2.1 NPLEx Dashboard Report January-March 2023

MONTHLY PROGRAM ADMINISTRATOR'S DASHBOARD - JANUARY

11 Logins - 3 Searches - 16 Report Queries - 23 Active Watches - 0 Active Watch Hits

TOP USAGE AGENCIES
NEW USERS THIS 1. Grant County Sheriff's Office
MONTH TOP AGENCIES BY ACTIVE
New Users = 1 TOP USERS BY USAGE WATCHES
Total Accounts = 144 1. Jo.rdan Dc?wland, Grant County 1. ICE - King County (24)
Sheriff's Office
Active Users = 5 2. Jeff Wentworth, Grant County Sheriff's
Office
TRANSACTION SUMMARY STATISTICS (2023)
JAN |TOTAL
149,570 | 149,570
: BOXES SOLD 81,433 81,433

PHARMACY PARTICIPATION STATISTICS (Jan 2023) ||

Enabled Pharmacies 1002
Pharmacies Submitting a Transaction 938
Pharmacies Logging in Without a Transaction |0
Inactive Pharmacies 64

Pharmacy Participation for Jan 93.61%




2.1 NPLEx Dashboard Report January-March 2023

MONTHLY PROGRAM ADMINISTRATOR'S DASHBOARD - FEBRUARY

2 Logins - 0 Searches - 0 Report Queries - 23 Active Watches - 3 Active Watch Hits

NEW USERS THIS MONTH
New Users=0 TOP USAGE AGENCIES TOP AGENCIES BY ACTIVE WATCHES

Total Accounts = 144 1. ICE - King County (28)

TOP USERS BY USAGE
Active Users =2

TRANSACTION SUMMARY STATISTICS (2023)

JAN FEB |TOTAL
PURCHASES 71,650 | 69,841 ||141,491
BLOCKS 3,237 | 3,382 /6,619

GRAMS SOLD 149,571 {145,517 | 295,088

BOXES SOLD 81,434 | 79,114 (160,548
GRAMS BLOCKED 8,604 | 8,664 17,268

BOXES BLOCKED 3,774 3,863 |7,637

AVG GRAMS PER BOX BLOCKED gaWwivi:} 224 2.26

PHARMACY PARTICIPATION STATISTICS (Feb 2023) ||

Enabled Pharmacies 1002
Pharmacies Submitting a Transaction 931
Pharmacies Logging in Without a Transaction |1
Inactive Pharmacies 70

Pharmacy Participation for Feb 93.01%




2.1 NPLEx Dashboard Report January-March 2023

MONTHLY PROGRAM ADMINISTRATOR'S DASHBOARD - MARCH

5 Logins - 0 Searches - 0 Report Queries - 23 Active Watches - 0 Active Watch Hits

NEW USERS THIS MONTH
New Users =0 TOP USAGE AGENCIES TOP AGENCIES BY ACTIVE WATCHES
Total Accounts = 144 TOP USERS BY USAGE 1. ICE - King County (29)

Active Users =3

TRANSACTION SUMMARY STATISTICS (2023)

JAN FEB MAR | TOTAL

PURCHASES 71,650 | 1 69,841 | 81,452 | 222,943

BLOCKS 3,237 3,382 3,985 (10,604

GRAMS SOLD 149,571 |145,517 (177,044 472,132

BOXES SOLD 81,434 | 79,114 | 91,948 (252,496
GRAMS BLOCKED 8,604 | 8,664 | 10,706 (27,974

BOXES BLOCKED 3,774 3,863 4,516 |12,153

AVG GRAMS PER BOX BLOCKED Jiwiwi:] 2.24 2.37 |2.30

PHARMACY PARTICIPATION STATISTICS (Mar 2023)

Enabled Pharmacies 1000
Pharmacies Submitting a Transaction 927
Pharmacies Logging in Without a Transaction |0
Inactive Pharmacies 73

Pharmacy Participation for Mar 92.7%

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 kmccormick@appriss.com.



mailto:kmccormick@appriss.com

2.2 Pharmaceutical Firms Application Report

Credential # Status First Issuance Date

DRCS.FX.61307054 ACTIVE 04/21/2023
DRSD.FX.61376895 ACTIVE 04/13/2023
DRSD.FX.61389860 ACTIVE 04/24/2023
DRSD.FX.61429239 ACTIVE 04/06/2023
PHAR.CF.61385066 ACTIVE 03/28/2023
PHAR.CF.61385120 ACTIVE 03/30/2023
PHAR.CF.61396045 ACTIVE 03/28/2023
PHAR.CF.61397509 ACTIVE 02/23/2023
PHAR.CF.61397986 ACTIVE 03/30/2023
PHAR.CF.61397993 ACTIVE 03/30/2023
PHAR.CF.61398006 ACTIVE 03/30/2023
PHAR.CF.61399256 ACTIVE 04/06/2023
PHAR.CF.61402880 ACTIVE 04/19/2023
PHHC.FX.61259578 ACTIVE 03/28/2023
PHHC.FX.61259584 ACTIVE 03/28/2023
PHHC.FX.61259780 ACTIVE 03/10/2023
PHHC.FX.61259966 ACTIVE 03/28/2023
PHHC.FX.61260114 ACTIVE 03/28/2023
PHHC.FX.61260117 ACTIVE 03/28/2023
PHHC.FX.61260137 ACTIVE 03/28/2023
PHHC.FX.61260144 ACTIVE 03/10/2023
PHHC.FX.61260875 ACTIVE 04/19/2023
PHHC.FX.61263990 ACTIVE 04/11/2023
PHHC.FX.61266081 ACTIVE 04/19/2023
PHHC.FX.61266100 ACTIVE 04/19/2023
PHHC.FX.61267095 ACTIVE 04/19/2023
PHHC.FX.61267182 ACTIVE 04/11/2023
PHHC.FX.61346461 ACTIVE 04/11/2023
PHHC.FX.61346464 ACTIVE 04/11/2023
PHHC.FX.61402890 ACTIVE 03/28/2023
PHHC.FX.61405454 ACTIVE 04/19/2023
PHHC.FX.61409502 ACTIVE 03/10/2023
PHHC.FX.61409519 ACTIVE 04/19/2023
PHHC.FX.61409570 ACTIVE 04/19/2023
PHHC.FX.61409635 ACTIVE 03/16/2023
PHHC.FX.61409660 ACTIVE 04/11/2023
PHHC.FX.61409751 ACTIVE 03/10/2023
PHHC.FX.61409760 ACTIVE 04/11/2023
PHHC.FX.61410367 ACTIVE 03/16/2023
PHHC.FX.61411871 ACTIVE 03/28/2023
PHHC.FX.61418091 ACTIVE 04/19/2023
PHNR.FO.61147833 ACTIVE 04/17/2023
PHNR.FO.61319574 ACTIVE 03/07/2023

Opened - through April 2023 1/3



2.2 Pharmaceutical Firms Application Report

Credential # Status First Issuance Date
PHNR.FO.61357518 ACTIVE 04/06/2023
PHNR.FO.61375619 ACTIVE 03/07/2023
PHNR.FO.61393445 ACTIVE 03/16/2023
PHNR.FO.61396023 ACTIVE 04/06/2023
PHNR.FO.61413992 ACTIVE 03/07/2023
PHNR.FO.61419426 ACTIVE 03/16/2023
PHNR.FO.61421469 ACTIVE 04/11/2023
PHNR.FO.61421501 ACTIVE 03/23/2023
PHNR.FO.61422335 ACTIVE 04/06/2023
PHNR.FO.61422367 ACTIVE 03/16/2023
PHNR.FO.61424587 ACTIVE 03/23/2023
PHNR.FO.61427756 ACTIVE 04/20/2023
PHNR.FO.61429250 ACTIVE 04/24/2023
PHNR.FO.61432731 ACTIVE 04/11/2023
PHNR.FO.61436251 ACTIVE 04/19/2023
PHWH.FX.61346657 ACTIVE 04/06/2023
PHWH.FX.61371907 ACTIVE 03/23/2023
PHWH.FX.61383496 ACTIVE 04/17/2023
PHWH.FX.61385507 ACTIVE 04/13/2023
PHWH.FX.61393576 ACTIVE 03/24/2023
PHWH.FX.61398236 ACTIVE 04/03/2023
PHWH.FX.61400073 ACTIVE 04/06/2023
PHWH.FX.61416520 ACTIVE 03/01/2023
PHWH.FX.61417123 ACTIVE 03/06/2023
PHWH.FX.61418194 ACTIVE 04/04/2023
PHWH.FX.61418984 ACTIVE 03/07/2023
PHWH.FX.61421814 ACTIVE 03/16/2023
PHWH.FX.61424750 ACTIVE 04/06/2023
PHWH.FX.61427170 ACTIVE 03/27/2023
PHWH.FX.61438294 ACTIVE 04/24/2023
TRNG.TG.60692157-PTEC-O |APPROVED|04/24/2023
TRNG.TG.61399092-PTEC-O |APPROVED|03/02/2023
TRNG.TG.61401732-PTEC-O |APPROVED|4/14/2023

Opened - through April 2023

2/3



2.2 Pharmaceutical Firms Application Report

Credential #
DRSD.FX.61101051

Status
CLOSED

Expiration Date
04/06/2023

DRSD.FX.61208282

CLOSED

04/13/2023

PHAR.CF.60997331

CLOSED

03/15/2023

PHAR.CF.61232648

CLOSED

03/06/2023

PHHC.FX.60563437

CLOSED

03/01/2023

PHHC.FX.60640545

CLOSED

03/10/2023

PHHC.FX.60816373

CLOSED

03/31/2023

PHHC.FX.60879504

CLOSED

03/23/2023

PHHC.FX.60993976

CLOSED

03/31/2023

PHNR.FO.00056794

CLOSED

03/14/2023

PHNR.FO.60265310

CLOSED

03/31/2023

PHNR.FO.60273392

CLOSED

03/16/2023

PHNR.FO.61016949

CLOSED

03/07/2023

PHNR.FO.61069509

CLOSED

03/07/2023

PHNR.FO.61108267

CLOSED

04/14/2023

PHNR.FO.61114754

CLOSED

03/20/2023

PHNR.FO.61130093

CLOSED

04/19/2023

PHNR.FO.61179644

CLOSED

03/07/2023

PHWH.FX.60968135

CLOSED

03/06/2023

PHWH.FX.61006948

CLOSED

03/23/2023

PHWH.FX.61094207

CLOSED

04/06/2023

PHWH.FX.61148747

CLOSED

03/31/2023

PHWH.FX.61169226

CLOSED

04/06/2023

PHWH.FX.61187869

CLOSED

03/27/2023

PHWH.FX.61230102

CLOSED

04/13/2023

PHWH.FX.61407503

CLOSED

04/17/2023

Closed - through April 2023

3/3



3.1 NonResidentPharmacyDirectiveApril2023

., Washington State Department of

Department of Health
Pharmacy Quality Assurance Commission

Directive
Title: Nonresident Pharmacy: List of Approved Inspection Programs
Reference: RCW 18.64.360
Contact: Marlee B. O’Neill, JD, Executive Director
Effective Date: February 3, 2023
Supersedes: Nonresident Pharmacy: Approved List of Recognized States

Approved: Teri Ferreira, RPh,
Pharmacy Quality Assurance Commission Chair

RCW 18.64.360(1)(b) requires a nonresident pharmacy, upon initial licensure and at renewal, to
submit a copy of an inspection report that is conducted by an inspection program approved by the
Pharmacy Quality Assurance Commission (Commission) as having substantially equivalent standards to
those of the Commission, and that was issued within the last two years. This directive identifies
those inspection programs the Commission has approved as having substantially equivalent
standards to those of the Commission.

The Commission considered multiple factors when choosing whether to approve an inspection
program. This includes using the National Association of Boards of Pharmacy (NABP) Multistate
Pharmacy Inspection Blueprint Program criteria. The Commission also considered whether the
inspection program required nonresident pharmacies who engage in compounding to comply with
the minimum standards of the official United States Pharmacopeia (USP).

Page | 1 of 3


https://app.leg.wa.gov/RCW/default.aspx?cite=18.64.360

3.1 NonResidentPharmacyDirectiveApril2023

Approved Inspection Programs

The Commission has approved the inspection programs of the following state boards of pharmacy
(or equivalent state regulatory agency) and two third-party inspection programs as having
substantially equivalent standards to those of the Commission:

Alabama
California
Connecticut
Gates Healthcare Associates
Georgia

lllinois

lowa

Kentucky
Louisiana
Maryland
Massachusetts
Michigan

Minnesota

Montana
NABP’s Verified Pharmacy Program
Nevada

New Hampshire
New Jersey
North Carolina
North Dakota
Ohio

Oregon
Pennsylvania
Rhode Island
Utah

Virginia

Approved Inspection Programs That Do Not Meet Commission Frequency Standards

The Commission has approved the inspection programs of the following state boards of
pharmacy (or equivalent state regulatory agency) as having substantially equivalent standards to
those of the Commission. The Commission also understands these inspection programs do not
conduct inspections every two years. Nonresident pharmacies are reminded that inspection
reports submitted as part of an application or as part of the renewal process must have occurred
within the last two years. So while inspection reports conducted by the following state boards of
pharmacy (or equivalent state regulatory agency) are acceptable, they must have occurred within
the last two years or another inspection report from an approved inspection program will need

to be submitted:

Delaware

Maine

Nebraska
New York

Page | 2 of 3



3.1 NonResidentPharmacyDirectiveApril2023

Approved Inspection Programs for Nonresident Pharmacies Who Attest They Do Not Engage in
Compounding

The Commission has approved the inspection programs of the following state boards of pharmacy
(or equivalent state regulatory agency) as having substantially equivalent standards to those of the
Commission but only for nonresident pharmacies who attest that they do not engage in
compounding as defined in RCW 18.64.011(6). This is because the following inspection programs
do not require nonresident pharmacies to comply with the minimum standards of USP when
engaging in compounding.

