholesaler to define suspicious orders and requires the wholesaler
to create a system to identify and report suspicious orders and zero reports to the commission.

The proposed amendments add a clarifying definition of suspicious orders and limit the required reporting of suspicious
orders to ones that resulted in customer termination or when a potential customer was not onboarded. The proposed rule also
removes the requirement to send zero reports within 15 business days of the end of the calendar month if no suspicious
orders have been identified.
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Cost(s): To explore the reporting processes and costs, commission staff solicited and conducted interviews with key parties
to gather information. In order to gain a complete understanding of the process, commission staff asked questions regarding

reporting procedures, software, and staff hours. Three wholesalers provided responses and from the responses received, the
costs associated with the proposed change will be negligible to wholesalers.

All wholesalers that distribute controlled substances or drugs of concern into Washington state are already required to create
and maintain these reporting systems. The proposed rule would allow wholesalers to update their current systems to reduce
the amount of reporting to the commission. Based on the information gathered, commission staff estimates that these reports
are populated by either computer algorithms or by a compliance officer that flags suspicious orders. Depending on a
wholesaler’'s method for populating reports, the proposed rulemaking would create a negligible cost.

Summary of all Cost(s)

SBEIS Table 2. Summary of Section 3 probable cost(s)

WAC Section and Title Probable Cost(s)

WAC 246-945-585 e Reprogramming algorithm — negligible
Wholesalers — Suspicious prog 9ag gl9

orders and due diligence e Updating reporting procedure — negligible

Analysis on if the proposed rule may impose more than minor costs for businesses in the industry. Includes a
summary of how the costs were calculated.

The proposed rules does not impose more than minor costs for businesses. The costs of the proposed rule are negligible and
are less than the minor cost threshold $10,305.83.

Summary of how the costs were calculated
The costs of compliance for this rule were calculated by interviewing key stakeholders for cost estimates and determined to
be negligible.

The minor cost threshold of $10,305.83 was determined by calculating 1% of the average annual payroll. The data was pulled
from the 2021 ESD data set.

] 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 Haleigh Mauldin
Address PO Box 47852, Olympia, WA 98504-7852
Phone 360-890-0720

Fax 360-236-2260
TTY 711
Email PharmacyRules@doh.wa.gov
Other None
Date: June 30, 2025 Signature:

Name: Hawkins DeFrance, PharmD

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 246-945-585 Wholesaler—Suspicious orders and due diligence.
(1) For the purposes of this section and WAC 246-945-590, "suspicious
order" means an order(s) of a controlled substance or drug of concern
that, relative to the customer's order history and the history of sim-
ilarly situated customer, may include:

(a) Unusual size;

(b) Substantial deviation from a normal pattern; or

(c) Unusual freqguency.

(2) Wholesalers shall design and operate a system to identify and
report suspicious orders ((ef—eentrolled substances—anddrugs—of con
ee¥rn)) to the commission that resulted in customer termination.

(a) Suspicious orders that resulted in customer termination shall
be submitted electronically ( (Ehreuvgh o ~commission opproved—System
o¥)) to the commission ((e¥)) within five business days of the ((exrder
being—identified as suspieitous—by the whotesater)) customer termina-
tion, and must include, but not necessarily be limited to:

i) Customer name;
ii) Customer address;
iii) Customer DEA registration number, if applicable;

iv) Washington state license number (s):;
v) ((Eransaectioen)) Order date;
vi) Drug name;

vii) NDC number;

viii) Quantity ordered; and

1 Trnds ~~+ o P £ bt~  + Ariier 1o o ol g P £
(lX) ( (J_J.l\_A._Lk/(_A.L_,_L\JJ.J. 1 WITCOC CTTIITCT1IT T A\ i u\j WTOO uj.l._l_t/t/\,u, [y wLw § - 1T k,, ) )
The factual basis for the ((refusat—+teo—suppty)) 1dentification of the
order as suspicious and customer termination.
(b) (('7 ~ roarmart o ah 17 N ol A A 1 £ P St~ 1100 ~AAara
4u ) e 1 A\ B e ) [N 25 NN iy & R S T8 [ LW 3 NS | R Hi U WP WL W [ S T uuut/_L\./_L O A\ W 10
h-axs =N n 2 At 2 £ 4 A an —~ | NN o~ ~ A =R T oot o alh~11 =
TV T T ju W § ITTC 1T 1T 1 \w 8 i S L & i =y TIOAT 1T 1I.I.\JJ.J.L_,LJ., S AW o T J_\,t/UJ_ T [N 2 NN Ny & R S T
e e A A PICE AT SN HE £ £+ ~ hitairma~aaa Aasza £ + 1 A + + 1 PN I TS
o AT T A\ 8 W LT CTIT 1T J N N SN WS N S i TS LTI T OO \A.(.A._YL) A\ LS N By AP AW § . CTIT ) & R H WS BN W N & R iy

)) Wholesalers may apply to the commission for an exemption
from the reporting requirements if they do not distribute controlled
substances or drugs of concern.

(()) (3) Except as provided in subsection ((£3})) (4) of this
section, a wholesaler shall ((exereise)) conduct due diligence ((&e
+dentify)) on customers ordering or seeking to order controlled sub-
stances or drugs of concern, and establish the normal and expected
transactions conducted by those customers, ((ags—weldl—as)) 1in order to
identify and prevent the sale of controlled substances or drugs of
concern that are likely to be diverted from legitimate channels. Such
due diligence measures shall include, but are not limited to, the fol-
lowing, which shall be conducted prior to an initial sale and ((em——=&
regutarbasisy)) as necessary:

(a) Questionnaires and affirmative steps Dby the wholesaler to
confirm the accuracy and wvalidity of the information provided, it
shall be considered illegal for a customer to provide false or mis-
leading information;

(b) For a customer who is a prescriber, confirmation of prescrib-
er type, specialty practice area, and if the prescriber personally
furnishes controlled substances or drugs of concern, the quantity fur-
nished;
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) Review of drug utilization reports; and
) Obtaining and conducting a review of the following:
) Methods of payment accepted and in what ratios;

(ii) The ratio of controlled versus noncontrolled prescriptions
and overall sales;

(iii) Orders for controlled substances or drugs of concern from
other wholesalers U.S. DEA's Automation of Reports and Consolidated
Orders System (ARCOS); and

(iv) The ratio of out-of-state patients served compared to in-
state patients.

((3r)) (4) A wholesaler receiving a request for an initial sale
of a controlled substance or drugs of concern may conduct the sale be-
fore complying with subsection ((42))) (3) of this section if all of
the following apply:

(a) The sale i1is to a new customer;

(b) The wholesaler documents that the order is to meet an emer-
gent need;

(c) The wholesaler completes the requirements of subsection
((#2r)) (3) of this section no later than sixty business days from the
date of sale.

(c
(d
(1

i

(5) Any ((
P I T Sy T RN R e S I I R A + o A vhealecaanlear o fiio~a  +
VT 1o 1TTUIT (_/L\_/L_J.VJ.L__Y, J_LL\_/J.LAMJ.LL\j CITT OO |y WITOTIT (&8 WIiITO T O o 1T [ S PR i W W WS |y
setd;)) potential customer that the wholesaler refuses to onboard due

to a possible diversion risk shall be electronically reported to the
commission within five business days of the wholesaler's refusal to
onboard. Such reports shall include:

(a) ((Custemer)) Name of potential customer;
(b) ((Custemer)) Address of potential customer;
c)
d)

( Potential customer's DEA number, if applicable;

( Washington state license number (s); and

(e) A detailed explanation of why the wholesaler identified the
potential customer as a possible diversion risk( (+—and

+HF—Sueh—reports—shett—be submitted—within—thirty days—ef—refus—

t 7 A\ i } } X
( Al ((
commi-ssion—Fr—aPEA—ARCOS—Format—where—applicable)) Iinformation sub-

mitted under this section must be readable and accessible to the com-
mission.

1T on
T=OT

] o =
T < Tt

)]

P N, [ ISP, SSU J 11 b o+ 1
=) [N W I & R Sy o IO TI T [ s =y J_CLJUJ_ T |y LS W s

o P

~

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

WAC 246-945-590 Wholesaler—Policies and procedures. Wholesal-
ers shall establish, maintain, and adhere to written policies and pro-
cedures, which shall be followed for the receipt, security, storage,
inventory, transport, and shipping and wholesale distribution of
drugs, including policies and procedures for identifying, recording,
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and reporting losses or thefts and for correcting all errors and inac-
curacies in inventories. Wholesalers shall include the following in
their written policies and procedures:

(1) A procedure to be followed for handling recalls and withdraw-
als of drugs. Such procedure shall be adequate to deal with recalls
and withdrawals due to:

(a) Any action initiated at the request of FDA or any other fed-
eral, state, or local law enforcement or other government agency, in-
cluding the commission; or

(b) Any volunteer action by the manufacturer to remove defective
or potentially defective drugs from the market.