Arizona Oklahoma
Arkansas Pennsylvania
Colorado South Carolina
Florida South Dakota
Idaho Tennessee
Indiana Texas

Kansas Vermont
Mississippi West Virginia
Missouri Wisconsin
New Mexico Wyoming

Inspection Programs That Have Not Been Approved by the Commission

The Commission has determined that inspections from the following state board of pharmacy (or
equivalent state regulatory agency) are not substantially equivalent to those of the Commission
and will not be accepted:

Alaska

The Commission is aware the Hawaii Board of Pharmacy does not conduct inspections.
Nonresident pharmacies located in Hawaii are still required to comply with RCW 18.64.360(1)(b)
and must provide an inspection report from an approved inspection program as outlined in this
Directive.

The Commission will review this Directive on an annual basis.

Need more information? See frequently asked questions.

Page | 3 of 3


https://app.leg.wa.gov/rcw/default.aspx?cite=18.64.360
https://www.doh.wa.gov/LicensesPermitsandCertificates/ProfessionsNewReneworUpdate/PharmacyCommission/Inspections/FrequentlyAskedQuestions/NonresidentPharmacyInspectionReportsFAQ

3.2 Revisions to Current Worksheets Document 042023

Proposed Revision to Sterile Compounding
Addendum Self-Inspection Worksheet

Current Worksheet

of the person who prepared the CSP, and the exact 1 hour
BUD and time."

Single-Dose and Multiple-Dose Containers

Single-dose containers are used within
1 hour of entry when opened or

" |removed in worse than ISO Class 5 air

quality.

USP Chapter 797 - Single-Dose and Multiple-Does
Containers - "Opened or needle-punctured single-dose
containers, such as bags, bottles, syringes, and vials of
sterile products and CSPs shall be used within 1 hour if
lopened in worse than 1SO Class 5 (see Table 1) air quality
(see Immediate-Use CSPs), and any remaining contents
must be discarded.”

[Single-dose containers entered in ISO
Class 5 or cleaner air are used within 6

" |nours of entry, if vial is kept inside the

PEC.

USP Chapter 797 - Single-Dose and Multiple-Does
Containers - "Single-dose vials exposed to ISO Class 5 (see
Table 1) or cleaner air may be used up to 6 hours after
initial needle puncture."

o
o
o
N
®

Opened single-dose ampules are not

" |stored.

USP Chapter 797 - Single-Dose and Multiple-Does
Containers - "Opened single-dose ampules shall not be
stored for any time period."

or tap he

o
3
a
w
S

Closure sealed multiple-dese
lcontainers are used within 28 days

. [after initial opening or entry, or as

specified by the manufacturer,
[whichever is less.

USP Chapter 797 - Single-Dose and Multiple-Does
Containers - "Multiple-dose cantainers (e.g., vials) are
formulated for removal of portions on multiple occasions
because they usually contain antimicrobial preservatives.
The BUD after initially entering or opening (e.g., needle-
punctured) multiple-dose containers is 28 days (see
Antimicrobial Effectiveness Testing USP Chapter 51) unless

otherwise specified by the manufacturer.”

DOH 690-296 (January 2023)

Page 9 of 41

Proposed Revision and Justification

* Revision to Question #30: Remove
“whichever is less” to yield, Closure
sealed multiple-dose containers
are used within 28 days after initial
opening or entry, or as specified by
the manufacturer.

* Justification: “Whichever is less” is
not a requirement in the current
USP General Chapter <797>.



3.2 Revisions to Current Worksheets Document 042023

Proposed Revision to USP 800 - Hazardous
Drugs Addendum Self-Inspection Worksheet

Current Worksheet

The C-PEC is externally
vented

The C-SEC is externally
vented

m}
m}
=}
&
o

The C-SEC has HEPA filtered
air supply

o
[m]
m]
&

The C-SEC has a minimum of
oo o 30 ACPH

a
Ll
o

The C-SEC maintains a
negative pressure between
0.001 and 0.03 inches of
water column

O
a
(m}
&
®

The C-SEC maintains an air

O
a
O
&

quality of IS Class 7 or
better

A hand-washing sink is
located in the ante-room and
s located at least 1 meter
from the entrance into the
HD buffer room

a
*
x

Both the ante-room and C-
SEC have fixed walls

s
&
>

If the C-PEC s located in an 15O 7
47. |ante-room, does the room
& | \}rough which entry is made into

DOH 690-370 (January 2023)

* A line of demarcation must be defined WIthin the
negative-pressure buffer room for donning and doffing
PPE

+ A method to transport HDs, HD CSPs, and HD waste into
and out of the negative pressure buffer rcom to minimize
the spread of HD contamination. This may be
accomplished by use of a pass-through chamber between
the negative-pressure buffer area and adjacent space,

The pass-through chamber must be included in the
facility’s certification to ensure that particles are not
compromising the air quality of the negative-pressure
buffer room. A refrigerator pass-through must not be
used, Other methods of containment (such as sealed
containers) may be used. HD CSPs prepared in an 150
Class 7 buffer room with an 15O Class 7 ante-room may
use the BUDs described in <797>, based on the categories
of CSP, sterility testing, and storage temperature.

Proposed Revision and Justification

* Revision to Question #47:
Change ante-room to buffer
room to yield, If the C-PEC is
located in an ISO 7 buffer room...

e Justification: A C-PEC would not
be placed in an ante-room.



4.7 PQAC mifepristone statement

DRAFT GovDelivery Notice for Review at May 4-5 Business
Meeting

Guidance on Mifepristone from the Pharmacy Commission

The Pharmacy Quality Assurance Commission (commission) is aware of the
multiple court rulings related to the FDA’s approval on mifepristone. At its May X,
2023 business meeting, the commission stated that it is lawful to dispense and
prescribe mifepristone in Washington and it would not take disciplinary action
against its licensees, or find licensees deficient as part of an inspection, solely on
the basis of prescribing, dispensing and delivering mifepristone pursuant to a valid
prescription or collaborative drug therapy agreement (CDTA).



6. PQAC Rules Tracker

PQAC Rules Tracker

Title

Status

Short Description

Most Recent WSR #

COVID - Cll Prescribing (emergency)

Filed February 17, 2023

Emergency rules for prescribing Schedule Il drugs during
COVID-19 pandemic

WSR 23-06-016 (Filed February 17, 2023)

Medication assistance (emergency -
filed jointly with DOH)

Under division review in RMS

Medication assistance emergency rules in accordance
with chapter 69.41 RCW

WSR 23-07-056 (Filed March 9, 2023)

Accessible labeling (visual/print access
and translated labels)

Rule language under review

Standard/significant rules for setting/improving standards
for prescription drug information access/comprehension

WSR 22-09-065 (Filed April 19, 2022)

Retired pharmacist (standard)

CR-103p filed; went into effect
on April 9, 2023.

Permanent rules for retired active pharmacist license
status

WSR 23-07-058 (Filed March 9, 2023)

Medication assistance (standard - will
file jointly with DOH)

Rule language under review in
consultation with DSHS

Medication assistance rules in accordance with chapter
69.41 RCW

WSR 22-02-015 (Filed December 27, 2021)

Remote dispensing OUD medications -
SSB 6086 (standard)

Conducting rules workshop to
prepare CR-102

SSB 6086 - Implementing remote dispensing of OUD
medications

WSR 20-17-123 (Filed August 18, 2020)

Donation of unexpired drugs - SSB 6526
(standard)

CR-103p submitted for
division review

SSB 6526 - Implementing the donation and reuse of
unexpired drugs

WSR 23-03-109 (Filed January 18, 2023)

Rescind Continuing Education rules

CR-105 filed February 2, 2023;
public comment period ends
April 17, 2023

Rescind Continuing Education rules

WSR 23-05-010 (Filed February 2, 2023)



6. PQAC Rules Tracker

PQAC Rules Tracker (cont.)

Title

Status

Short Description

Most Recent WSR #

Health Equity Training — ESSB 5229
(standard)

CR-101 filed; conducting May
rules workshop

Amend sections in Chapter 246-945 WAC pertaining to
continuing education standards and establishing health
equity CE requirements per ESSB 5229.

WSR 23-01-113 (Filed December 19, 2022)

Uniform Controlled Substances Act — |CR-105 drafted; rule language Amend language in WAC 246-945-040 to incorporate by |Not yet filed
Title 21 CFR (expedited) review at March business reference any changes in Title 21 CFR made after the

meeting rule’s effective date
Dialysate and dialysis device CR-101 draft pending; policy Determine sections in chapter 246-945 WAC (subsection - [Not yet filed

manufacturer licensing

statement filed in October 2022
under PO08

090 through -093 at least) to amend to comply with SSB
1675

Access to drugs stored outside

CR-101 filed December 19, 2022;

Allowing access to drugs stored outside the pharmacy by

WSR 23-01-111 (Filed December 19, 2022)

pharmacy (standard) conducting May rules workshop [unlicensed employees of a health care facility

Mobile OTP unit licensing CR-101 draft pending Amend WAC 246-945-060 to clarify licensing standards for |Not yet filed
mobile OTP units

Zero Order Reports and Suspicious CR-101 in RMS review Amending WAC 246-945-001 and WAC 246-945-585 to Not yet filed

Orders (standard) adjust suspicious order and zero reporting requirement

Technical fixes to chapter 246-945 QTS file to be presented at May |Typos and small edits to multiple sections in chapter 246- [Not yet filed

WAC (expedited)

business meeting

945 WAC

AIDS education repeal - ESHB 1551
(expedited)

CR-103p filed

ESHB 1551 - Repealing AIDS education and training
requirements

WSR 22-22-092 (Filed November 1, 2022)



6.1 Medication Assistance 103E - WSR 23-07-056

CODE REVISER USE ONLY

RULE-MAKING ORDER OFFICE OF THE CODE REVISER
EMERGENCY RULE ONLY STATE OF WASHINGTON

FILED

DATE: March 09, 2023
TIME: 11:06PM

WSR 23-07-056

CR-103E (December 2017)
(Implements RCW 34.05.350
and 34.05.360)

Agency: Department of Health- Pharmacy Quality Assurance Commission

Effective date of rule:
Emergency Rules
Immediately upon filing.
I Later (specify)

Any other findings required by other provisions of law as precondition to adoption or effectiveness of rule?
U Yes No If Yes, explain:

Purpose: Medication assistance in community-based and in-home care settings. As provided in RCW 69.41.010 (15) the
Pharmacy Quality Assurance Commission (commission) and Department of Health (department) are filing jointly to reinstate
medication assistance rules as permitted under chapter 69.41 RCW by adopting new rules in WACs 246-945-710, 246-945-
712, 246-945-714, 246-945-716, 246-945-718, 246-945-720, 246-945-722, 246- 945-724, 246-945-726, and 246-945-728.
This adopted emergency rule will extend WSR 22-23-073 filed on November 10, 2022. This rule establishes criteria for
medication assistance in community-based and in-home care settings in accordance with chapter 69.41 RCW. The definition
for medication assistance provided in RCW 69.41.010(15) states:

"Medication assistance" means assistance rendered by a nonpractitioner to an individual residing in a community-based care
setting or in-home care setting to facilitate the individual's self-administration of a legend drug or controlled substance. It
includes reminding or coaching the individual, handing the medication container to the individual, opening the individual's
medication container, using an enabler, or placing the medication in the individual's hand, and such other means of
medication assistance as defined by rule adopted by the department.

These emergency rules provide further definitions for terms used within this definition such as "enabler" and establish those
"other means of medication assistance as defined by rule adopted by the department.” These rules help impacted individuals
retain their independence and live in the least restrictive setting, such as their own home, longer by providing means and
guidance for medication assistance.

Citation of rules affected by this order:
New: WAC 246-945-710, 246-945-712, 246-945-714, 246-945-716, 246-945-718, 246-945-720, 246-945-722, 246- 945-
724, 246-945-726, 246-945-728
Repealed: None
Amended: None
Suspended: None

Statutory authority for adoption: RCW 18.64.005; RCW 69.41.010(15); RCW 69.41.075

Other authority:

EMERGENCY RULE

Under RCW 34.05.350 the agency for good cause finds:

That immediate adoption, amendment, or repeal of a rule is necessary for the preservation of the public health,
safety, or general welfare, and that observing the time requirements of notice and opportunity to comment upon
adoption of a permanent rule would be contrary to the public interest.

1 That state or federal law or federal rule or a federal deadline for state receipt of federal funds requires immediate
adoption of a rule.