(2) A procedure to ensure that wholesalers prepare for, protect
against, and handle any crisis that affects security or operation of
any facility in the event of a strike, fire, flood, or other natural
disaster, or other situations of local, state, or national emergency.

(3) A procedure to ensure that any outdated drugs shall be segre-
gated from other drugs and either returned to the manufacturer or de-
stroyed in accordance with federal and state laws, including all nec-
essary documentation and the appropriate witnessing. This procedure
shall provide for written documentation of the disposition of outdated
drugs.

(4) A procedure for the destruction of outdated drugs in accord-
ance with federal and state laws.

(5) A procedure for the disposing and destruction of containers,
labels, and packaging to ensure that the containers, labels, and pack-
aging cannot be used in counterfeiting activities, including all nec-
essary documentation, and the appropriate witnessing of the destruc-
tion of any labels, packaging, immediate containers, or containers in
accordance with all applicable federal and state regquirements.

(6) A procedure for identifying, investigating, and reporting
significant drug inventory discrepancies involving counterfeit, sus-
pect of being counterfeit, contraband, or suspect of being contraband,
in the inventory and reporting of such discrepancies to the FDA, com-
mission, and, as applicable, the DEA upon discovery of such discrepan-
cies.

(7) A procedure for reporting criminal or suspected criminal ac-
tivities involving the inventory of drug(s) as required to the commis-
sion, FDA, and if applicable, DEA.

(8) Procedures addressing:

(a) The design and operation of the suspicious order monitoring
and reporting system;

(b) Mandatory annual training for staff responsible for identify-
ing and reporting suspicious orders and potential diversion activi-
ties. Such training must include the following:

(1) The wholesaler's suspicious order monitoring system;

(ii) The process to collect all relevant information on customers
in accordance with WAC 246-945-585; and

(iii) The requirement and process for submission of suspicious
order and information on customers who engage in potential diversion
activities.

(9) A procedure for timely responding to customers who submit
purchase orders for patients with emergent needs.

(10) For the purposes of this section, "suspicious order" is de-
fined in WAC 246-945-585.
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4.1. Public Hearing - Pharmacy Modifications and Remodels

PROPOSED RULE MAKING

CR-102 (June 2024)

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

CODE REVISER USE ONLY

OFFICE OF THE CODE REVISER
STATEOF WASHINGTON

FILED
DATE: June 05, 2025
TIME: 9:03 AM

WSR 25-13-005

Agency: Department of Health — Pharmacy Quality Assurance Commission

X Original Notice
[0 Supplemental Notice to WSR
O Continuance of WSR

X Preproposal Statement of Inquiry was filed as WSR 25-05-060; or

[0 Expedited Rule Making--Proposed notice was filedas WSR____ ; or
[0 Proposal is exempt under RCW 34.05.310(4) or 34.05.330(1); or

[0 Proposal is exempt under RCW ____ .

Title of rule and other identifying information: Inspection Requirements for Modifications or Remodels. The Pharmacy
Quality Assurance Commission (commission) is proposing to amend WAC 246-945-230 to clarify circumstances
necessitating a remodel inspection due to pharmaceutical facility modifications or remodels.

Hearing location(s):

Date: Time:

Location: (be specific)

Comment:

08/14/2025 10:30 am

Department of Labor & Industries
7273 Linderson Way SW
Tumwater, WA 98501

Virtual Location:

Virtual:

To access the meeting go to:
https://us02web.zoom.us/j/86309
299195 or

https://zoom.us/join and use the
Webinar ID

863 0929 9195

The access options include one
tap mobile:
+12532158782,,86309299195#
US (Tacoma)
+12532050468,,86309299195#
us

Or Telephone: Dial (for higher
quality, dial a

number based on your current
location):

+1 253 215 8782 US (Tacoma)
+1 253 205 0468 US

The commission will hold a hybrid hearing. Attendees
are welcome to attend either in-person at the physical
location or virtual via Zoom.

Date of intended adoption: 08/14/2025

(Note: This is NOT the effective date)

Submit written comments to:
Name: Julia Katz

Address: PO Box 47852, Olympia, WA 98504-7852
Email: PharmacyRules@doh.wa.gov

Fax: 360-236-2260
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Assistance for persons with disabilities:
Contact: Julia Katz

Phone: 360-236-4946

Fax: 360-236-2260

TTY: 711




Other: https://fortress.wa.gov/doh/policyreview/ Email: PharmacyRules@doh.wa.gov
Beginning (date and time): The date and time of this filing Other: None
By (date and time): 07/31/2025 at 11:59 pm By (date): 07/31/2025

Purpose of the proposal and its anticipated effects, including any changes in existing rules: The purpose of the
proposal is to amend WAC 246-945-230 to clarify circumstances necessitating a remodel inspection due to pharmaceutical
facility modifications or remodels. As currently written, WAC 246-945-230(3)(a) states, “[a] modification or remodel of a
pharmacy location includes changes to a previously approved area, room or pharmacy building which result in changes to the
pharmacy that affects security, square footage, access to drugs, compounding or necessitates temporary relocation of
pharmacy services.” The proposed rule amends WAC 246-945-230 by moving this sentence from WAC 246-945-230(3)(a) to
WAC 246-945-230(1)(e) and adding the following definitions to WAC 246-945-230(1) relating to remodel inspections:
“Physical change,” “functional change,” and “modifications or remodels.”

Reasons supporting proposal: Commission staff received feedback from interested parties about challenges discerning
which modifications and remodels of licensed pharmaceutical facilities require notifying the commission and paying a facility
inspection fee per WAC 246-945-230(3)(a). The commission voted to propose rulemaking to address the uncertainties at the
December 12, 2024, business meeting.

Statutory authority for adoption: RCW 18.64.005

Statute being implemented: RCW 18.64.005

Is rule necessary because of a:

Federal Law? O Yes X No
Federal Court Decision? O Yes X No
State Court Decision? O Yes X 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. [0 Public. X Governmental.

Name of agency personnel responsible for:

Name Office Location Phone
Drafting Julia Katz 111 Israel Rd SE, Tumwater, WA 98501 360-236-4946
Implementation Julia Katz 111 Israel Rd SE, Tumwater, WA 98501 360-236-4946
Enforcement  Marlee B. 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

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 34.05.3287?
U Yes: A preliminary cost-benefit analysis may be obtained by contacting:

Name
Address
Phone
Fax
TTY
Email
Other
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No: Please explain: Proposed amendments to WAC 246-945-230(1) and WAC 246-945-230(3)(a) are exempt per RCW
34.05.328(5)(b)(iv) because the added definitions and removed language clarifies language of a rule without changing its
effect.

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 guide published by ORIA. Please
check the box for any applicable exemption(s):

[J 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:

[J 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.

[J 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)
X RCW 34.05.310 (4)(d) O RCW 34.05.310 (4)(g)
(Correct or clarify language) ((i) Relating to agency hearings; or (ii) process
requirements for applying to an agency for a license
or permit)

[J This rule proposal, or portions of the proposal, is exempt under RCW 19.85.025(4). (Does not affect small businesses).
I 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 language clarifies language of
WAC 246-945-230 without changing its effect.

(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.
[ 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?

J No Briefly summarize the agency’s minor cost analysis and how the agency determined the proposed
rule did not impose more-than-minor costs.
[J 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
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Date: June 5, 2025 Signature:

Name: Hawkins DeFrance, PharmD
Title: Pharmacy Quality Assurance Commission Chair
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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 wunless otherwise
specified:

a "License" includes "licensing," "licensure," "certificate,"
14 4
"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:

(i) Changes to structural element(s), such as walls, floors, and
load bearing elements, or changes impacting square footage that nega-
tively impact security as determined by the facility;

(ii) Changes to access to drugs or devices that negatively impact
security as determined by the facility;

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

(iv) 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
lieu of paying an initial license fee for modifications or remodels.

(b) Submit a new application on forms provided by the commission
and pay the initial 1license fee as established in WAC 246-945-990
through 246-945-992 1if the facility changes location to a different

[ 1] RDS-6289.1



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 1license 1n accordance with WAC 246-945-990
through 246-945-992.

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

[ 2] RDS-6289.1



6.2. HCE Self Inspection Worksheet

. O — Read this Page Carefully
'. , H EA LT H Pharmacy Quality Assurance Commission

2025 Health Care Entity (HCE) Self-Inspection Worksheet

Attention: Responsible Pharmacy Manager (or Equivalent Manager)

Washington law holds the responsible pharmacy manager (or equivalent manager) and all pharmacy personnel are responsible for ensuring compliance with all
state and federal laws governing the practice of pharmacy. Failure to complete this annual worksheet and applicable self-inspection worksheet addendums
within the month of March and within 30 days of becoming responsible pharmacy manager (as required by WAC 246-945-005(4)) may result in disciplinary
action.