Page 1 of 2



6.1 Medication Assistance 103E - WSR 23-07-056

Reasons for this finding: The commission’'s new chapter, chapter 246-945 WAC, became effective in July 2020. The old
rules, including the former rules on medication assistance (chapter 246-888 WAC), were repealed in March 2021. The
commission's repeal of chapter 246-888 WAC has resulted in unintended disruptions for medication assistance in the
community-based and in-home care settings permitted under chapter 69.41 RCW. Emergency rulemaking is necessary to
immediately restore medication assistance regulations to preserve patient safety and welfare while the commission and the
department work on permanent rulemaking. The CR101 was filed on December 27, 2021 under WSR 22-02-015. Permanent
rulemaking was delayed due to the coronavirus disease 2019 pandemic. Commission staff and the Department of Social and
Health Services have met for preliminary discussions regarding draft language and plan to begin workshops in 2023.

Note: If any category is left blank, it will be calculated as zero.
No descriptive text.

Count by whole WAC sections only, from the WAC number through the history note.
A section may be counted in more than one category.

The number of sections adopted in order to comply with:

Federal statute: New 0 Amended 0 Repealed 0
Federal rules or standards: New 0 Amended 0 Repealed 0
Recently enacted state statutes: New 0 Amended 0 Repealed 0
The number of sections adopted at the request of a nongovernmental entity:
New 0 Amended 0 Repealed 0
The number of sections adopted on the agency’s own initiative:
New 10 Amended 0 Repealed 0
The number of sections adopted in order to clarify, streamline, or reform agency procedures:
New 0 Amended 0 Repealed 0
The number of sections adopted using:
Negotiated rule making: New 0 Amended 0 Repealed 0
Pilot rule making: New 0 Amended 0 Repealed 0
Other alternative rule making: New 10 Amended 0 Repealed 0
Date Adopted: March 8, 2023 Signature:

Name: Teri Ferreira, RPh | Kristin Peterson, JD for Umair A.

Shah MD, MPH . B
Title: Pharmacy Quality Assurance Commission Chair | o

Chief of Policy for Secretary of Health

Page 2 of 2



OTS_2998.pdf

PART 5 - MEDICATION ASSISTANCE

NEW SECTION

WAC 246-945-710 Scope and applicability. (1) This section
through WAC 246-945-728 only apply to medication assistance provided
in community-based care settings and in-home care settings.

(2) The following definitions apply to this section through WAC
246-945-728 unless the context requires otherwise:

(a) "Medication™ means legend drugs and controlled substances;
and

(b) "Practitioner" has the same meaning as in RCW 69.41.010(17).

NEW SECTION

WAC 246-945-712 Self-administration with assistance, independent
self-administration, and medication administration. (1) Self-adminis-
tration with assistance means assistance with legend drugs and con-
trolled substances rendered by a nonpractitioner to an individual re-
siding in a community-based care setting or an in-home care setting.
It includes reminding or coaching the individual to take their medica-
tion, handing the medication container to the individual, opening the
medication container, using an enabler, or placing the medication in
the hand of the individual/resident. The individual/resident must be
able to put the medication into their mouth or apply or instill the
medication. The individual/resident does not necessarily need to state
the name of the medication, intended effects, side effects, or other
details, but must be aware that they are receiving medication. Assis-
tance may be provided by a nonpractitioner with prefilled insulin sy-
ringes. Assistance is limited to handing the prefilled insulin syringe
to an individual/resident. Assistance with the administration of any
other intravenous or injectable medication is specifically excluded.
The individual/resident retains the right to refuse medication. Self-
administration with assistance shall occur immediately prior to the
ingestion or application of a medication.

(2) Independent self-administration occurs when an individual/
resident is independently able to directly apply a legend drug or con-
trolled substance by ingestion, inhalation, injection or other means.
In licensed assisted living facilities, self-administration may in-
clude situations in which an individual cannot physically self-admin-
ister medications but can accurately direct others. These regulations
do not 1limit the rights of people with functional disabilities to
self-direct care according to chapter 74.39 RCW.

(3) If an individual/resident is not able to physically ingest or
apply a medication independently or with assistance, then the medica-
tion must be administered to the individual/resident by a person le-
gally authorized to do so (e.g., physician, nurse, pharmacist). All
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laws and regulations applicable to medication administration apply. If
an 1individual/resident cannot safely self-administer medication or
self-administer with assistance or cannot indicate an awareness that
they are taking a medication, then the medication must be administered
to the individual/resident by a person legally authorized to do so.

NEW SECTION

WAC 246-945-714 Self-administration with assistance in a commun-
ity-based care setting or an in-home setting. (1) An individual/resi-
dent, or their representative, in a community-based care setting or an
in-home setting may request self-administration with assistance.

(2) No additional separate assessment or documentation of the
needs of the individual/resident are required in order to initiate
self-administration with assistance. It is recommended that providers
document their decision-making process in the health record of the in-
dividual or resident health record.

(3) A nonpractitioner may help in the preparation of legend drugs
and controlled substances for self-administration where a practitioner
has determined and communicated orally or by written direction that
such medication preparation assistance is necessary and appropriate.

NEW SECTION

WAC 246-945-716 Enabler. (1) Enablers are physical devices used
to facilitate an individual's/resident's self-administration of a med-
ication. Physical devices include, but are not limited to, a medicine
cup, glass, cup, spoon, bowl, prefilled syringes, syringes used to
measure liquids, specially adapted table surface, straw, piece of
cloth, or fabric.

(2) An individual's hand may also be an enabler. The practice of
"hand-over-hand" administration is not allowed. Medication administra-
tion with assistance includes steadying or guiding an individual's
hand while he or she applies or instills medications such as oint-
ments, eye, ear, and nasal preparations.

NEW SECTION

WAC 246-945-718 Alteration of medication for self-administration
with assistance. Alteration of a medication for self-administration
with assistance includes, but is not limited to, crushing tablets,
cutting tablets in half, opening capsules, mixing powdered medications
with foods or liquids, or mixing tablets or capsules with foods or
ligquids. Individuals/residents must be aware that the medication 1is
being altered or added to their food.
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NEW SECTION

WAC 246-945-720 Medication alteration. A practitioner practic-
ing within their scope of practice must determine that it is safe to
alter a legend drug or controlled substance. If the medication is al-
tered, and a practitioner has determined that such medication altera-
tion is necessary and appropriate, the determination shall be communi-
cated orally or by written direction. Documentation of the appropri-
ateness of the alteration must be on the prescription container, or in
the individual's/resident's record.

NEW SECTION

WAC 246-945-722 Types of assistance provided by nonpractitioner.
A nonpractitioner can transfer a medication from one container to an-
other for the purpose of an individual dose. Examples include: Pouring
a liguid medication from the medication container to a calibrated
spoon or medication cup.

NEW SECTION

WAC 246-945-724 Oxygen order/prescription requirements. Under
state law, oxygen 1is not a medication and is not covered under this
rule. While oxygen 1is not considered a medication under state law,
oxygen does require an order/prescription from a practitioner.

NEW SECTION

WAC 246-945-726 Self-administration with assistance of medica-
tion through a gastrostomy or '"g-tube." If a prescription is written
as an oral medication wvia "g-tube," and if a practitioner has deter-
mined that the medication can be altered, if necessary, for use via
"g-tube," the rules as outlined for self-administration with assis-
tance would also apply.

NEW SECTION

WAC 246-945-728 Other medication assistance requirements. A
practitioner, nonpractitioner, and an individual/resident or their
representative should be familiar with the rules specifically regulat-
ing the residential setting. The department of social and health serv-
ices has adopted rules relating to medication services 1in assisted
living facilities and adult family homes.
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6.2 WAC 246-945 Technical Edits proposed 042623

DRAFT Rule Language for Technical Fixes in
Chapter 246-945 WAC

WAC 246-945-001 Definitions.

The definitions in chapters 18.64 and 18.64A RCW and those
in this section apply throughout this chapter unless otherwise
stated.

(1) "ACPE" means accreditation council for pharmacy
education.

(2) "Active ingredient" means any component that is
intended to furnish pharmacological activity or other direct
effect in the diagnosis, cure, mitigation, treatment, or
prevention of disease, or to affect the structure or any
function of the body of humans or other animals. The term
includes those components that may undergo chemical change in
the manufacture of the drug product and be present in that drug
product in a modified form intended to furnish the specified
activity or effect.

(3) "Adulterated" refers to a drug that was produced and
the methods used in, or the facilities or controls used for, its

manufacture, processing, packing, or holding do not conform to

WAC (2/16/2023 04:51 PM) [ 1 ] NOT FOR FILING
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or are not operated or administered in conformity with WAC 246-

945-550 as to safety and has the identity and strength, and

meets the quality and purity characteristics, which it purports

or 1s represented to possess.

(4) "Animal control agency" means any agency authorized by

law to euthanize or destroy animals; to sedate animals prior to

euthanasia or to engage in chemical capture of animals.

(5) "Approved legend drugs" means any legend drug approved

by the commission for use by registered humane societies or

animal control agencies for the sole purpose of sedating animals

prior to euthanasia, when necessary, and for use in chemical

capture programs.

(6) "Audit trail" means all materials and documents

required for the entire process of filling a prescription, which

shall be sufficient to document or reconstruct the origin of the

prescription, and authorization of subsequent modifications of

that prescription.

(7) "Blood" means whole blood collected from a single donor

and processed either for transfusion or further manufacturing.

WAC (2/16/2023 04:51 PM) [ 2 ] NOT FOR FILING
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(8) "Blood component”" means that part of the blood

separated by physical or mechanical means.

(9) "Central fill pharmacy" means a pharmacy contracting

with an originating pharmacy, or having the same owner as an

originating pharmacy, that provides centralized prescription

filling on behalf of the originating pharmacy pursuant to these

rules.

(10) "Chemical capture program" means wildlife management

programs registered under RCW 69.41.080 and 69.50.320 to use

approved legend drugs and controlled substance for chemical

capture. Chemical capture includes immobilization of individual

animals in order for the animals to be moved, treated, examined,

or for other legitimate purposes.

(11) "Collaborative drug therapy agreement" or "CDTA" means

a written guideline or protocol previously established and

approved by a practitioner authorized to prescribe drugs that

enables a pharmacist to exercise prescriptive authority.

(12) "Controlled substances" has the same meaning as RCW
69.50.101.
WAC (2/16/2023 04:51 PM) [ 3 ] NOT FOR FILING
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(13) "Controlled substance wholesaler" means a wholesaler

licensed under RCW 18.64.046 to possess and sell controlled

substances to a licensed pharmacy or other legally licensed or

authorized person.

(14) "Commission" means the pharmacy quality assurance
commission.
(15) "Counterfeit" means a drug which, or the container or

labeling of which, without authorization, bears the trademark,
trade name, or other identifying mark, imprint, or device, or
any likeness thereof, of a drug manufacturer, processor, packer,
or distributor other than the person or persons who in fact
manufactured, processed, packed, or distributed such drug and
which thereby falsely purports or is represented to be the
product of, or to have been packed or distributed by, such other
drug manufacturer, processor, packer, or distributor.

(16) "CPE" means continuing pharmacy education accredited
by the ACPE.

(17) "Consultation" means:

(a) A communication or deliberation between a pharmacist
and a patient, a patient's agent, or a patient's health care
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provider in which the pharmacist uses professional judgment to

provide advice about drug therapy.

(b) A method by which the pharmacist meets patient

information requirements as set forth in WAC 246-945-325.

(18) "Credential" means a license, certification, or

registration under the chapters specified in RCW 18.130.040

issued to a person to practice a regulated health care

profession. Whether the credential is a license, certification,

or registration is determined by the law regulating the

profession.

(19) "DEA" means the United States Drug Enforcement

Administration.

(20) "Delegated tasks" means tasks that are performed

pursuant to a pharmacist's direction, without the exercise of

the pharmacy ancillary personnel's own Jjudgment and discretion,

and which do not require the pharmacy ancillary personnel's to

exercise the independent professional judgment that is the

foundation of the practice of the profession of pharmacy.

(21) "Department" means the Washington state department of

health.
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(22) "Dose" means the amount of drug to be administered at

one time.

(23) "Drug(s) of concern" are those drugs identified by the

commission as demonstrating a potential for abuse by all

professionals licensed to prescribe, dispense, or administer

such substances in this state.

(24) "Drug price advertising" means the dissemination of

nonpromotional information pertaining to the prices of legend or

prescription drugs.

(25) "Drug product" means a finished dosage form (e.g.,

tablet, capsule, solution) that contains an active drug

ingredient generally, but not necessarily, in association with

inactive ingredients. The term also includes a finished dosage

form that does not contain an active ingredient but is intended

to be used as a placebo.

(26) "Drug sample" means a unit of prescription drug that

is not intended to be sold and is intended to promote the sale

of the drug.

(27) "Drug standard and information sources" means industry

recognized reference and resources.
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(28) "Drug storage area" means an area where legend drugs,
controlled substances, or other restricted items are stored,
compounded, or dispensed.

(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-food, 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.

(30) "Electronic means" means an electronic device used to
send, receive, and/or store prescription information, including
computers, facsimile machines, etc.
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(31) "Electronic signature" means an electronic sound,

symbol, or process attached to or logically associated with a

contract or other record and executed or adopted by a person

with the intent to sign the record.