Following your self-inspection and completion of the worksheet(s), please review it with your staff, correct any deficiencies noted, sign and date the
worksheet(s), and file it so it will be readily available to commission inspectors. Do not send to the commission office. You are responsible for ensuring your
completed worksheet(s) is available at the time of inspection.

The primary objective of this worksheet, and your self-inspection, is to provide an opportunity to identify and correct areas of non-compliance with state and
federal law. (NOTE: Neither the self-inspection nor a commission inspection evaluates your complete compliance with all laws and rules of the practice of
pharmacy.) The inspection worksheet also serves as a necessary document used by commission inspectors during an inspection to evaluate a HCE’s level of
compliance.

When a commission inspector discovers an area of non-compliance, they will issue an Inspection Report with Noted Deficiencies. The responsible pharmacy
manager (or equivalent manager) must provide a written response (plan of correction) addressing all areas of non-compliance. Identifying and correcting an area
of non-compliance prior to a commission inspection, or during an inspection, may eliminate that item from being included as a deficiency on an Inspection
Report. Do not assume compliance with any statement; take the time to personally verify that compliance exists. If you have any questions, please contact your
inspector.

A common reason for issuing an Inspection Report with Noted Deficiencies is either not having or not being able to readily retrieve required documents and
records. Because commission inspections are unscheduled, it is common for the responsible manager to be absent or unavailable. For this reason, you are asked
to provide a list of the specific locations of required documents. Having all required documents and records maintained in a well-organized and readily
retrievable manner (a binder is recommended) reduces the chance that you will receive an Inspection Report with Noted Deficiencies.

By answering the questions and referencing the appropriate laws/rules/CFR provided, you can determine whether you are compliant with many of the rules and
regulations. If you have corrected any deficiencies, please write corrected and the date of correction by the appropriate question. Questions highlighted in blue
are common areas of non-compliance observed during routine HCE inspections.

To request this document in another format, call 1-800-525-0127. Deaf or hard of hearing customers, please call 711 (Washington Relay) or email
doh.information@doh.wa.gov.

DOH 690-367 (January 2025) Page 1 of 17
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

'.., i-lhéai:fl‘-i Health Care Entity (HCE) Self-Inspection Worksheet

All responsible pharmacy managers (or equivalent managers) of HCEs must complete and sign this self-inspection worksheet within the month of
March and within 30 days of becoming responsible pharmacy manager. The form must be available for inspection as required by WAC 246-945-
005. Do not send to the commission office.

Date self-inspection worksheet was complete: Click or tap to enter a date.

Change in responsible pharmacy manager and effective date of change: Click or tap here to enter text. Date: Click or tap to enter a date.

Print Name of Responsible Pharmacy Manager & License #: Click or tap here to enter text.

Signature of responsible manager: Click or tap here to enter text.

Responsible Pharmacy Manager E-mail: Click or tap here to enter text.

HCE: Click or tap here to enter text. Fax: Click or tap here to enter text. DEA #: Click or tap here to enter text.
Telephone: Click or tap here to enter text. Address: Click or tap here to enter text. HCE License #: Click or tap here to enter text.
Endorsements: H-Useof Ancillarny-Personrnel———[1 Controlled Substances

In Washington State, compounding is defined in RCW 18.64.011(6) and means “the act of combining two or more ingredients in the preparation of a prescription.
Reconstitution and mixing of (a) sterile products according to federal food and drug administration-approved labeling does not constitute compounding if prepared
pursuant to a prescription and administered immediately or in accordance with package labeling, and (b) nonsterile products according to federal food and drug
administration-approved labeling does not constitute compounding if prepared pursuant to a prescription.”

Please note: If a pharmacy adds flavoring to a commercially available product, it is considered compounding and the non-sterile compounding self-inspection worksheets must
also be completed.

DOH 690-367 (January 2025) Page 2 of 17



2025 Health Care Entity (HCE) Self-Inspection Worksheet

Yes | No

addendums.

If you practice or provide any other pharmaceutical services outside of community pharmacy you must answer the following and perform the appropriate self-inspection

I

Do HCE personnel engage in non-sterile compounding of medications?
If yes, please complete the 2025 Non-Sterile Compounding Self-Inspection Addendum in addition to the Health Care Entity Self-Inspection Worksheet.

completed.

Do HCE personnel engage in sterile compounding?
If yes, you must also complete the 2025 Sterile Compounding Self-Inspection Addendum. If compounding falls under the ‘immediate use exemption’ as
interpreted by the commission *and* is in the retail/community pharmacy setting then the sterile compounding self-inspection worksheet does not need to be

Document and Record Review

Please provide the location of these documents in the facility (be as specific as possible, there can be many filing cabinets and binders). The documentation listed below is
required by rule and must be readily retrievable during inspection. By listing the location of these documents, you are also confirming compliance with the referenced rule.

Rule Reference

Responsible Manager Self-Inspection
Worksheet for last 2 years

Location:

WAC 246-945-005(4)(a) “The responsible pharmacy manager, or equivalent manager, shall sign and date the completed self-
inspection worksheet(s), and maintain completed worksheets for two years from the date of completion.”

WAC 246-945-005(4)(b) “When a change in responsible pharmacy manager, or equivalent manager occurs, the new responsible
pharmacy manager, or equivalent manager, shall conduct a self-inspection as required under this section. The new responsible
pharmacy manager, or equivalent manager, shall sign and date the self-inspection worksheet(s) within thirty days of becoming
responsible pharmacy manager, or equivalent manager, and maintain completed worksheets for two years from the date of
completion.”

Health Care Entity License

Location:

RCW 18.64.450(1) “In order for a health care entity to purchase, administer, dispense, and deliver legend drugs, the health care
entity must be licensed by the department.”

DEA Registration

Location:

WAC 246-945-040(3) “A separate registration is required for each place of business, as defined in 21 CFR. Sec. 1301.12, where
controlled substances are manufactured, distributed, or dispensed.”

Current Biennial Controlled Substance
Inventory

Location:

WAC 246-945-420(2) “A facility shall conduct an inventory of controlled substances every two years.”

WAC 246-945-420(3)(a) “Within thirty days of designating a responsible pharmacy manager. The incoming responsible pharmacy
manager, or designee, shall conduct a complete controlled substance inventory. (b) On the effective date of an addition of a
substance to a schedule of controlled substances. Each facility that possesses the substance shall take an inventory of the
substance on hand, and thereafter, include the substance in each inventory.”

21 CFR. 1304.04(h)(1) "Inventories and records of controlled substances listed in Schedules | and Il shall be maintained separately
from all of the records of the registrant; and. (3) Inventories and records of controlled substances listed in Schedules Ill, IV, and V
shall be maintained either separately from all other records of the registrant or in such form that the information required is
readily retrievable from the ordinary business records of the registrant.”

DOH 690-367 (January 2025)
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Rule Reference

Completed Cll order forms (DEA Form 222)
and/or finalized CSOS
documentation for the last 2 years

Location: Click or tap here to enter text.

WAC 246-945-040(7) “A federal order form is required for each distribution of a Schedule | or Il controlled substance. Credential holders
and pharmaceutical firms must keep and make readily available these forms and other records to the commission or its designee.”

21 CFR. 1305.13(e) “The purchaser must record on its copy of the DEA Form 222 the number of commercial or bulk containers furnished
on each item and the dates on which the containers are received by the purchaser.”

21 CFR. 1305.22(g) “When a purchaser receives a shipment, the purchaser must create a record of the quantity of each item received
and the date received. The record must be electronically linked to the original order and archived.”

Schedule II-V Invoices for the last 2 years

Location: Click or tap here to enter text.

WAC 246-945-040(4)(a) “Every registrant shall keep and maintain inventory records required by 21 CFR. Sec. 1304.04. Registrants are
also required to keep a record of receipt and distribution of controlled substances. Records shall include: Invoices, orders, receipts, or
any other document regardless of how titled, establishing the date, supplier, and quantity of drug received, and the name of the drug;”
WAC 246-945-040(5) “Credential holders and pharmaceutical firms shall maintain records for Schedule Il drugs separately from all other
records.”

WAC 246-945-040(6) “Credential holders and pharmaceutical firms may maintain records for Schedule llI, IV, and V drugs either
separately or in a form that is readily retrievable from the business records of the registrant.”

Completed loss by theft or destruction
forms (DEA Form 106) for the last 2 years

Location: Click or tap here to enter text.

WAC 246-945-040(4)(c) “In the event of a significant loss or theft, two copies of DEA 106 (report of theft or loss of controlled substances)
must be transmitted to the federal authorities and a copy must be sent to the commission.”

21 CFR. 1301.76(b) “The registrant shall notify the Field Division Office of the Administration in his area, in writing, of the theft or
significant loss of any controlled substances within one business day of discovery of such loss or theft. The registrant must also file a
complete and accurate DEA Form 106 with the Administration through DEA's Diversion Control Division secure network application
within 45 days after discovery of the theft or loss...”