(32) "Enrolled student”" means a student who has accepted an

offer of admission in writing and the student has made the

appropriate deposit securing admission to an accredited school

or college of pharmacy.

(33) "Equivalent manager" means an individual authorized to

act on behalf of a pharmaceutical firm not licensed as a

pharmacy to serve as the primary contact for the department and

is responsible for managing the facility operations which

includes, but is not limited to, actively involved in and aware

of the daily operations of the facility.

(34) "Export wholesaler" means any wholesaler authorized by

the commission to export legend drugs and nonprescription (OTC)

drugs to foreign countries.

(35) "FDA" - United States Food and Drug Administration.

(36) "Full-line wholesaler" means a drug wholesale

distributor that is licensed under RCW 18.64.046 to possess and
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sell legend drugs, controlled substance and nonprescription

drugs to a licensed pharmacy or other legally licensed or

authorized person.

(37) "FPGEC" means foreign pharmacy graduate examination
committee.

(38) "FPGEE" means foreign pharmacy graduate equivalency
examination.

(39) "Generic substitution" means the act of switching

between a branded drug and its therapeutically equivalent
generic version.

(40) "HIPAA" means Health Insurance Portability and
Accountability Act.

(41) "Hospital" means any institution licensed under
chapter 70.41 or 71.12 RCW or designated under RCW 72.23.020.

(42) "Hospital pharmacy" means that portion of a hospital
licensed under RCW 18.64.043 which is engaged in the
manufacture, production, preparation, dispensing, sale, or
distribution of drugs, components, biologicals, chemicals,
devices and other materials used in the diagnosis and treatment
of injury, illness and diseases.
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(43) "Hospital pharmacy associated clinic" or "HPAC" means

an individual practitioner's office or multipractitioner clinic

owned, operated, or under common control of a parent hospital or

health system, where the physical address of the office or

clinic is identified on a hospital pharmacy license.

(44) "Immediate supervision" means supervision by a

pharmacist who is immediately available at all times the

delegated tasks are being performed; who is aware of delegated

tasks being performed; and who provides personal assistance,

direction and approval throughout the time the delegated tasks

are being performed.

(a) "Immediately available" means the pharmacist and

pharmacy ancillary personnel and interns are on the same

physical premises, or if not, technology is used to enable real

time, two-way communications between the pharmacist and

teehnieian{s)r-pharmacy ancillary personnel and interns.

(b) Use of technology: A pharmacist, as an adjunct to

assist in the immediate supervision of the pharmacy ancillary

personnel or intern, may employ technological means to

communicate with or observe the pharmacy ancillary personnel or
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intern. A pharmacist shall make certain all applicable state and

federal laws including, but not limited to, confidentiality, are

fully observed when employing technological means of

communication and observation. If technology is being used to

provide immediate supervision of pharmacy ancillary personnel or

intern such technology shall be sufficient to provide the

personal assistance, direction and approval required to meet the

standard of practice for the delegated tasks.

(45) "Inoperable" means a credential status indicating that

an individual cannot practice because he or she is not actively

participating or enrolled in a required training program when

this condition is a requirement of the credential. Inoperable

status is not the result of enforcement action. The health care

professional can resume practice when appropriately enrolled in

a required training program and the credential is reactivated.

(40) "Internal test assessment" means, but is not limited

to, conducting those tests of quality assurance necessary to

ensure the integrity of the test.
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(47) "Investigational drug" means any article drug that has

an investigational drug application (INDA) that has been

approved by the FDA.

(48) "Key party" means immediate family members and others

who would be reasonably expected to play a significant role in

the health care decisions of the patient or client and includes,

but is not limited to, the spouse, domestic partner, sibling,

parent, child, guardian and person authorized to make health

care decisions of the patient or client.

(49) "Law enforcement" means any general or limited

authority Washington peace officer or federal law enforcement

officer or tribal officer.

(50) "License transfer" means the process used by licensed

pharmacists to transfer their existing pharmacist license to

Washington using NABP's Electronic Licensure Transfer Program®

(e-LTP™) .

(51) "Lot" means a batch or a specific identified portion

of a batch having uniform character and quality within specified

limits, or in the case of a drug product produced by continuous

process, it is a specific identified amount produced in a unit
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of time or quantity in a manner that assures it is having

uniform character and quality within specified limits.

(52) "Manual signature" means a printed or wet signature.

(53) "Misbranded" applies to all drugs the package or label

of which bears any statement, design or device regarding such

article or the ingredients or substances contained therein which

is false or misleading in any particular way, and drug product

which is falsely branded as to the state, territory or country

in which it is manufactured or produced.

(54) "NABP" means the National Association of Boards of

Pharmacy.

(55) "NDC" means National Drug Code.

(56) "Nuclear pharmacy" means a pharmacy providing

radiopharmaceutical services.

(57) "Nuclear pharmacist" means a pharmacist licensed under

RCW 18.64.080 who holds an endorsement that meets the

requirements of WAC 246-945-180.

(58) "Originating pharmacy" means a pharmacy that receives

a prescription from a patient, the patient's agent, or a

prescriber, outsources prescription filling or processing
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functions to another pharmacy, and ultimately dispenses the

prescription drug or device to the patient or the patient's

agent. This does not include pharmacies engaged in shared

pharmacy services in accordance with RCW 18.64.570.

(59) "Over-the-counter drugs" or "OTC" means "nonlegend" or

"nonprescription" drugs, and any drugs which may be lawfully

sold without a prescription.

(60) "Over-the-counter only wholesaler" means any

wholesaler licensed under RCW 18.64.046 to possess and sell OTC

drugs to any outlets credentialed for resale.

(61) "Pharmaceutical firm" means a business engaged in the

dispensing, delivering, distributing, manufacturing, or

wholesaling of prescription drugs or devices within or into

Washington state.

(62) "Pharmacy intern" means a person who is registered

with the commission under RCW 18.64.080(3) as a pharmacy intern.

(63) "Pharmacy services" means any services provided that

meet the definition of the practice of pharmacy, RCW 18.64.011.

(64) "Plan of correction" is a proposal devised by the

applicant or credential holder that includes specific corrective
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actions that must be taken to correct identified unresolved

deficiencies with time frames to complete them.

(65) "Precursor drugs" as defined in chapter 69.43 RCW.

(66) "Prescription drug" means any drug, including any

biological product required by federal statute or regulation to

be dispensed only by a prescription, including finished dosage

forms and bulk drug substances subject to section 503 (b) of the

Federal Food, Drug, and Cosmetic Act.

(67) "Protocol" means a written set of procedures, steps or
guidance.
(68) "Radiopharmaceutical service" means, but is not

limited to:

(a) The preparing, compounding, dispensing, labeling, and

delivery of radiopharmaceuticals;

(b) The participation in radiopharmaceutical selection and

radiopharmaceutical utilization reviews;

(c) The proper and safe storage and distribution of

radiopharmaceuticals;

(d) The maintenance of radiopharmaceutical quality

assurance;
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(e) The responsibility for advising, where necessary or

where regulated, of therapeutic values, hazards and use of

radiopharmaceuticals; or

(f) The offering or performing of those acts, services,

operations or transactions necessary in the conduct, operation

management and control of a nuclear pharmacy.

(69) "Radiopharmaceutical" means any substance defined as a

drug in section 201 (g) (1) of the Federal Food, Drug, and

Cosmetic Act which exhibits spontaneous disintegration of

unstable nuclei with the emission of nuclear particles or

photons and includes any nonradioactive reagent kit or nuclide

generator which is intended to be used in the preparation of any

such substance but does not include drugs such as carbon-

containing compounds or potassium-containing salts which contain

trace quantities of naturally occurring radionuclides. The term

"radioactive drug" includes a "radicactive biological product."

(70) "Radiopharmaceutical quality assurance" means, but is

not limited to, the performance of appropriate chemical,

biological and physical tests on radiopharmaceuticals and the

interpretation of the resulting data to determine their
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suitability for use in humans and animals, including internal

test assessment authentication of product history and the

keeping of proper records.

(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.

(72) "Reverse distributor" means a pharmaceutical

wholesaler that receives drugs for destruction, return credit,

or otherwise disposes of drugs received from a registrant that

holds a credential to dispense or possess drugs.

(73) "Secretary" means the secretary of the Washington

state department of health.

(74) "Strength" means:

(a) The concentration of the drug product; and/or

(b) The potency, that is, the therapeutic activity of the

drug product as indicated by appropriate laboratory tests or by

adequately developed and controlled clinical data.
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(75) "U.S. jurisdiction” means a state of the United

States, the District of Columbia, the Commonwealth of Puerto

Rico, or a territory or insular possession subject to the

jurisdiction of the United States.

(76) "USP" means the United States Pharmacopeia.

(77) "Therapeutic substitution" means the act of dispensing

an alternative drug that is believed to be therapeutically

similar but may be chemically different, in a different

category, or with different pharmacokinetic properties. This

substitution is based on the premise that the substituted drug

will provide similar clinical efficacy, desired outcome, and

safety profile.

(78) "TOEFL iBT" means an internet based test which

measures the ability to use and understand English. It evaluates

the combined use of reading, listening, speaking and writing

skills.

(79) "Virtual manufacturer" means an individual or facility

that sells his or her own prescription drugs, but never

physically possesses the drugs.
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(80) "Virtual wholesaler" means an individual or facility
that sells a prescription drug and/or device, but never
physically possesses the product.

(81l) "Wholesale distribution" means distribution of
prescription drugs to persons other than a consumer or patient,
but does not include:

(a) The sale, purchase, or trade of a drug, an offer to
sell, purchase or trade a drug, or the dispensing of a drug
pursuant to a prescription;

(b) The lawful distribution of drug samples by
manufacturers' representatives or distributors' representatives;

(c) The sale, purchase, or trade of blood and blood
components intended for transfusion;

(d) Intracompany sales, being defined as any transaction or
transfer between any division, subsidiary, parent and/or
affiliated or related company under the common ownership and
control of a corporate entity, unless such transfer occurs
between a wholesale distributor and a health care entity or

practitioner; or
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(e) The sale, purchase, or trade of a drug or an offer to
sell, purchase, or trade a drug for emergency medical reasons,
for purposes of this section, "emergency medical reasons"
includes transfers of prescription drugs by retail pharmacy to
another retail pharmacy or practitioner to alleviate a temporary
shortage, except that the gross dollar value of such transfers
shall not exceed five percent of the total prescription drug
sale revenue of either the transferor or transferee pharmacy

during any twelve consecutive month period.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-001, filed 6/1/20, effective

7/1/20.1
WAC 246-945-011 Prescription validity.

(1) Prior to dispensing and delivering a prescription, a
pharmacist shall verify its validity.

(2) A prescription shall be considered invalid if:
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(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
6Fcs0TC and the date of dispensing is more than twelve months

after the prescription's date of issue.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-011, filed 6/1/20, effective

7/1/20.1
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WAC 246-945-014 Electronic prescribing mandate waiver.

(1) A practitioner may submit an attestation to the
department for a waiver from the electronic prescribing mandate
in RCW 69.50.312, if the practitioner is experiencing an
economic hardship, technological limitations not reasonably in
the control of the practitioner, or other exceptional
circumstance. A practitioner does not need to submit a waiver if
exempted from the mandate under RCW 69.50.312 (2) (a) through
(J) . A practitioner must submit an attestation for the waiver
using forms provided by the department. The department shall
deem the waiver granted upon submission of an attestation and
the practitioner will be deemed exempt under RCW 69.50.312
(2) (k).

(2) A practitioner who has submitted an attestation for a
waiver from the mandate in RCW 69.50.312 is exempt from the
electronic prescribing mandate for the calendar year in which
the attestation is signed, beginning with the effective date of
this section.

(a) For economic hardship and +teehnieattechnological

limitations, a practitioner may attest to the need for a waiver
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up to three times, giving the practitioner three years to come

into compliance with the mandate.

(b) There is no limit on the number of other exceptional

circumstance waivers under subsection (3) (c¢) of this section

that a practitioner can submit.

(3) A practitioner required to electronically prescribe

under RCW 69.50.312 may submit an attestation for a waiver from

this mandate due to:

(a) Economic hardship in the following circumstances:

(1) A bankruptcy in the previous year or submitted an

attestation for a waiver under this chapter due to a bankruptcy

in the previous year;

(ii) Opening a new practice after January 1, 2020;

(iii) Intent to discontinue operating in Washington prior

to December 31, 2022; or

(iv) Operating a low-income clinic, that is defined as a

clinic serving a minimum of thirty percent medicaid patients.

(b) Technological limitations outside the control of the

practitioner if the practitioner is in the process of

transitioning to an electronic prescription system.
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(c) Other exceptional circumstances include:

(i) The practitioner is providing services at a free

clinic;

(ii) The practitioner generates fewer than one hundred

prescriptions of Schedules II through V drugs in a one-year

period, including both new and refill prescriptions;

(iii) The practitioner is located in an area without

sufficient internet access to comply with the e-prescribing

mandate; or

(iv) Unforeseen circumstances that stress the practitioner

or health care system in such a way that compliance is not

possible. Examples may include, but are not limited to, natural

disasters, widespread health care emergencies, unforeseeable

barriers to electronic prescribing, or unforeseen events that

result in a statewide emergency.

(4) The department may audit waiver attestations submitted

by a practitioner to determine compliance with this chapter.

Knowingly submitting a false attestation is grounds for

disciplinary action against a practitioner's license by the
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appropriate disciplinary authority as well as fines pursuant to

RCW 69.50.312(5).

[Statutory Authority: RCW 69.50.312 and 2019 c¢ 314. WSR 21-17-

062, § 246-945-014, filed 8/11/21, effective 9/11/21.]

WAC 246-945-018 Prescriptions—Labeling—Prepackage medications.

Prepackage medications dispensed pursuant to RCW
70.41.480, medications dispensed in unit dose form, and
medications dispensed by a pharmacy to a long-term care facility
must include a label with the following information:

(1) Drug name;

(2) Drug strength;

(3) Expiration date in accordance with WAC 246-945-016(3);

(4) The manufacturer's name and lot number, if not
maintained in a separate record; and

(5) The identity of the pharmacist or provider responsible

for the prepackaging, if not maintained in a separate record.
[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-018, filed 6/1/20, effective

7/1/20.1
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WAC 246-945-063 Precursor definitions.

The definitions in this section apply to WAC 246-945-065
through 246-945-088.

(1) "RegisteredRestricted product" means any
nonprescription product containing any detectable quantity of
ephedrine, pseudoephedrine, and phenylpropanolamine or their
salts or isomers, or salts of isomers.

(2) "Retailer" means a pharmacy licensed by, or shopkeeper
or itinerant vendor registered with, the department of health
under chapter 18.64 RCW that sells, dispenses, or otherwise
provides restricted products to purchasers.

(3) "Sale" means the transfer, selling, or otherwise

furnishing of any restricted product to any person.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-063, filed 6/1/20, effective

7/1/20.]
WAC 246-945-156 Pharmacy intern—Temporary practice permit.
(1) An individual that holds a pharmacy intern

registration in another U.S jurisdiction, that has registration
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standards substantially equivalent to Washington, may request a
temporary practice permit if:

(a) The applicant is not subject to denial of a credential
or issuance of a conditional or restricted credential in any
state;

(b) Does not have a criminal record in Washington state;

(c) The applicant's fingerprint-based national background
check results are pending; and

(d) The applicant meets WAC 246-945-155 (1) (a) or (b).

(2) To request a temporary practice permit, the pharmacy
intern applicant shall submit a written request for a temporary
practice permit, and any applicable fees in accordance with

ehapterWAC 246-86+945-990 through WAC 246-945-992.

(3) A temporary practice permit expires:

(a) When the pharmacy intern registration is issued;

(b) When a notice of decision on the pharmacy intern

registration application is mailed to the applicant; or

(c) Ninety days after the temporary practice permit is

issued. The applicant may obtain a one-time extension of up to

ninety days with approval of the commission.
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[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-156, filed 6/1/20, effective

7/1/20.1

WAC 246-945-170 Pharmacist licensure by license transfer—Temporary
practice permits.

(1) An individual who holds an active pharmacist license,
in good standing, issued by another U.S. Jjurisdiction may apply
for a pharmacist license in Washington by license transfer. In
addition to the completion of the commission's application, the
applicant must:

(a) File for license transfer using the NABP eLTP process;
and

(b) Take and pass the approved jurisprudence examination.

(2) A temporary practice permit to practice pharmacy may be
issued to an applicant for a pharmacist license by license
transfer if the applicant meets all of the requirements and
qualifications in subsection (1) of this section, and the

following criteria are met:
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(a) The applicant is not subject to denial of a credential
or issuance of a conditional or restricted credential in any
U.S. jurisdiction;

(b) Does not have a criminal record in Washington state;

(c) The applicant's fingerprint-based national background
check results are pending; and

(d) To request a temporary practice permit, the applicant

shall submit a written request for a temporary practice permit,

and pay the applicable fees in accordance with ehapter246-507

WAC WAC 246-945-990 through WAC 246-945-992.

(3) A temporary practice permit expires:

(a) When the pharmacist license is issued;

(b) When a notice of decision on the pharmacist license
application is mailed to the applicant; or

(c) One hundred eighty days after the temporary practice
permit is issued. The applicant may obtain a one-time extension
of one hundred eighty days with approval of the commission.

(4) A temporary practice permit holder cannot qualify as a

responsible pharmacy manager.
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[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-170, filed 6/1/20, effective

7/1/20.1

WAC 246-945-173 Expired pharmacist license.

To return to active status a pharmacist with an expired
license shall pay the applicable fees in accordance with

chapterWAC 246-964945-990 through WAC 246-945-992 and:

(1) If the pharmacist license has been expired for less

than three years the pharmacist shall meet the requirements of

chapter 246-12 WAC, Part 2 and fifteen CPE hours per year the

license has been expired.

(2) If the pharmacist license has been expired for three

years or more, and the pharmacist holds an active credential in

another U.S. jurisdiction, and is in good standing, the

pharmacist shall:

(a) Meet the requirements in chapter 246-12 WAC, Part 2;

(b) Provide certification of an active pharmacist license

which includes:
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(1) Name and license number;

(ii) Issue and expiration date; and

(1ii) Verification that the license has not been the

subject of final or pending disciplinary action.

(c) Submit verification of current active pharmacy practice

from another U.S. jurisdiction; and

(d) Take and pass the commission approved Jjurisprudence

examination.

(3) If a pharmacist license has been expired for three

years or more, and the pharmacist has not been in active

practice in another U.S. jurisdiction, the pharmacist shall:

(a) Meet the requirements of chapter 246-12 WAC, Part 2;

(b) Serve an internship of three hundred hours in

compliance with WAC 246-945-163; and

(c) Take and pass the commission approved jurisprudence and

licensure examinations.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.604.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.604.245, 18.64.470,

18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
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18.64.590. WSR 20-12-072, § 246-945-173, filed 6/1/20, effective

7/1/20.1

WAC 246-945-175 Inactive pharmacist license.

(1) A pharmacist may obtain an inactive license by
meeting the requirements of WAC 246-12-090 and RCW 18.64.140.
(2) An inactive license can be renewed in accordance with

chapterWAC 246-90+945-990 through WAC 246-945-992.

(3) If a license is inactive for three years or less, to
return to active status a pharmacist shall meet the requirements
of chapter 246-12 WAC, Part 4.

(4) If a license is inactive for more than three years, and
the pharmacist has been in active practice in another U.S.
jurisdiction, to return to active status the pharmacist must:

(a) Provide certification of an active pharmacist license
which includes:

(1) Name and license number;

(ii) Issue and expiration date; and

(1ii) Verification that the license has not been the

subject of final or pending disciplinary action.
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(b) Submit verification of current active pharmacy from
another U.S. Jjurisdiction;

(c) Meet the requirements of chapter 246-12 WAC, Part 4;
and

(d) Take and pass the commission approved jurisprudence
examination.

(5) If a pharmacist license has been inactive for more than
three years, and the pharmacist has not been in active practice
in another U.S. jurisdiction, to return to active status, the
pharmacist shall comply with the requirements of WAC 246-945-

173(3).

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-175, filed 6/1/20, effective

7/1/20.]

WAC 246-945-200 Pharmacy assistants.

(1) To become registered as a pharmacy assistant an
applicant shall submit an application to the commission that
meets the requirements of chapter 246-12 WAC, Part 2.
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(2) An initial applicant shall complete four hours of AIDS

education as required in chapter 246-12 WAC, Part 8.

(3) The supervising pharmacist, shall instruct the pharmacy

assistant regarding their scope of practice.

(4) To renew a registration a pharmacy assistant shall

submit an application to the commission with the applicable fees

in accordance with chapter 246-S07WACWAC 246-945-990 through

WAC 246-945-992.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-200, filed 6/1/20, effective

7/1/20.1

WAC 246-945-217 Expired pharmacy technician certification.

To return to active status a pharmacy technician with an
expired certification shall pay the applicable fees in

accordance with ehapterWAC 246-86+945-990 through WAC 246-945-

992, and:
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(1) If a pharmacy technician's certification has expired

for five years or less, the pharmacy technician shall meet the

requirements of chapter 246-12 WAC, Part 2.

(2) If the pharmacy technician's certification has expired

for over five years and they have not been in active practice in

another U.S. jurisdiction, the pharmacy technician shall:

(a) Complete the requirements for certification under WAC

246-945-205; and

(b) Meet the requirements of chapter 246-12 WAC, Part 2.

(3) If the pharmacy technician's certification has expired

for over five years and they have been in an active practice in

another U.S. Jjurisdiction with duties that are substantially

equivalent to a pharmacy technician in Washington state, the

pharmacy technician shall:

(a) Submit verification of current active pharmacy practice

in another U.S. jurisdiction; and

(b) Meet the requirements of chapter 246-12 WAC, Part 2.
[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,

18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
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18.64.590. WSR 20-12-072, § 246-945-217, filed 6/1/20, effective

7/1/20.1

WAC 246-945-230 General information, change of location, ownership
or new construction.

(1) The definitions in this subsection apply throughout WAC

246-945-230 through 246-945-247 unless otherwise specified:

(a) "License" includes "licensing," "licensure,"
"certificate," "certification," and "registration."
(b) "Facility" includes pharmacies, nonresident pharmacies,

health care entities, hospital pharmacy associated clinics,

wholesalers, and manufacturers.

(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 ehapter WAC

246-96+4945-990 through WAC 246-945-992., This fee will not be

prorated under any circumstances;

(c) Undergoes an inspection by the commission if the

facility is located in Washington pursuant to WAC 246-945-005

that results in either no deficiencies or an approved plan of

correction; and
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(d) Obtains a controlled substances registration from the
commission 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 erigimatinitial license fee for
modifications or remodels. A modification or remodel of a
pharmacy location includes changes to a previously approved
area, room or pharmacy building which result in changes in the
pharmacy that affects security, square footage, access to drugs,
compounding or necessitates temporary relocation of pharmacy
services.

(b) Submit a new application on forms provided by the
commission and pay the exriginstinitial license fee as

established in ehepterWAC 246-96+945-990 through WAC 246-945-992

if the facility changes location to a different address. If

located in Washington, a facility may not relocate prior to the

inspection of the new premises.
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(c) Notify the commission and pay the erigimstinitial

license fee in accordance with ehapterWAC 246-56+945-990 through

WAC 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 fifty percent ownership in
a corporation.

(i) 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 violations during the pending application process
shall be the sole responsibility of the seller.

(ii) This agreement shall be provided to the commission
upon request.

(d) Notify the commission within thirty 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,
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if a responsible pharmacy manager is required for initial
licensure.
(f) Renew their license in accordance with ehapterWAC 246-

567945-990 through WAC 246-945-992.

(4) A license 1is issued to a location and is not

transferable.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-230, filed 6/1/20, effective

7/1/20.1

WAC 246-945-417 Electronic systems for patient medication records,
prescriptions, chart orders, and controlled substance records.

(1) A pharmacy shall use an electronic recordkeeping
system to establish and store patient medication records,
including patient allergies, idiosyncrasies or chronic
conditions, and prescription, refill, transfer information, and
other information necessary to provide safe and appropriate
patient care.

(a) Systems must prevent auto-population of user

identification information.
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(b) Pharmacies that provide off-site pharmacy services

without a pharmacist for product fulfillment or prescription

processing must track the identity of each individual involved

in each step of the off-site pharmacy services.

(2) The electronic recordkeeping system must be capable of

real-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 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.

WAC (2/16/2023 04:51 PM) [ 40 ] NOT FOR FILING
DRAFT Rule Language for Technical Fixes in Chapter 246-945 WAC



6.2 WAC 246-945 Technical Edits proposed 042623

(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 C.F.R. Sec. 1311.

(7) HCEs or HPACs that maintain an electronic record system
must be done in accordance with subsections (21) through (#6) of

this section.

[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,

18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
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18.64.590. WSR 20-12-072, § 246-945-417, filed 6/1/20, effective

7/1/20.1

WAC 246-945-590 Wholesaler—Policies and procedures.

Wholesalers shall establish, maintain, and adhere to
written policies and procedures, 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, and reporting losses or
thefts and for correcting all errors and inaccuracies in
inventories. Wholesalers shall include the following in their
written policies and procedures:

(1) A procedure to be followed for handling recalls and
withdrawals 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
federal, state, or local law enforcement or other government
agency, including the commission; or

(b) Any volunteer action by the manufacturer to remove

defective or potentially defective drugs from the market.
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(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

segregated from other drugs and either returned to the

manufacturer or destroyed in accordance with federal and state

laws, including all necessary 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

accordance 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 packaging cannot be used in counterfeiting

activities, including all necessary documentation, and the

appropriate witnessing of the destruction of any labels,

packaging, immediate containers, or containers in accordance

with all applicable federal and state requirements.

WAC (2/16/2023 04:51 PM) [ 43 ] NOT FOR FILING
DRAFT Rule Language for Technical Fixes in Chapter 246-945 WAC



6.2 WAC 246-945 Technical Edits proposed 042623

(6) A procedure for identifying, investigating, and

reporting significant drug inventory discrepancies involving

counterfeit, suspect of being counterfeit, contraband, or

suspect of being contraband, in the inventory and reporting of

such discrepancies as—reguired—to the FDA, commission, and/fes

agerey, as applicable, the DEA upon

discovery of such discrepancies.