Power of Attorney for staff authorized to
order controlled substances

Location: Click or tap here to enter text.

WAC 246-945-040(1) “The commission adopts and incorporates Title 21 of the Code of Federal Regulations in effect as of March 2, 2023,
by reference.

21 CFR. 1305.05(a) “A registrant may authorize one or more individuals, whether or not located at his or her registered location, to issue
orders for Schedule | and Il controlled substances on the registrant's behalf by executing a power of attorney for each such individual, if
the power of attorney is retained in the files, with executed Forms 222 where applicable, for the same period as any order bearing the
signature of the attorney. The power of attorney must be available for inspection together with other order records.”

Change of Responsible Pharmacy Manager
forms for the last 2 years

Location: Click or tap here to enter text.

WAC 246-945-480(1) “The outgoing and incoming responsible pharmacy manager must report in writing to the commission a change in a
responsible pharmacy manager designation within ten business days of the change.”

WAC 246-945-020 (1) “Unless an alternative standard for a specified record type, form, or format is expressly stated a pharmaceutical
firm must maintain and retain records required as evidence of compliance with statutes and rules enforced by the commission in a
readily retrievable form and location for at least two years from the date the record was created or received, whichever date is later.

(2) A pharmaceutical firm must allow the commission, or its designee, access to the pharmaceutical firm's records upon request for the
purposes of monitoring compliance with statutes and rules enforced by the commission.”

Prescription Records for the last 2 years

Location: Click or tap here to enter text.

WAC 246-945-410(12) “A facility's paper prescriptions must be maintained in accordance with WAC 246-945-020 and as follows:
(a) Paper prescriptions for Schedule Il drugs must be maintained as a separate file from other prescriptions.

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

DOH 690-367 (January 2025)
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Rule Reference

Notes/Corrective Action

General Licensing

Does the Health Care Entity
(HCE) have a current license?

RCW 18.64.450(1) “In order for a health care entity to
purchase, administer, dispense, and deliver legend drugs, the
health care entity must be licensed by the department.”

Click or tap here to enter text.

Does the HCE have a current
DEA registration?

WAC 246-945-040(3) "A separate registration is required for
each place of business, as defined in 21 CFR. Sec. 1301.12,
where controlled substances are manufactured, distributed,
or dispensed.”

Click or tap here to enter text.

Is the responsible pharmacy
manager licensed to practice
pharmacy in the State of
Washington?

WAC 246-945-310 “Responsible pharmacy manager. The
responsible pharmacy manager must be licensed to practice
pharmacy in the state of Washington. The responsible
pharmacy manager designated by a facility as required under
WAC 246-945-410 shall have the authority and responsibility
to assure that the area(s) within the facility where drugs are
stored, compounded, delivered, or dispensed are operated in
compliance with all applicable state and federal statutes and
regulations.”

Click or tap here to enter text.

andards

Is the facility appropriately
constructed and equipped to
protect equipment, records,
drugs/devices and other
restricted items from
unauthorized access?
**Including samples under the
control of the HCE**

RCW 69.45.040(2) “Drug samples shall be maintained in a
locked area to which access is limited to persons authorized by
the manufacturer.”

WAC 246-945-410(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.”

Click or tap here to enter text.

Is the facility properly equipped
to ensure proper operation,
prescription preparation, and
product integrity?

WAC 246-945-410(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.”

Click or tap here to enter text.

Compliant
Yes |No |N/A
Oo|o|d
Oo|o|d
Oo|o|d
Facility St
Oo|o|d
Oo|o|Od
Oo|o|d

Does the facility have a
designated responsible
pharmacy manager?

WAC 246-945-410(5) “The facility shall designate a responsible
pharmacy manager: (a) By the date of opening; and (b) Within
thirty calendar days of a vacancy.”

Click or tap here to enter text.

DOH 690-367 (January 2025)
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
WAC 246-945-410(10) “Access to the drug storage area located | Click or tap here to enter text.
within the facility should be limited to pharmacists unless one of
the following applies: (a) A pharmacy intern, or pharmacy
ancillary personnel enter under the immediate supervision of a
PG S S phai\rm'a'cist;i or (b) A 'pharmac'iét authorizes temporary a(':cess to
. an individual performing a legitimate nonpharmacy function
appropriately secure from . ) e .
. under the immediate supervision of the pharmacist; or (c) The
O |O| O | 7. |unauthorized access and are " . e
. o . facility has a policy and procedure restricting access to a health
staff working within their scope . . P
of practice? care professional licensed under the chapters specified in RCW
P ' 18.130.040, and the actions of the health care professional are
within their scope of practice.”
*Please note that 10(a) is applicable to ancillary staff working
under an approved AUP of a licensed pharmacy.
Are medication refrigerator WAC 246-945-410(2) “The facility shall be properly equipped | Click or tap here to enter text.
temperatures maintained to ensure the safe, clean, and sanitary condition necessary for
O |0O| O | 8. |between 2- 8°C (36-46°F)? the proper operation, the safe preparation of prescriptions,
** Electronic monitoring is and to safeguard product integrity.”
acceptable. **
Are medication freezer WAC 246-945-410(2) “The facility shall be properly equipped | Click or tap here to enter text.
temperatures maintained to ensure the safe, clean, and sanitary condition necessary for
between -25°& -10°C (-13° & the proper operation, the safe preparation of prescriptions,
14°F) or within acceptable range | and to safeguard product integrity.”
Oo|o|o)|o. ,
based on manufacturers
storage requirements?
** Electronic monitoring is
acceptable. **
RCW 69.45.040(3) “Drug samples shall be stored and Click or tap here to enter text.
transported in such a manner as to be free of contamination,
Is drug stock stored under ] . .
.\ deterioration, and adulteration. (4) Drug samples shall be
proper conditions (temperature, . . .
1 stored under conditions of temperature, light, moisture, and
humidity, light) as recommend L . - ”
O |Od| g |1lo. by the drue label? ventilation so as to meet the label instructions for each drug.
*z . & ’ WAC 246-945-410(2) “The facility shall be properly equipped
Including samples under the . "
o to ensure the safe, clean, and sanitary condition necessary for
control of the HCE . . L
the proper operation, the safe preparation of prescriptions,
and to safeguard product integrity.”

DOH 690-367 (January 2025)
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
RCW 69.04.100 “Whenever the director shall find in intrastate |Click or tap here to enter text.
commerce an article subject to this chapter which is so
. adulterated or misbranded that it is unfit or unsafe for human
Is all drug stock in date? o . . .
P, . . use and its immediate condemnation is required to protect
Including OTC medications . o
the public health, such article is hereby declared to be a
and samples under the control . . . . .
of the HCE** nuisance and the director is hereby authorized forthwith to
olololu destroy such article or to render it unsalable for human use.”

*|t’s advised to perform an
inventory check for expired
medications while filling out this
self-inspection worksheet.*

RCW 69.45.040(5) “Drug samples which have exceeded the
expiration date shall be physically separated from other drug
samples until disposed of or returned to the manufacturer.”
WAC 246-945-410(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.”

Policies and Procedures

Please provide the location or file pathway if policies are maintained in electronic format (be as specific as possible, there can be many filing cabinets).

12.

Does the HCE have policies and
procedures in place for the
following:

WAC 246-945-410(6) “The facility shall create and implement
policies and procedures related to:

(a) Purchasing, ordering, storing, compounding, delivering,
dispensing, and administering legend drugs, including

O |O| O [12.| a |Purchasing controlled substances.” Click or tap here to enter text.
O (O] O [12.] b |Ordering Click or tap here to enter text.
O |O| O |12.| c |Storing Click or tap here to enter text.
O (O] O [12.] d |Compounding Click or tap here to enter text.
O |O| O |12.| e |Delivering Click or tap here to enter text.
O |0O| O |12.] f |Dispensing Click or tap here to enter text.
O O] O |12.| g |Administration Click or tap here to enter text.

Does the HCE have policies and | WAC 246-945-440 “Facilities shall develop written policies and | Click or tap here to enter text.
ololols procedures addressing procedures for the administration of patient owned

administration of patient owned
medications?

medications.”
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
WAC 246-945-485(1) “A dispensed drug or prescription device | Click or tap here to enter text.
must only be accepted for return and reuse as follows: (a)
Does the HCE accept dispensed Noncontrolled legend drug's thfit h'ave beer'm'main'tained' in the
O | 0| O |14.| drugs or prescription devices for custody and cont'rol of the |ns"u'tl'1t|onal facility, dispensing
. pharmacy, or their related facilities under common control
return and reuse appropriately? . . .
may be returned and reused if product integrity can be
assured. (b) Those that qualify for return under the provisions
of chapter 69.70 RCW.”
WAC 246-945-485(2) “A dispensed drug or prescription device | Click or tap here to enter text.
may be accepted for return and destruction if: (a) The
Does the HCE accept dispensed | dispensed drug or prescription device was dispensed in a
olololis drugs or prescription devices for | manner inconsistent with the prescriber's instructions; (b) The
"| return and destruction return is in compliance with the Washington state safe
appropriately? medication return program laws and rules, chapters 69.48
RCW and 246-480 WAC; or (c) The return and destruction is in
compliance with the facility's policies and procedures.”
WAC 246-945-417(7) “HCEs or HPACs that maintain an Click or tap here to enter text.
electronic record system must be done in accordance with
subsections (1) through (6) of this section.”
WAC 246-945-417(4) “The pharmacy shall have policies and
procedures in place for system downtime. (a) The procedure
Does the HCE have policies and |shall provide for the maintenance of all patient recordkeeping
O | O| O |16.|procedures addressing information as required by this chapter. (b) Upon restoration
computer system downtime? of operation of the electronic recordkeeping system the
information placed in the auxiliary recordkeeping procedure
shall be entered in each patient's records within two working
days, after which the auxiliary records may be destroyed. (c)
This section does not require that a permanent dual
recordkeeping system be maintained.”
Recordkeeping
Are complete patient medical WAC 246-945-418 “If an HPAC or HCE does not maintain an Click or tap here to enter text.
O | O| O |17.|records maintained in either electronic recordkeeping system their manual records must
paper or electronic format? contain all information required in WAC 246-945-417.”
If applicable, does the HCE WAC 246-945-417(1) “A pharmacy shall use an electronic Click or tap here to enter text.
O|(ojo|s. N . . . .
maintain electronic record recordkeeping system to establish and store patient
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
system including patient medication records, including patient allergies, idiosyncrasies
allergies, idiosyncrasies or or chronic conditions, and prescription, refill, transfer
chronic conditions, and information, and other information necessary to provide safe
prescription, refill, transfer and appropriate patient care.”
information, and other WAC 246-945-417(7) HCEs or HPACs that maintain an
information necessary to electronic record system must be done in accordance with
provide safe and appropriate subsections (1) through (6) of this section.
patient care?
WAC 246-945-417(3) “The electronic recordkeeping system Click or tap here to enter text.
must include security features to protect the confidentiality
Does the electronic and integrity of patient records including: (a) Safeguards
recordkeeping system include designed to prevent and detect unauthorized access,
O | O| O |19.]security features to protect modification, or manipulation of prescription information and
confidentiality and integrity of | patient medication records; and (b) Functionality that
patient records? documents any alteration of prescription information after a
prescription is dispensed, including the identification of the
individual responsible for the alteration.”
WAC 246-945-417(7) “HCEs or HPACs that maintain an electronic Click or tap here to enter text.
record system must be done in accordance with subsections (1)
through (6) of this section.”
WAC 246-945-417 “(1) A pharmacy shall use an electronic
recordkeeping system to establish and store patient medication
records, including patient allergies, idiosyncrasies or chronic
If applicable, does the manual conditions, and prescription, refill, transfer information, and other
patient medical record system information necessary to provide safe and appropriate patient care.
have the capability to store (a) Systems must prevent auto-population of user identification
patient medication records e.g. |information. (b) Pharmacies that provide off-site pharmacy services
O | O O |20.]allergies, idiosyncrasies or without a pharmacist for product fulfillment or prescription
chronic conditions, and processing must track the identity of each individual involved in
prescription, refill, transfer, and | each step of the off-site pharmacy services.
other information as required in |(2) The electronic recordkeeping system must be capable of real-
WAC 246-945-4177? time retrieval of information pertaining to the ordering, verification,
and processing of the prescription where possible.
(3) The electronic recordkeeping system must include security
features to protect the confidentiality and integrity of patient
records including: (a) Safeguards designed to prevent and detect
unauthorized access, modification, or manipulation of prescription
information and patient medication records; and (b) Functionality
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant

Yes

No

N/A

Rule Reference

Notes/Corrective Action

that documents any alteration of prescription information after a
prescription is dispensed, including the identification of the
individual responsible for the alteration.

(4) The pharmacy shall have policies and procedures in place for
system downtime. (a) The procedure shall provide for the
maintenance of all patient recordkeeping information as required
by this chapter. (b) Upon restoration of operation of the electronic
recordkeeping system the information placed in the auxiliary
recordkeeping procedure shall be entered in each patient's records
within two working days, after which the auxiliary records may be
destroyed. (c) This section does not require that a permanent dual
recordkeeping system be maintained.

(5) The pharmacy shall maintain records in accordance with WAC
246-945-020.

(6) Electronic prescriptions for prescription drugs must be
maintained by the pharmacy in a system that meets the
requirements of 21 CFR. Sec. 1311.”

WAC 246-945-418 “If an HPAC or HCE does not maintain an
electronic recordkeeping system their manual records must contain
all information required in WAC 246-945-417. The record system
consists of the hard copy of the original prescription and a card or
filing procedure that contains all data on new and refill
prescriptions for a patient. This data must be organized in such a
fashion that information relating to all prescription drugs used by a
patient will be reviewed each time a prescription is filled.”

21.

Are suitable records of drugs
readily retrievable or
maintained separately from all
other records?

**Including drug samples under
the control of the HCE**

RCW 18.64.470 “Every proprietor or manager of a health care
entity shall keep readily available a suitable record of drugs,
which shall preserve for a period of not less than two years
the record of every drug used at such health care entity. The
record shall be maintained either separately from all other
records of the health care entity or in such form that the
information required is readily retrievable from ordinary
business records of the health care entity. All recordkeeping
requirements for controlled substances must be complied
with.”

Click or tap here to enter text.

22.

Are all records readily
retrievable for at least two years
from the date the record was

WAC 246-945-020(1) “Unless an alternative standard for a
specified record type, form, or format is expressly stated a
pharmaceutical firm must maintain and retain records

Click or tap here to enter text.
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant

Yes |No |N/A

Rule Reference

Notes/Corrective Action

created or received, whichever
is later?

required as evidence of compliance with statutes and rules
enforced by the commission in a readily retrievable form and
location for at least two years from the date the record was
created or received, whichever date is later.”

WAC 246-945-001(71) “"Readily retrievable" means a record
that is kept by automatic data processing systems or other
electronic, mechanized, or written recordkeeping systems in
such a manner that it can be separated out from all other
records in a reasonable time.”

Controlled Substances

23.

Are all controlled substances in
the HCE locked and secured to
prevent unauthorized access?

WAC 246-945-040(1) “The commission adopts and
incorporates Title 21 of the Code of Federal Regulations in
effect as of March 2, 2023, by reference.”

21 CFR. 1301.75(a) “Controlled substances listed in Schedule |
shall be stored in a securely locked, substantially constructed
cabinet. (b) Controlled substances listed in Schedules 11, llI, IV,
and V shall be stored in a securely locked, substantially
constructed cabinet.”

WAC 246-945-410(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.”

Click or tap here to enter text.

24,

Does the HCE maintain records
of receipt and distribution of all
controlled substances?

WAC 246-945-040(4) “Registrants are also required to keep a
record of receipt and distribution of controlled substances.
Records shall include: (a) Invoices, orders, receipts, or any
other document regardless of how titled, establishing the
date, supplier, and quantity of drug received, and the name of
the drug; (b) Distribution records, including invoices, or any
other document regardless of how titled from wholesalers,
manufacturers, or any other entity to which the substances
were distributed and prescriptions records for dispensers;

(d) For transfers of controlled substances from one dispenser
to another, a record of the transfer must be made at the time
of transfer indicating the drug, quantity, date of transfer, who
it was transferred to, and from whom. Records must be
retained by both the transferee and the transferor. These