(7) A procedure for reporting criminal or suspected
criminal activities involving the inventory of drug(s) as
required to the commission, 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
identifying and reporting suspicious orders and potential
diversion activities. 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 246-866-336945-585; and

WAC (2/16/2023 04:51 PM) [ 44 ] NOT FOR FILING
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6.2 WAC 246-945 Technical Edits proposed 042623

(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.
[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-590, filed 6/1/20, effective

7/1/20.]
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6.3 CR-105 CE Repeal and Repealers WSR 23-05-010.pdf

CODE REVISER USE ONLY

EXPEDITED RULE MAKING OFFICE OF THE CODE REVISER

CR-105 (December 2017) DATE: Febniaty 02,2023

(Implements RCW 34.05.353) WSR 23-05-010

Agency: Department of Health- Pharmacy Quality Assurance Commission

Title of rule and other identifying information: (describe subject) Chapter 246-861 WAC and WAC 246-901-061
Continuing Education Requirements. The Pharmacy Quality Assurance Commission is seeking to repeal continuing
education requirements established in chapter 246-861 WAC and WAC 246-901-061 as such requirements are also in
practice in more current sections of rule, WAC 246-945-178 and WAC 246-945-220.

Purpose of the proposal and its anticipated effects, including any changes in existing rules: The Pharmacy Quality
Assurance Commission (commission) completed a major rules consolidation project in 2020 in which various sections and
chapters in Title 246 WAC were either repealed or consolidated into the new chapter 246-945 WAC. The new continuing
education requirements in chapter 246-945 WAC require pharmacists whose licenses expire on or after December 1, 2021 to
complete the equivalent of 3.0 continuing pharmacy education (CPE) administered by an ACPE accredited provider prior to
renewing their license. Pharmacy technicians whose licenses expire on or after December 1, 2021 must complete the
equivalent of 2.0 CPE administered by an ACPE accredited provider. Additionally, the license renewal cycle for both licensee
groups is increased from one year to two years.

Transitioning all licensees onto the new renewal cycle took one year from December 1, 2021 because everyone had to have
one renewal cycle to get onto the 2-year cycle. In other words, updated continuing education requirements did not take effect
for pharmacists and pharmacy technicians whose licenses expired before December 1, 2022 since the new CE rules
correspond with a two-year license cycle and a change in license fees to match that cycle. This required the older sections of
rule establishing continuing education standards--WAC 246-861-090 and WAC 246-901-061--be maintained until the one-
year license cycle for those pharmacists and pharmacy technicians ended on December 1, 2022. The commission issued a
guidance document (G001) that went into effect on July 1, 2020 and updated on December 3, 2020 for the purpose of
retaining the older sections of rule until the December 1, 2022 expiration date.

Reasons supporting proposal: The rules rewrite process conducted by the commission resulted in the creation of Chapter
246-945 WAC and had the intent of updating regulatory standards around the practice of pharmacy, including license renewal
standards. After December 1, 2021, all pharmacists and pharmacy technicians licensed with the commission must renew
their licenses solely under the standards described in WAC 246-945-178 and WAC 246-945-220. Repealing the old sections
of rule regulating continuing education standards for pharmacists and pharmacy technicians will eliminate any confusion
regarding conflicting standards for renewing a license.

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

If yes, CITATION:
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6.3 CR-105 CE Repeal and Repealers WSR 23-05-010.pdf

Name of proponent: (person or organization) I Private
O Public
X Governmental

Name of agency personnel responsible for: Washington State Pharmacy Quality Assurance Commission

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: Haleigh Mauldin 111 Israel Rd SE, Tumwater, WA 98501 360-890-0720
Agency comments or recommendations, if any, as to statutory language, implementation, enforcement, and fiscal
matters: None

Expedited Adoption - Which of the following criteria was used by the agency to file this notice:
[ Relates only to internal governmental operations that are not subject to violation by a person;

I Adopts or incorporates by reference without material change federal statutes or regulations, Washington state statutes,
rules of other Washington state agencies, shoreline master programs other than those programs governing shorelines of
statewide significance, or, as referenced by Washington state law, national consensus codes that generally establish industry
standards, if the material adopted or incorporated regulates the same subject matter and conduct as the adopting or
incorporating rule;

[ Corrects typographical errors, make address or name changes, or clarify language of a rule without changing its effect;

1 Content is explicitly and specifically dictated by statute;

1 Have been the subject of negotiated rule making, pilot rule making, or some other process that involved substantial
participation by interested parties before the development of the proposed rule; or
I Is being amended after a review under RCW 34.05.328.

Expedited Repeal - Which of the following criteria was used by the agency to file notice:

I The statute on which the rule is based has been repealed and has not been replaced by another statute providing
statutory authority for the rule;

[ The statute on which the rule is based has been declared unconstitutional by a court with jurisdiction, there is a final
judgment, and no statute has been enacted to replace the unconstitutional statute;

I The rule is no longer necessary because of changed circumstances; or

Other rules of the agency or of another agency govern the same activity as the rule, making the rule redundant.

Explanation of the reason the agency believes the expedited rule-making process is appropriate pursuant to RCW
34.05.353(4): The proposed rule will repeal chapter 246-861 WAC and WAC 246-901-061 which is redundant under
WAC 246-945-178 and WAC 246-945-220.

NOTICE

THIS RULE IS BEING PROPOSED UNDER AN EXPEDITED RULE-MAKING PROCESS THAT WILL ELIMINATE THE
NEED FOR THE AGENCY TO HOLD PUBLIC HEARINGS, PREPARE A SMALL BUSINESS ECONOMIC IMPACT
STATEMENT, OR PROVIDE RESPONSES TO THE CRITERIA FOR A SIGNIFICANT LEGISLATIVE RULE. IF YOU
OBJECT TO THIS USE OF THE EXPEDITED RULE-MAKING PROCESS, YOU MUST EXPRESS YOUR OBJECTIONS IN
WRITING AND THEY MUST BE SENT TO

Name: Haleigh Mauldin

Agency: Pharmacy Quality Assurance Commission

Address: PO Box 47852 Olympia, WA 98504-7852

Phone: 360-890-0720

Fax: 360-236-2901

Email: https://fortress.wa.gov/doh/policyreview

Other:

AND RECEIVED BY (date) April 17, 2023
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Date: February 1, 2023 Signature:

Name: Teri Ferreira, RPh

Title: Pharmacy Quality Assurance Chair
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6.4 Emergency Schedule II Prescription Guidance Document

Department of Health
Pharmacy Quality Assurance Commission

Guidance Document

Title: Emergency Schedule II Oral Prescriptions Guidelines Number: G005
References: WAC 246-945-010(6)
Contact: Marlee B. O'Neill, Executive Director, Pharmacy
Quality Assurance Commission
Phone: 360-480-9108
Email: WSPQAC@doh.wa.gov

Effective Date: May 4, 2023

Supersedes: N/A

Approved By: Teri Ferreira, RPh
Chair, Pharmacy Quality Assurance Commission

The Pharmacy Quality Assurance Commission (commission) will not find licensees deficient or
take enforcement action against licensees for violations of WAC 246-945-010(6)(b) if they
dispense an emergency prescription for a schedule Il controlled substance in compliance with
the United States Drug Enforcement Administration’s guidance DEA-DC-21: Emergency Cll Call
In Exception (DEA’s Guidance), dated March 27, 2020.

The DEA’s Guidance creates two temporary exceptions to federal laws regulating oral
prescriptions for a schedule Il controlled substance.

Firstly, the DEA’s Guidance permits a prescribing practitioner fifteen (15) days to deliver a
follow-prescription to a pharmacy for an emergency oral prescription for a schedule Il
controlled substance (current federal regulation only permits a practitioner seven (7) days to
deliver a follow-up prescription, 21 C.F.R. § 1306.11(d)(4)).

Secondly, the DEA’s Guidance permits a prescribing practitioner to send a follow-up
prescription to a pharmacy for an emergency oral prescription for a schedule Il controlled
substance via facsimile, or to take a photograph or scan of this follow-up prescription and send
the photograph or scan to the pharmacy in place of the paper prescription (current federal
regulations only permit a practitioner to send the follow-up prescription as the original hard-
copy prescription or as an electronic prescription, 21 C.F.R. § 1306.11(d)(4)).

The commission’s current rules are in conflict with the two exceptions recognized in the DEA’s
Guidance. Specifically, WAC 246-945-010(6)(b) requires a prescribing practitioner to deliver “a


mailto:WSPQAC@doh.wa.gov
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-021)(DEA073)%20Oral%20CII%20for%20regular%20CII%20scirpt%20(Final)%20+Esign%20a.pdf
https://www.deadiversion.usdoj.gov/GDP/(DEA-DC-021)(DEA073)%20Oral%20CII%20for%20regular%20CII%20scirpt%20(Final)%20+Esign%20a.pdf

6.4 Emergency Schedule II Prescription Guidance Document

signed prescription to the dispenser within seven days after authorizing an emergency oral
prescription or if delivered by mail it must be postmarked within the seven day period.” This
guidance document makes clear that licensees of the commission will not be found deficient or
subject to enforcement action for violating the requirements in WAC 246-948-010(6)(b) if they
comply with the DEA’s Guidance.

This guidance document will remain in effect until either the DEA’s Guidance is withdrawn or
the commission withdraws this guidance document at a meeting, whichever comes first.



6.5 WDFW Request for Consideration on WAC 246-945-507

Washington State Depnr!mmi of

/f
Request for Consideration by the &) Health
Pharmacy Quality Assurance Commission

NOTICE
Documents submitted to the Pharmacy Quality Assurance Commission (Commission) are public records, subject to
the Public Records Act, chapter 42.56 RCW, and presumptively open to public inspection and copying. The
Commission will make meeting materials available for public inspection and copying on the Commission’s website,
including records submitted by you concerning your requests for review or approval to the Commission. If you
believe any of these records may be exempt from disclosure under RCW 42.56.270(11)* (“Proprietary data, trade
secret, or other information that relates to (a) . . . unique methods of conducting business, (b) data unique to [your]
product or services), then do not submit the records. Instead, you may seek a court order protecting those records
as authorized in RCW 19.108.020(3), providing notice of the proceeding to the Commission. The materials may be
submitted to the Commission in a manner consistent with an order of the court when the legal proceeding has
concluded.

Requester/Title/Credentials: | Kristin Mansfield DVM, MPVM

Contact Email/Phone #: kristin.mansfield@dfw.wa.gov; 509-998-2023

Affiliation: Washington Department of Fish and Wildlife

Complete the following fields if this request applies to an active or pending license (includes registration,
or certification). If needed, include additional information on separate paper.

License Name: Multiple (n=14) WDFW registrations, all beginning with DRWL.FF.
License/site Address: Multiple (see spreadsheet attached to transmitting email).
License Number: Multiple (see spreadsheet attached to transmitting email).
What is your preferred date to have your 1t | May 4-5,2023 2" ! June 15-16, 2023
request considered by the Commission:

Date Date
What is your expected outcome by the X Action (] Information
Commission?

[_IFollow-up [ ] Reportonly

Please attach any policies, procedures or other documentation deemed necessary to support his
proposal. Visit the commission’s webpage for approved guidelines, review forms or current laws and
rules.

This completed form should be no longer than two pages, front to back.
Situation: (Briefly describe the current situation. Give a clear, succinct overview of relevant issues)

Effective June 11, 2023, the FDA will be enforcing GFI 263, which changes the approved marketing status
of certain medically important antimicrobial drugs from over-the-counter (OTC) to prescription (Rx). As a
result, some products purchased and used as OTC today may require a prescription as of June 11. Within
WDFW, staff currently use OTC intramammary antibiotic formulations to treat the wounds created in
wild animals when immobilizing drugs are delivered via a high-impact dart. To avoid the need to write a
prescription for each of the 100+ WDFW employees currently authorized to use darts and drugs to
capture wildlife, WDFW is requesting that intramammary formulations containing cephapirin
benzathine, penicillin G procaine, ceftiofur hydrochloride, and hetacillin potassium be added to the
Approved legend drugs listed in WAC 246-945-507.

DOH 690-297 July 2016
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6.5 WDFW Request for Consideration on WAC 246-945-507

Washington State Depnr!mmi of

/f
Request for Consideration by the &) Health
Pharmacy Quality Assurance Commission

Background: (Briefly name any laws, rules, or guidelines relevant to the request):
o  WAC 246-945 (specifically WAC 246-945-507)

e WDFW Policy and Procedure 5303 (attached to transmitting email).

Assessment: (If approved, what would be the expected outcome for patient safety? What is the
consequence if this request is not approved?)

Contamination-free injection of immobilizing drugs to capture wild animals with remotely-delivered
darts is virtually impossible. Hair, dirt, and other contaminants are inevitably introduced deeply into the
wound tract created by the dart needle. These deep puncture wounds are very prone to becoming
infected, particularly with anaerobic bacteria such as Clostridium spp., leading to subsequent morbidity
and mortality of the captured animal. This complication has been observed by WDFW in animals that did
not receive dart wound treatment with an intramammary antibiotic formulation after being darted.
Approval of this request would allow WDFW staff to continue to provide the care and treatment to
captured wildlife needed to minimize capture-related morbidity and mortality.

Request: (What action(s) are you asking the commission to take? What do you want to happen next?