Click or tap here to enter text.
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
transfers can only be made in emergencies pursuant to 21
CFR. Sec. 1307.11.”
Are records of Schedule Il drugs | WAC 246-945-040(5) “Credential holders and pharmaceutical |Click or tap here to enter text.
maintained separately from all | firms shall maintain records for Schedule Il drugs separately
OO g |25 ”
other controlled substance from all other records.
records?
Does the HCE have completed WAC 246-945-040(7) “A federal order form is required for Click or tap here to enter text.
DEA 222 forms or their each distribution of a Schedule | or Il controlled substance.
O | O | O |26.]|electronic equivalent for each Credential holders and pharmaceutical firms must keep and
acquisition or distribution of make readily available these forms and other records to the
Schedule Il drugs? commission or its designee.”
WAC 246-945-040(6) “Credential holders and pharmaceutical |Click or tap here to enter text.
firms may maintain records for Schedule Ill, IV, and V drugs
Are records of Schedule IlI-V either separately or in a form that is readily retrievable from
drugs maintained either the business records of the registrant.”
O | O] O |27.|separately orin a form that is 21 CFR 1304.04(h)(3) “...Inventories and records of Schedules
readily retrievable from other 11, IV, and V controlled substances shall be maintained either
records? separately from all other records of the pharmacy or in such
form that the information required is readily retrievable from
ordinary business records of the pharmacy.”
Is an inventory of controlled WAC 246-945-420(2) “A facility shall conduct an inventory of Click or tap here to enter text.
substances being performed every | controlled substances every two years.”
2 years? WAC 246-945-420(3)(a) “Within thirty days of designating a
**Including controlled substance |responsible pharmacy manager. The incoming responsible
samples under the control of the | pharmacy manager, or designee, shall conduct a complete
HCE** controlled substance inventory. (b) On the effective date of an
olol ol addition of a substance to a schedule of controlled substances.
An inventory of controlled Each facility that possesses the substance shall take an inventory
substances must be completed of the substance on hand, and thereafter, include the substance
within 30 days of a new in each inventory.”
responsible pharmacy manager or |21 CFR. 1304.11(a) “Each inventory shall contain a complete and
on the effective date of the accurate record of all controlled substances on hand on the date
addition of a substance to a the inventory is taken, and shall be maintained in written,
schedule of controlled substances. | typewritten, or printed form at the registered location.”
Does the HCE have power of 21 CFR. 1305.05(a) “A registrant may authorize one or more Click or tap here to enter text.
O o) g |29 . s . .
attorney forms for ordering individuals, whether or not located at his or her registered
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant

Yes

No

N/A

Rule Reference

Notes/Corrective Action

schedule ll-controlled
substances?

location, to issue orders for Schedule | and Il controlled
substances on the registrant's behalf by executing a power of
attorney for each such individual, if the power of attorney is
retained in the files, with executed Forms 222 where
applicable, for the same period as any order bearing the
signature of the attorney. The power of attorney must be
available for inspection together with other order records.”

30.

Has the HCE reported significant
losses or disappearances of
controlled substances to PQAC
and the DEA in the previous 24
months?

21 CFR 1301.76(b) “The registrant shall notify the Field
Division Office of the Administration in his area, in writing, of
the theft or significant loss of any controlled substances within
one business day of discovery of such loss or theft. The
registrant must also file a complete and accurate DEA Form
106 with the Administration through DEA's Diversion Control
Division secure network application within 45 days after
discovery of the theft or loss.”

WAC 246-945-040(4)(c) “In the event of a significant loss or
theft, two copies of DEA 106 (report of theft or loss of
controlled substances) must be transmitted to the federal
authorities and a copy must be sent to the commission; ...”

Click or tap here to enter text.

Dispensing — HCEs that do not dispense for use outside the HCE and answer “No” to question 31 may skip question
numbers 32-42

Does the HCE dispense

RCW 18.64.450(4) “A health care entity may only administer,
dispense, or deliver legend drugs and controlled substances to

Click or tap here to enter text.

31.| prescription medications to
S P . P patients who receive care within the health care entity and in
patients for at home use? . . - ”
compliance with rules of the commission...
. L RCW 18.64.450(4) “...Nothing in this subsection shall prohibit i
If HCEs dispense medications . .( ) . & . . P Click or tap here to enter text.
. . a practitioner, in carrying out his or her licensed
without a pharmacist's . L . . .
. . responsibilities within a health care entity, from dispensing or
O | O] O |32.|involvement, are they restricting L . .
. . delivering to a patient of the health care entity drugs for that
medications dispensed to a - .
patient's personal use in an amount not to exceed seventy-
seventy-two (72) hour supply? ”
two hours of usage.
Does the HCE have valid WAC 246-945-410(7) “Prescription drugs must only be dispensed | Click or tap here to enter text.
O | O| O |33.|prescription records for all drugs | pursuant to a valid prescription as required by WAC 246-945-

dispensed to patients?

011.”
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
WAC 246-945-011(1) “Prior to dispensing and delivering a
prescription, a pharmacist shall verify its validity.”
(2) A prescription shall be considered invalid if: (a) At the time of
presentation, the prescription shows evidence of alteration,
erasure, or addition by any person other than the person who
wrote it; (b) The prescription does not contain the required
information as provided in WAC 246-945-010; (c) The prescription
is expired; or (d) The prescription is for a controlled substance
and does not comply with the requirements in RCW 69.50.308.
(3) A prescription is considered expired when: (a) The
prescription is for a controlled substance listed in Schedule II
through V and the date of dispensing is more than six months
after the prescription's date of issue. (b) The prescription is for a
noncontrolled legend drug or OTC's and the date of dispensing is
more than twelve months after the prescription's date of issue.”
WAC 246-945-010(8) “A noncontrolled legend drug can only Click or tap here to enter text.
Are all non-controlled legend be dispensed pursuant to a valid prescription in accordance
drugs prescribed orally promptly | with WAC 246-945-011, or an oral prescription. An oral
O 0| g |34. . . .
transcribed to a written or prescription for a noncontrolled legend drug must be
electronic prescription? promptly reduced to a written or electronic prescription that
complies with WAC 246-945-011.”
Do all prescriptions for non- WAC 246-945-010(3) “A prescription for a noncontrolled
35.| controlled legend drugs include |legend drug must include, but is not limited to, the following:
all required elements? (a) Prescriber's name; (b) Name of patient, authorized entity,
o, or animal name and species; (c) Date of issuance; (d) Drug ]
O |O| O |35.| a |Prescriber’'s Name name, strength, and quantity; (e) Directions for use; (f) Click or tap here to enter text.
Name of Patient/ Number of refills (if any); (g) Instruction on whether ornota | Click or tap here to enter text.
O | O] O [35.] b |Authorized Entity/Animal therapeutically equivalent generic drug or interchangeable
Name and Species biological product may be substituted, unless substitution is
permitted under a prior-consent authorization; (h) Prescriber's [
0O | 0| O |35] c |Dateoflssuance manual or electronic signature, or prescriber's authorized Click or tap here to enter text.
Drug Name, Strength, and agent signature if allowed by law; and (i) If the prescription is Click or tap here to enter text.
Oo|o|o|ss.|d Quantity written, it must be written on tamper-resistant prescription
pad or paper approved by the commission pursuant to RCW
O |O| O |35.| e |Directions for Use 18.64.500” Click or tap here to enter text.
O | O O |35.| f |Number of Refills Click or tap here to enter text.
O |O| O |35.| g |Substitution Directions Click or tap here to enter text.
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A
O |O| O |35.| h |Prescribers Signature Click or tap here to enter text.
olololss i [If w_ritten, on Tamper- Click or tap here to enter text.
Resistant Paper
Do all prescriptions for WAC 246-945-010(4) “A prescription for a controlled
36. | controlled substances include substance must include all the information listed in subsection
additional required elements? (1) of this section and the following: (a) Patient's address; (b)
- Dosage form; (c) Prescriber's address; (d) Prescriber's DEA )
O | O] O |36.] a |Patient’s Address registration number; and (e) Any other requirements listed in Click or tap here to enter text.
O |O| O |36.| b |Dosage Form 21 CFR., Chapter II.” Click or tap here to enter text.
O |O| O |36.| c |Prescriber’s Address Click or tap here to enter text.
O |O| O [36.| d |Prescriber’'s DEA Number Click or tap here to enter text.
RCW 18.64.246(1) “To every box, bottle, jar, tube or other Click or tap here to enter text.
container of a prescription which is dispensed there shall be fixed a
label bearing the name and address of the dispensing pharmacy,
the prescription number, the name of the prescriber, the
prescriber's directions, the name and strength of the medication,
the name of the patient, the date, and the expiration date.”
RCW 69.41.050(1) “To every box, bottle, jar, tube or other
container of a legend drug, which is dispensed by a practitioner
Are all prescriptions properly authorized to prescribe legend drugs, there shall be affixed a label
labeled and stored, in bearing the name of the prescriber, complete directions for use, the
. name of the drug either by the brand or generic name and strength
accordance with federal and ; .
per unit dose, name of patient and date: PROVIDED, That the
state statutes, rules, and - . .
O o 0|37 . practitioner may omit the name and dosage of the drug if he or she
regulations? determines that his or her patient should not have this information
. and that, if the drug dispensed is a trial sample in its original
Includes drug samples under package and which is labeled in accordance with federal law or
the control of the HCE** regulation, there need be set forth additionally only the name of
the issuing practitioner and the name of the patient.”
WAC 246-945-016(1) and (3) “(1) All licensees of the commission
who dispense legend drugs to outpatients shall affix a label to the
prescription container that meets the requirements of RCW
69.41.050 and 18.64.246, and shall also include: (a) Drug quantity;
(b) The number of refills remaining, if any; (c) The following
statement, "Warning: State or federal law prohibits transfer of this
drug to any person other than the person for whom it was
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2025 Health Care Entity (HCE) Self-Inspection Worksheet

Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A

prescribed."”, except when dispensing to an animal, when a warning
sufficient to convey "for veterinary use only" may be used; (d) The
name and species of the patient, if a veterinary prescription; and (e)
The name of the facility or entity authorized by law to possess a
legend drug, if patient is the facility or entity... (3) For the purposes
of determining an expiration date as required in RCW 18.64.246,
the dispenser shall take the following factors into account: (a) The
nature of the drug; (b) The container in which it was packaged by
the manufacturer and the expiration date; (c) The characteristics of
the patient’s container, if the drug is repackaged for dispensing; (d)
The expected conditions to which the drug may be exposed; (e) The
expected length of time of the course of therapy; and (f) Any other
relevant factors.”