Add intramammary formulations containing cephapirin benzathine, penicillin G procaine, ceftiofur
hydrochloride, and hetacillin potassium to the Approved legend drugs listed in WAC 246-945-507.

DOH 690-297 July 2016
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6.6 Petition Request - Fenfluramine State Schedule IV Status

From: Pham, Hieu <Hieu.Pham@seattlechildrens.org>

Sent: Tuesday, March 28, 2023 4:08 PM

To: DOH WSPQAC <WSPQAC@doh.wa.gov>

Cc: Jenny@wsparx.org; Park, Esther <Esther.Park@seattlechildrens.org>
Subject: SBAR: Fenfluramine State Schedule IV Status

External Email

Hi PQAC,

Fenfluramine controlled substance status has changed from C-IV to not scheduled

Chapter 69.50 RCW: Uniform Controlled Substances Act currently lists fenfluramine as
schedule IV (default.aspx (wa.gov))

A e DEA has descheduled fenfluramine as of 12/23/2022 (Federal Register :: Schedules of
Controlled Substances: Removal of Fenfluramine From Control)
e Manufacturer’s Package insert updated 3/17/23 to remove control designation (see

attached)
R Requesting emergency rule or consider removing fenfluramine from Washington State
Schedule IV
Sincerely,
Hieu

Hieu Pham, PharmD, BCPPS (he/him/his)

Pharmacy Quality Coordinator
Seattle Children's

hieu.pham@seattlechildrens.org
offricE 4800 Sand Point Way NE, Seattle, WA 98105

MAIL MB.5.420 PO Box 5371, Seattle, WA 98145-5005
www  seattlechildrens.org

CONFIDENTIALITY NOTICE: This e-mail, including any attachments, is for the sole use of the intended
recipient(s) and may contain confidential and privileged information protected by law. Any
unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by reply e-mail and destroy all copies of the original message.
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
FINTEPLA safely and effectively. See full prescribing information for
FINTEPLA.

FINTEPLA® (fenfluramine) oral solution
Initial U.S. Approval: 1973

WARNING: VALVULAR HEART DISEASE and PULMONARY
ARTERIAL HYPERTENSION
See full prescribing information for complete boxed warning.

e Thereis an association between serotonergic drugs with
5-HT2B receptor agonist activity, including fenfluramine (the
active ingredient in FINTEPLA), and valvular heart disease
and pulmonary arterial hypertension. (5.1)

e Echocardiogram assessments are required before, during, and
after treatment with FINTEPLA. (2.1, 2.6, 5.1)

e FINTEPLA is available only through a restricted program
called the FINTEPLA REMS. (5.2)

RECENT MAJOR CHANGES---------mmmmemeem e
Dosage and Administration (2.2,2.3,2.4,2.5) 1/2023

INDICATIONS AND USAGE--m-mmmeemmmeemeeeee
FINTEPLA is indicated for the treatment of seizures associated with Dravet
syndrome and Lennox-Gastaut syndrome in patients 2 years of age and older. (1)

e FINTEPLA is to be administered orally and may be taken with or
without food. (2.2)
. Dravet Syndrome
o  The initial starting and maintenance dosage is 0.1 mg/kg twice
daily, which can be increased weekly based on efficacy and
tolerability. (2.2)
o The maximum daily maintenance dosage of FINTEPLA is 0.35
mg/kg twice daily (maximum daily dosage of 26 mg). (2.2)
. Lennox-Gastaut Syndrome
o  The initial starting dosage is 0.1 mg/kg twice daily, which should
be increased weekly based on tolerability. (2.2)
o The recommended maintenance dosage of FINTEPLA is 0.35
mg/kg twice daily (maximum daily dosage of 26 mg). (2.2)
. Dravet Syndrome and Lennox-Gastaut Syndrome
o  Dose adjustment is required in patients taking concomitant
stiripentol plus clobazam: the maximum daily maintenance dosage
of FINTEPLA is 0.2 mg/kg twice daily (maximum daily dosage of
17 mg). (2.2,2.3,2.4,7.1)
e Dosage adjustment is recommended in patients:
o  Taking strong CYP1A2 or CYP2D6 inhibitors (2.3, 7.1)
o  With severe renal impairment (2.4, 8.6)
o With mild, moderate, and severe hepatic impairment (2.5, 8.7)

Oral solution: 2.2 mg/mL fenfluramine (3)

CONTRAINDICATIONS

e Hypersensitivity to fenfluramine or any of the excipients in
FINTEPLA (4)

e Within 14 days of the administration of monoamine oxidase inhibitors
due to an increased risk of serotonin syndrome (4)

----------------------- WARNINGS AND PRECAUTIONS-—mmemmeemmmeeeeme

e Decreased Appetite and Decreased Weight: Advise patients that
FINTEPLA can cause decreased appetite and decreased weight. (5.3)

e Somnolence, Sedation, and Lethargy: Monitor for somnolence and
sedation. Advise patients not to drive or operate machinery until they
have gained sufficient experience on FINTEPLA. (5.4)

e Suicidal Behavior and Ideation: Monitor patients for suicidal behavior
and thoughts. (5.5)

e  Withdrawal of Antiepileptic Drugs: FINTEPLA should be gradually
withdrawn to minimize the risk of increased seizure frequency and
status epilepticus. (5.6)

e Serotonin Syndrome: Advise patients that serotonin syndrome is a
potentially life-threatening condition and may occur with FINTEPLA,
particularly with concomitant administration of FINTEPLA with other
serotonergic drugs. (5.7)

e Increase in Blood Pressure: Monitor blood pressure during treatment.
(5.8)

e Glaucoma: Discontinue therapy in patients with acute decrease in
visual acuity or ocular pain. (5.9)

ADVERSE REACTIONS
The most common adverse reactions (incidence at least 10% and greater than
placebo) in patients with Dravet Syndrome were decreased appetite;
somnolence, sedation, lethargy; diarrhea; constipation; abnormal
echocardiogram; fatigue, malaise, asthenia; ataxia, balance disorder, gait
disturbance; blood pressure increased; drooling, salivary hypersecretion;
pyrexia; upper respiratory tract infection; vomiting; decreased weight; fall;
status epilepticus. (6.1)

The most common adverse reactions (incidence at least 10% and greater than
placebo) in patients with Lennox-Gastaut syndrome were diarrhea; decreased
appetite; fatigue; somnolence; vomiting. (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact UCB, Inc. at 1
844-599-2273 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

DRUG INTERACTIONS

e  Dose adjustment is required for patients taking stiripentol plus
clobazam. (2.2, 2.3, 7.1)

. Strong CYP1A2 or CYP2D6 inhibitors: a dose adjustment is
recommended (2.3, 7.1)

. Strong CYP1A2, CYP2B6, or CYP3A4 inducers: it is recommended to
avoid coadministration with FINTEPLA. If coadministration is
necessary, consider a FINTEPLA dosage increase. (7.1)

— USE IN SPECIFIC POPULATIONS e
e  Pregnancy: Based on animal data, may cause fetal harm (8.1)

See 17 for PATIENT COUNSELING INFORMATION and Medication
Guide.

Revised: 03/2023
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FULL PRESCRIBING INFORMATION

WARNING: VALVULAR HEART DISEASE and PULMONARY ARTERIAL
HYPERTENSION

There is an association between serotonergic drugs with 5-HT2B receptor agonist activity,
including fenfluramine (the active ingredient in FINTEPLA), and valvular heart disease and
pulmonary arterial hypertension [see Warnings and Precautions (5.1)].

Echocardiogram assessments are required before, during, and after treatment with
FINTEPLA. The benefits versus the risks of initiating or continuing FINTEPLA must be
considered, based on echocardiogram findings [see Dosage and Administration (2.1, 2.6) and
Warnings and Precautions (5.1)].

Because of the risks of valvular heart disease and pulmonary arterial hypertension,
FINTEPLA is available only through a restricted program under a Risk Evaluation and
Mitigation Strategy (REMS) called the FINTEPLA REMS [see Warnings and Precautions

(5.2)].

1 INDICATIONS AND USAGE
FINTEPLA is indicated for the treatment of seizures associated with Dravet syndrome (DS) and
Lennox-Gastaut syndrome (LGS) in patients 2 years of age and older.

2 DOSAGE AND ADMINISTRATION

2.1 Assessments Prior to Initiating FINTEPLA

Prior to starting treatment with FINTEPLA, obtain an echocardiogram assessment to evaluate for
valvular heart disease and pulmonary arterial hypertension /see Dosage and Administration (2.6)
and Warnings and Precautions (5.1)].

2.2 Dosing Information

FINTEPLA is to be administered orally and may be taken with or without food.

Dravet Syndrome

e The initial starting and maintenance dosage for patients with Dravet Syndrome is 0.1
mg/kg twice daily, which can be increased weekly based on efficacy and tolerability.
Table 1 provides the recommended titration schedule, if needed.

e Patients with Dravet Syndrome not on concomitant stiripentol who are tolerating
FINTEPLA at 0.1 mg/kg twice daily and require further reduction of seizures may benefit
from a dosage increase up to a maximum recommended maintenance dosage of 0.35
mg/kg twice daily (maximum daily dosage of 26 mg).

e Patients with Dravet Syndrome taking concomitant stiripentol plus clobazam who are
tolerating FINTEPLA at 0.1 mg/kg twice daily and require further reduction of seizures





may benefit from a dosage increase up to a maximum recommended maintenance dosage
of 0.2 mg/kg twice daily (maximum daily dosage of 17 mg) [see Drug Interactions

(7.1)].

Lennox-Gastaut Syndrome

e The initial starting dosage for patients with Lennox-Gastaut syndrome is 0.1 mg/kg twice
daily, which should be increased weekly based on tolerability. Table 1 provides the
recommended titration schedule.

e Patients with Lennox-Gastaut syndrome not on concomitant stiripentol who are tolerating
FINTEPLA should be titrated to the recommended maintenance dosage of 0.35 mg/kg
twice daily (maximum daily dosage of 26 mg).

e Patients with Lennox-Gastaut syndrome taking concomitant stiripentol plus clobazam
who are tolerating FINTEPLA should be titrated to the recommended maintenance
dosage of 0.2 mg/kg twice daily (maximum daily dosage of 17 mg) [see Drug
Interactions (7.1)].

Table 1: FINTEPLA Recommended Titration Schedule*

Without concomitant stiripentol*® With concomitant stiripentol plus clobazam
. Maximum Total . Maximum Total Daily
Weight-based Dosage Daily Dosage= Weight-based Dosage Dosage
Initial Dosage+ | 0.1 mg/kg twice daily 26 mg 0.1 mg/kg twice daily 17 mg
Day 7 0.2 mg/kg twice daily 26 mg 0.15 mg/kg twice daily 17 mg
Day 14%** 0.35 mg/kg twice daily 26 mg 0.2 mg/kg twice daily 17 mg

* For patients not on concomitant stiripentol in whom a more rapid titration is warranted, the dose may be

increased every 4 days.
+ For patients with Dravet Syndrome, dosage may be increased based on clinical response to the maximum

recommended dosage, as needed.
** For patients with Lennox-Gastaut syndrome, dosage should be increased as tolerated to the recommended

maintenance dosage (i.e., Day 14).
+ For maximum dosage with concomitant use of strong CYP1A2 or CYP2D6 inhibitors, in patients with severe

renal impairment, or in patients with hepatic impairment see Dosage and Administration 2.3, 2.4, 2.5.

23 Dosage Modifications for Patients with Concomitant Use of Strong CYP1A2 or
CYP2D6 Inhibitors (DS and LGS)

For patients with concomitant use of FINTEPLA with a strong CYP1A2 or CYP2D6 inhibitor, a
maximum total daily dosage of 20 mg without concomitant stiripentol and 17 mg with
concomitant stiripentol plus clobazam is recommended [see Drug Interactions (7.1)].





24 Dosage Modifications for Patients with Severe Renal Impairment (DS and LGS)

For patients with severe renal impairment (estimated glomerular filtration rate (¢GFR) 15 to 29
mL/min/1.73m?), a maximum total daily dosage of 20 mg without concomitant stiripentol and 17
mg with concomitant stiripentol plus clobazam is recommended [see Use in Specific Populations

(8.6)].

2.5 Dosage Modifications for Patients with Mild, Moderate, and Severe Hepatic
Impairment (DS and LGS)

See Table 2 for dosage adjustments and recommendations for patients with hepatic impairment
[see Use in Specific Populations (8.7)].

Table 2: FINTEPLA Dosage Modifications and Recommendations for Patients with
Hepatic Impairment

Hepatic Without concomitant With concomitant
Impairment stiripentol* stiripentol plus clobazam
Classification
Maximum total daily dosage Maximum total daily dosage

Mild

20 mg 13 mg*
(Child-Pugh A)
Moderate

20 mg Use not recommended
(Child-Pugh B)
Severe

17 mg Use not recommended

(Child-Pugh C)

* titrate as recommended /see Dosage and Administration (2.2)]

2.6 Assessments During and After Administration of FINTEPLA

To evaluate for valvular heart disease and pulmonary arterial hypertension, obtain an
echocardiogram assessment every 6 months during treatment with FINTEPLA, and 3 to
6 months after the final dose of FINTEPLA [see Warnings and Precautions (5.1)].