Are all legend drugs dispensed in | WAC 246-945-032 (1) “All legend drugs shall be dispensed in a | Click or tap here to enter text.

child-resistant containers, as child-resistant container as required by federal law or

required by federal law or regulation, including 16 CFR., Part 1700, unless:

regulation? (This includes special | (a) Authorization is received from the prescriber to dispense in

packaging used such as a container that is not child-resistant.

customized patient medication (b) Authorization is obtained from the patient or a

oo 0o |3s. Pa.Ckages; blister packs, med- representative of the patient to dispense in a container that is
irllnders, etc.) not child-resistant.”
Please see the FAQ on

commission website. **

** Best practice: It is

recommended that these

authorizations are updated

annually. **
WAC 246-945-410(9) “Each drug dispensed and delivered to a Click or tap here to enter text.
patient must bear a complete and accurate label as required by
WAC 246-945-015 through 246-945-018. The information contained
on the label shall be supplemented by oral or written information

Is supplemental information as required by WAC 246-945-325.”

O | O| O |39.|provided to the patient with WAC 246-945-325

each dispensed prescription? (1) The pharmacist shall offer to counsel: (a) Upon the initial fill of a
prescription for a new or change of therapy. (b) When the
pharmacist using their professional judgment determines
counseling is necessary to promote safe and effective use and to
facilitate an appropriate therapeutic outcome for that patient.
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Compliant
# Rule Reference Notes/Corrective Action
Yes |No |N/A

(2) This does not apply to medications that are administered by a
licensed health professional acting within their scope of practice.
WAC 246-945-417(6) “Electronic prescriptions for prescription | Click or tap here to enter text.
drugs must be maintained by the pharmacy in a system that

olol o lao Are electronic prescriptions meets the requirements of 21 CFR. Sec. 1311.”

"I maintained appropriately?

(7) HCEs or HPACs that maintain an electronic record system
must be done in accordance with subsections (2) through (6)
of this section.

Pharmacist Professional Requirements

41.

Unless an exception applies,
does the HCE conduct a drug
utilization review (DUR) of each
prescription before dispensing
and delivery?

OR

If a pharmacist is involved in the
dispensing process, is drug
utilization review completed?

WAC 246-945-001(29) “’Drug utilization review” includes, but is not
limited to, the following activities: (a) Evaluation of prescriptions
and patient records for known allergies, rational therapy-
contraindications, appropriate dose, and route of administration
and appropriate directions for use; (b) Evaluation of prescriptions
and patient records for duplication of therapy; (c) Evaluation of
prescriptions and patient records for interactions between drug-
drug, drug-disease, and adverse drug reactions; and (d) Evaluation
of prescriptions and patient records for proper utilization, including
over- or under-utilization, and optimum therapeutic outcomes.”
WAC 246-945-410(8) “A drug utilization review of each prescription
before dispensing and delivery shall occur except in emergent
medical situations, or if: (a) The drug is a subsequent dose from a
previously reviewed prescription; (b) The prescriber is in the
immediate vicinity and controls the drug dispensing process; (c) The
medication delivery system is being used to provide access 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.”

Click or tap here to enter text.

42.

If a pharmacist is involved in the
dispensing process, do
pharmacists perform patient
counseling?

WAC 246-945-325(1) “The pharmacist shall offer to counsel:
(a) Upon the initial fill of a prescription for a new or change of
therapy. (b) When the pharmacist using their professional
judgment determines counseling is necessary to promote safe
and effective use and to facilitate an appropriate therapeutic
outcome for that patient.”

Click or tap here to enter text.
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9. Rules Tracker - August 2025

PQAC RULES TRACKING - FOR COMMISSION BUSINESS MEETING

Ongoing Rulemaking

Current Filing

Title Short Description Priority Type Staff Lead Recent Actions / Next Steps
) CR-101
Amending WAC 246-945-714(3) ) )
- . . (Standard) WSR Recent actions: CR-101 filed
Medication assistance to include language added to ) )
) ) High 25-16-045, filed Josh Next steps: Rules workshop at August
(SHB 1720) expansion RCW 69.41.010(15) following ) .
July 30, 2025 2025 business meeting
the passage of SHB 1720
Related to regulation of white CR-101
Alternate Distribution bagging, brown bagging, or any (Standard) Recent actions: CR-102 package
Models (Transfer other transfer of a prescription ) under review
: ) High WSR 23-20-115, Josh , o
Practices for Dispensed  or drug for the purpose of re- filed October 3 Next steps: File CR-102 and initiate
Prescription Drugs) dispensing or subsequent 2023 ’ public comment period
administration to a patient
Incorporate by reference federal CR-102
P y . Recent actions: CR-103p under
language and standards . (Exception) . .
DSCSA Enforcement ertaining to the Drug Suppl High WSR 25-11-064 Josh division review
P . g _ gsupply ) ’ Next steps: File CR-103p
Chain Security Act. filed May 19, 2025
. CR-102
Amending WAC 246-945-001 . .
Zero Order Reports and ) (Standard) Recent actions: CR-102 filed
o and WAC 246-945-585 to adjust . . .
Suspicious Orders . High WSR 25-14-077, Haleigh Next steps: Hold public hearing at
suspicious order and zero ) . .
(standard) filed June 30, August 2025 business meeting

reporting requirement
porting req 2025




Amending WAC 246-945-590 to
cross reference the definition of

CR-102

Recent actions: CR-102 filed

Zero Order Project Update . . High . Haleigh Next steps: Hold public hearing at
"suspicious order" in WAC 246- (Exception) ) )
August 2025 business meeting
945-585
Open WAC 246-945-060 to CR-101
exempt mobile units from Standard Recent actions: Commission approved
Mobile OTP Unit licenses p ) . . ( ) . PP
(standard) acquiring separate licenses if Medium WSR 23-18-046, Haleigh rule language draft
associated physical location is filed August 30, Next steps: File CR-102
already licensed 2023
Rulemaking to amend WACs 246-
945-001, 246-945-315, 246-945-
317, 246-945-320, and new CR-101 .
) Recent actions: Rules workshop held
o sections to chapter 246-945 (Standard) . )
Utilization of Pharmacy ) ) at June 2025 business meeting
, WAC related to pharmacy Medium  WSR 24-18-032, Haleigh
Ancillary Personnel L ) Next steps: Rules workshop at August
technician final product, filed August 26, . _
) 2025 business meeting
pharmacy assistants scope-of- 2024
practice, and the use of
technology
Promulgate rules for facility
. o license violations constituting CR-102 .
Uniform Facilities L ) Recent actions: Rules workshop held
grounds for application denial, ) (Standard) . ) .
Enforcement Framework = o i High Julia atJune 2025 business meeting
civil fine, limited stop service, WSR 25-10-089, . )
(ESSB 5271) ) o ) Next steps: Build and file CR-103p
etc. and establish specific fine filed May 6, 2025
amounts.
) . Rulemaking to amend WAC 246- CR-102 Recent actions: CR-102 filed and
Inspection Requirements . ) ) ) e
. 945-230 pertaining to inspection ) (Standard) ) public comment period initiated
for Modifications or Medium Julia

Remodels

requirements for facility
modifications or remodels.

WSR 25-13-005,
filed June 5, 2025

Next steps: Public hearing at August
2025 business meeting




Amending WAC 246-945-231to

CR-101
L , add a timeframe for Recent actions: CR-101 filed
Disciplinary Action . i . (Standard) WSR . )
) i pharmaceutical facilities to Medium i Julia Next steps: Outreach to interested
Reporting Timeframe L . 25-15-162, filed . .
report any disciplinary action to Jul parties and language drafting
the commission. y
Rulemaking needed to
implement the FDA MOU should
the commission choose to sign
Implementing FDAMOU  the MOU. This rulemaking would On Hold  Not yet filed Josh On hold
add a new section related to the
regulation of the distribution of
human compounded products.
Reviewing WAC 246-945-246 to
Out-of-state OTC-only ) g ) .
review requirements for out-of- OnHold  Notyetfiled TBD On hold

Wholesaler requirements

state OTC-only wholesalers




9.1. Rule Petition: Prescription Transfers

From: I
To: DOH WSPQAC
Subject: re: transfers
Date: Sunday, July 6, 2025 11:19:30 PM
Attachments: FedEx Scan 2025-07-06 15-33-03.pdf

External Email
July 4, 2025

Dear Pharmacy Commission of Washington State,

This is to petition the Pharmacy Commission to study the standardization of prescription
transfers and, in a timely manner, to pass rules and regulations (or laws) requiring all
pharmacies in Washington State to standardize the formatting of prescription transfers via fax
or by electronic means using a template prescribed by the Commission.

Attached you will find a few examples of recent transfers sent via fax to the pharmacy |
work at. To comply with HIPAA laws, I’ve attempted to black out personal information. Feel
free to black out any other information you may feel is confidential. I ask you to notice that in
these faxes, the needed prescription information to setup the script is all “over the place”,
often too small in font, and very hard to find. It’s like a hidden treasure search, and it is
inappropriate. It is likely to increase the risk of errors. For Rite-Aid transfers, if the sig (i.e.
directions) is too long, their computer simply clips off the end of the sig, leaving receiving
staff wondering if something important is being left out. For Credena Health, the font is too
small (some pharmacists are over 50 and have reduced vision). For CVS, the computer fails
to clearly print out the pharmacist’s name. The list goes on. For Safeway, it is unclear when
the prescription was last filled.

1. This is to petition the Pharmacy Commission to pass rules and regulations on minimum
font size. The minimum size font for this important information should be at least 12 or 14.

2. This is to ask the commission to standardize the layout of transfer information. One idea
is that it could look like a handwritten script from 20 years ago. See attached.

3. This is to petition the commission to consider a W-2 form style format, where box 1 has
specific information such as patient name, along with box 2, and box 15 allowing for
additional notes. The information should be in the same place for all faxed transfers, saving
pharmacy staff time and stress, and improving accuracy. Also, the eventual use of Al would
be facilitated.

4. This is request the commission to give pharmacies 2 years with possible extensions to
comply with the standardized format. If a small independent needs a 6 month extension, let
them have it.

5. Enclosed you will find my suggestion for a layout, or in the alternative you could consider
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Jun. 23. 2025 11:13AM PCH RETAIL PHARMACY 3603308579 No. 6486 P 2

Credena Health Pharmacy Centralla Tel; 360-827-7587
1800 Cooks Hill Rd Ste P, GENTRALIA WA 98531-9027 Fex: 350-330-8579
Transfer Out Report

Patient Demographics

Patient Name Legzl Sex  DOB m‘m Phane

Transfer Information

From To '
Credena Heslth Pharmacy Centralia 1=m§m£ 2037 - ABERDEEN, WA - 808 East Wishkah(HWY 12&1D1
1800 Copks HIll Rd Ste P, GENTRALLA WA 98531-0027
Phone: 360-827-7997 Fax: 360-330-8579 909 East Wishkah(HWY 128101 E), ABERDEEN VWA 98520
DEA #: FCO515026 Phone: 360-532-7875 Fax: 360-536-9880
Authorized by: SRR DEA # BW3983524
Autharized by g
Transfer Delails
Previous Foc /RIS —— Quantity transfered: 270 capsule
First Dispensad: — Lasl Dispensed; —
Transferred on: Mon Jun 23, 2025 11:19 AM Entered by: Verity L Olsan, Pharmacy Tesh
Rx # ey
_gabapentin (NEURONTIN) 300 mg capsule [ GRS
Dose: 300 mg Raute: Oral Frequency: 3 TIMES DAILY PRN
Dispanse Quantity: 90 capsule (3¢ day Refills: 2 Fills remaining: 3
supply)
Duratign; - Dispense As Written; No

Sig: Take 1 capsule by mouth 3 times daily a5 needed.

Start Date: 06/110/25 End Date; —
Written Date; 08/10/28 Expirstion Dale: 06/10/26
Providers

Qrdering and Autherizing Provider:

Greene, Luke C, NP

409 S Market Blvd SUITE 11, Chehalis WA 88532-3043
Phone: 360-506-8212 Fax; 833-471-4334

DEA # MG4082183 NP 1134423056

Ordering User. Qg ~harmacy Tech

Fhamacy
SRR Friarmacy 2037 - ABERDEEN, WA - 900 East Wishkah(FVYY 1286101 B)
809 East Wishkah(HWY 128101 E), ABERDEEN WA 98520
Phone: 360-532-7676 Fax: 360-538-9880
DEA # EW3§83524
Pharmacy Comments: (6o soon 6/20/25

Quantity remaining: 270 capsulg Quartity used: 0 capaule Next fill dug: —
DAW Reason: —

Dispense History

. Day . K e =

Date - Type - Stetus  Quanfity - Supply. . Produgt- -~ - - - 'NDG- - ... Phamacy

6/23/202  Transfer Complete 270 - - - QR hamacy

& d capsule 2037 - ABERDEEN,
WA - 900 East
Wishiah(HWY
128101 E)

B40/202  FirstFil Canceled 89 30 gabapeniind0d-mg- 8¥877-223- CredenaHaglth

3 Gapsule e 05 L R
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This document is infended solely for the use of the recipient named herein and contains Infarmation that Is confidential and subject to anplicable
privacy laws. If you are not the intanded recipient, or the recipient's authorized agent, you are hereby notified that any use, disclosure, or copying of
this document is strictty prohibited. IF you have received this document in aror, please notfy us immediately by telephone to arrangs the retum of this
document to us. Thank you,
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7. RefillRemaining 2 D _J

8. LlastOispensed Quantity9o o ' N — UJM /l:; i T

| el

10. Written Date ‘0'51 , 21 “r '2ﬂ24

9. QuantityRemaining 180 L 28 9’0
| ) -7

ABERDEEN, WA, 88520..

{360) 533-6063 f{:{\f\

11.. Original Fill Date s &1-21 i} 2024 | H/g j
_—.‘ onsoR ] i Cialle] |
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a Employee’s social security number
2ecee 123-45-6789 OMB No. 1545-0008
b Employer identification number (EIN) .. 1 Wages, tips, other compensation 2 Federal income tax withheld
12-3456789 $48276.92 $3144.08
¢ Employer's name, address, and ZIP code ) 3 Social security wages 4 Social security tax withheld
ABC ENTERPRISES f)Q*,Z )1‘34471— $43189.56 $2677.75
2244 WORK LANE & qﬁ/[ 2 ~ 5 Medicare wages and tips 6 Medicare tax withheld
ANYTOWN, US 55555 $43189.56 $626.25
@%ﬁ//—-@jj 7 Social security tips 8 Allocated tips
d Control number Ly i i 110 Dependent care benefits
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JOHN DOE A _ i D | $1659.24
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|23 EAST 12th STREET Ovs hame *"D*?? = §=’"’DD | $5314.98
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14
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W 2 Wage and Tax E D 1' L} Department of the Treasury —Intemal Revenue Service
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Copy 1—For State, City, or Local Tax Department olo.serm:tmaq.ag
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a W-2 form style layout with numbered boxes.

I thank the Commission for considering this petition, and I urge the board to implement new
rules on this. In my perception, pharmacy continues to be in crisis, with ever-increasing work
loads, higher stress levels etc... It’s my understanding a couple of CVS pharmacists recently
died by suicide back on the east coast. Please, please, take a look at these 3 transfer samples
and consider my petition. This is not only aggravating and time-consuming; it may harm a
patient.

Thank you for your time.

Respectfully, = Mauricio Austin, PharmD, JD (_)

Olympia, WA



9.4. Rule Workshop - Medication Assistance Expansion
PQAC - Medication Assistance Expansion Amendment Draft

WAC 246-945-714 Medication assistance by nonpractitioners. (1) Anindividual
may receive medication assistance from nonpractitioners. Medication assistance only
includes:

(a) Reminding or coaching the individual to take their medication;

(b) Handing the individual their medication container;

(c) Opening the individual's medication container;

(d) Using an enabler, except if a nonpractitioner uses the individual's hand as an
enabler, the nonpractitioner may only steady or guide an individual's hand while the
individual administers a medication to themselves and may not engage in "hand-over-
hand" administration;

(e) Placing the individual's medication in their hand;

(f) Handing an individual their prefilled insulin syringe;

(g) Setting up a diabetic device for self-administration;

(h) Handing.injectable medications to an individual for self-administration;

(i) The transfer of an individual's medication from one container to another
container for the purpose of preparing an individual dose; or

(h]) Medication alteration. An individual must be aware that their medication has
been altered.

(2) A nonpractitioner shall only perform the medication assistance described in
subsection (1)(g) and (h) of this section, where a practitioner has determined and
communicated orally or by written direction that such medication preparation assistance is
necessary and appropriate.

(3) A nonpractitioner shall not provide medication assistance to individuals that
involves intravenous medications or injectable medications, except handing an individual
their prefilled insulin syringes.

[Statutory Authority: RCW 18.64.005, 69.41.010, and 69.41.075. WSR 25-08-072, s 246-
945-714, filed 4/1/25, effective 5/2/25.]
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