2.7 Administration Instructions

A calibrated measuring device (either a 3 mL or 6 mL oral syringe) will be provided by the
pharmacy and is recommended to measure and administer the prescribed dose accurately

[see How Supplied/Storage and Handling (16.1)]. A household teaspoon or tablespoon is not an
adequate measuring device and should not be used.





Discard any unused FINTEPLA oral solution remaining after 3 months of first opening the bottle
or the “Discard After” date on the bottle, whichever is sooner.

FINTEPLA is compatible with commercially available gastric and nasogastric feeding tubes.

2.8 Discontinuation of FINTEPLA

When discontinuing FINTEPLA, the dose should be decreased gradually. As with all
antiepileptic drugs, abrupt discontinuation should be avoided when possible, to minimize the risk
of increased seizure frequency and status epilepticus [see Warnings and Precautions (5.6)].

3 DOSAGE FORMS AND STRENGTHS

Oral solution: 2.2 mg/mL fenfluramine as a clear, colorless, cherry flavored liquid.

4 CONTRAINDICATIONS
FINTEPLA is contraindicated in patients with:
e Hypersensitivity to fenfluramine or any of the excipients in FINTEPLA [see Description

(11)]

e Concomitant use, or within 14 days of the administration, of monoamine oxidase
inhibitors because of an increased risk of serotonin syndrome [see Warnings and
Precautions (5.7)]

5 WARNINGS AND PRECAUTIONS

5.1 Valvular Heart Disease and Pulmonary Arterial Hypertension

Because of the association between serotonergic drugs with 5-HT2B receptor agonist activity,
including fenfluramine (the active ingredient in FINTEPLA), and valvular heart disease (VHD)
and pulmonary arterial hypertension (PAH), cardiac monitoring is required prior to starting
treatment, during treatment, and after treatment with FINTEPLA concludes. Cardiac monitoring
via echocardiogram can identify evidence of valvular heart disease and pulmonary arterial
hypertension prior to a patient becoming symptomatic, aiding in early detection of these
conditions. In clinical trials for DS and LGS of up to 3 years in duration, no patient receiving
FINTEPLA developed valvular heart disease or pulmonary arterial hypertension /see Boxed
Warning and Adverse Reactions (6.1)].

Monitoring
Prior to starting treatment, patients must undergo an echocardiogram to evaluate for valvular

heart disease and pulmonary arterial hypertension.

Echocardiograms should be repeated every 6 months, and once 3-6 months post-treatment with
FINTEPLA.

The prescriber must consider the benefits versus the risks of initiating or continuing treatment
with FINTEPLA if any of the following signs are observed via ECHO:

* Valvular abnormality or new abnormality via echocardiogram.





* VHD as indicated by mild or greater aortic regurgitation or moderate or greater mitral
regurgitation, with additional characteristics of VHD (e.g., valve thickening or restrictive
valve motion).

* PAH as indicated by elevated right heart/pulmonary artery pressure (PASP > 35 mm Hg).

FINTEPLA is available only through a restricted program under a REMS [see Warnings and
Precautions (5.2)].

5.2 FINTEPLA REMS Program

FINTEPLA is available only through a restricted distribution program called the FINTEPLA
REMS program because of the risk of valvular heart disease and pulmonary arterial hypertension
[see Warnings and Precautions (5.1)].

Notable requirements of the FINTEPLA REMS Program include:
o Prescribers must be certified by enrolling in the FINTEPLA REMS program.

e Prescribers must counsel patients receiving FINTEPLA about the risk of valvular heart
disease and pulmonary arterial hypertension, how to recognize signs and symptoms of
valvular heart disease and pulmonary arterial hypertension, the need for baseline
(pretreatment) and periodic cardiac monitoring via echocardiogram during FINTEPLA
treatment, and cardiac monitoring after FINTEPLA treatment.

o Patients must enroll in the REMS program and comply with ongoing monitoring
requirements [see Warnings and Precautions (5.1)].

o The pharmacy must be certified by enrolling in the REMS program and must only
dispense to patients who are authorized to receive FINTEPLA.

e Wholesalers and distributors must only distribute to certified pharmacies.

Further information is available at www.FinteplaREMS.com or by telephone at 1-877-964-3649.

5.3 Decreased Appetite and Decreased Weight

FINTEPLA can cause decreases in appetite and weight. In placebo-controlled studies for DS
(Study 1 and Study 2 combined), approximately 37% of patients treated with FINTEPLA
reported, as an adverse reaction, decreased appetite and approximately 9% reported decreased
weight, as compared to 8% and 1%, respectively, of patients on placebo. In the placebo-
controlled study for LGS (Study 3), approximately 28% of patients treated with FINTEPLA
reported, as an adverse reaction, decreased appetite and approximately 5% reported decreased
weight, as compared to 15% and 2%, respectively, of patients on placebo [see Adverse Reactions
(6.1)]. By the end of the controlled studies, 19% (Studies 1 and 2 combined) of DS patients and
7% (Study 3) of LGS patients treated with FINTEPLA had a measured decrease in weight of 7%
or greater from their baseline weight, compared to 2% (Study 1 and 2) and 0% (Study 3) of
patients on placebo. This measured decrease in weight appeared to be dose-related. In the
controlled studies for DS, 26% of patients on FINTEPLA 0.7 mg/kg/day (Study 1), 19% of
patients on FINTEPLA 0.4 mg/kg/day in combination with stiripentol (Study 2), and 13% of
patients taking FINTEPLA 0.2 mg/kg/day (Study 1) experienced at least a 7% decrease in weight
from baseline. In the controlled study for LGS, 9% of patients on FINTEPLA 0.7 mg/kg/day





(Study 3) and 6% of patients on FINTEPLA 0.2 mg/kg/day (Study 3) experienced at least a 7%
decrease in weight from baseline. Approximately half of the patients with LGS and most patients
with DS resumed the expected measured increases in weight during the open-label extension
studies. Given the frequency of these adverse reactions, the growth of pediatric patients treated
with FINTEPLA should be carefully monitored. Weight should be monitored regularly during
treatment with FINTEPLA, and dose modifications should be considered if a decrease in weight
is observed.

54 Somnolence, Sedation, and Lethargy

FINTEPLA can cause somnolence, sedation, and lethargy. In controlled studies for DS (Study 1
and Study 2 combined), the incidence of somnolence, sedation, and lethargy was 25% in patients
treated with FINTEPLA, compared with 11% of patients on placebo. In the controlled study for
LGS (Study 3), the incidence of somnolence, sedation, and lethargy was 19% in patients treated
with FINTEPLA, compared with 16% of patients on placebo. In general, these effects may
diminish with continued treatment /see Adverse Reactions (6.1)].

Other central nervous system (CNS) depressants, including alcohol, could potentiate these
effects of FINTEPLA. Prescribers should monitor patients for somnolence and sedation and
should advise patients not to drive or operate machinery until they have gained sufficient
experience on FINTEPLA to gauge whether it adversely affects their ability to drive or operate
machinery.

5.5 Suicidal Behavior and Ideation

Antiepileptic drugs (AEDs), including FINTEPLA, increase the risk of suicidal thoughts or
behavior in patients taking these drugs for any indication. Patients treated with an AED for any
indication should be monitored for the emergence or worsening of depression, suicidal thoughts
or behavior, or any unusual changes in mood or behavior.

Pooled analyses of 199 placebo-controlled clinical trials (mono- and adjunctive therapy) of

11 different AEDs that did not include FINTEPLA showed that patients randomized to one of
the AEDs had approximately twice the risk (adjusted Relative Risk 1.8, 95% CI:1.2, 2.7) of
suicidal thinking or behavior compared to patients randomized to placebo. In these trials, which
had a median treatment duration of 12 weeks, the estimated incidence rate of suicidal behavior or
ideation among 27,863 AED-treated patients was 0.43%, compared to 0.24% among

16,029 placebo-treated patients, representing an increase of approximately one case of suicidal
thinking or behavior for every 530 patients treated. There were four suicides in drug-treated
patients in the trials and none in placebo-treated patients, but the number is too small to allow
any conclusion about drug effect on suicide.

The increased risk of suicidal thoughts or behavior with AEDs was observed as early as 1 week
after starting drug treatment with AEDs and persisted for the duration of treatment assessed.
Because most trials included in the analysis did not extend beyond 24 weeks, the risk of suicidal
thoughts or behavior beyond 24 weeks could not be assessed.

The risk of suicidal thoughts or behavior was generally consistent among drugs in the data
analyzed. The finding of increased risk with AEDs of varying mechanisms of action and across a
range of indications suggests that the risk applies to all AEDs used for any indication. The risk





did not vary substantially by age (5-100 years) in the clinical trials analyzed. Table 3 shows
absolute and relative risk by indication for all evaluated AEDs.

Table 3: Risk of Suicidal Thoughts or Behaviors by Indication for Antiepileptic Drugs
in the Pooled Analysis

Relative Risk: Incidence Risk Difference:
Placebo Patients Drug Patients of Events in Drug Additional Drug
with Events per | with Events per Patients/ Incidence in Patients with Events
Indication 1000 Patients 1000 Patients Placebo Patients per 1000 Patients
Epilepsy 1.0 34 35 24
Psychiatric 5.7 8.5 1.5 29
Other 1.0 1.8 1.9 0.9
Total 24 43 1.8 1.9

The relative risk for suicidal thoughts or behavior was higher in clinical trials in patients with
epilepsy than in clinical trials in patients with psychiatric or other conditions, but the absolute
risk differences were similar for the epilepsy and psychiatric indications.

Anyone considering prescribing FINTEPLA or any other AED must balance the risk of suicidal
thoughts or behaviors with the risk of untreated illness. Epilepsy and many other illnesses for
which AEDs are prescribed are themselves associated with morbidity and mortality and an
increased risk of suicidal thoughts and behavior. Should suicidal thoughts and behavior emerge
during treatment, consider whether the emergence of these symptoms in any given patient may
be related to the illness being treated.

5.6 Withdrawal of Antiepileptic Drugs

As with most AEDs, FINTEPLA should generally be withdrawn gradually because of the risk of
increased seizure frequency and status epilepticus. If withdrawal is needed because of a serious
adverse reaction, rapid discontinuation can be considered.

5.7 Serotonin Syndrome

Serotonin syndrome, a potentially life-threatening condition, may occur with FINTEPLA,
particularly with concomitant administration of FINTEPLA with other serotonergic drugs,
including, but not limited to, selective serotonin-norepinephrine reuptake inhibitors (SNRIs),
selective serotonin reuptake inhibitors (SSRIs), tricyclic antidepressants (TCAs), bupropion,
triptans, dietary supplements (e.g., St. John’s Wort, tryptophan), drugs that impair metabolism of
serotonin (including monoamine oxidase inhibitors [MAOIs], which are contraindicated with
FINTEPLA [see Contraindications (4)], dextromethorphan, lithium, tramadol, and
antipsychotics with serotonergic agonist activity. Patients should be monitored for the emergence
of signs and symptoms of serotonin syndrome, which include mental status changes (e.g.,
agitation, hallucinations, coma), autonomic instability (e.g., tachycardia, labile blood pressure,
hyperthermia), neuromuscular signs (e.g., hyperreflexia, incoordination), and/or gastrointestinal
symptoms (e.g., nausea, vomiting, diarrhea). If serotonin syndrome is suspected, treatment with
FINTEPLA should be stopped immediately and symptomatic treatment should be started.





5.8 Increase in Blood Pressure

FINTEPLA can cause an increase in blood pressure [see Adverse Reactions (6.1)]. Rare cases of
significant elevation in blood pressure, including hypertensive crisis, has been reported in adult
patients treated with fenfluramine, including patients without a history of hypertension. In
clinical trials of up to 3 years in duration, no pediatric or adult patient receiving FINTEPLA
developed a hypertensive crisis. Monitor blood pressure in patients treated with FINTEPLA.

5.9 Glaucoma

Fenfluramine can cause mydriasis and can precipitate angle closure glaucoma. Consider
discontinuing treatment with FINTEPLA in patients with acute decreases in visual acuity or
ocular pain.

6 ADVERSE REACTIONS
The following clinically significant adverse reactions are described elsewhere in labeling:

e Valvular Heart Disease and Pulmonary Arterial Hypertension /see Warnings and
Precautions (5.1)]

e Decreased Appetite and Decreased Weight [see Warnings and Precautions (5.3)]
e Somnolence, Sedation, and Lethargy [see Warnings and Precautions (5.4)]

e Suicidal Behavior and Ideation [see Warnings and Precautions (5.5)]

e Withdrawal of Antiepileptic Drugs [see Warnings and Precautions (5.6)]

e Serotonin Syndrome [see Warnings and Precautions (5.7)]

e Increase in Blood Pressure [see Warnings and Precautions (5.8)]

o Glaucoma [see Warnings and Precautions (5.9)]

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates
observed in the clinical trials of a drug cannot be directly compared to rates in the clinical trials
of another drug and may not reflect the rates observed in practice.

In controlled and uncontrolled trials in patients with Dravet syndrome (DS), 341 patients were
treated with FINTEPLA, including 312 patients treated for more than 6 months, 284 patients
treated for more than 1 year, and 138 patients treated for more than 2 years.

In controlled and uncontrolled trials in patients with Lennox-Gastaut syndrome (LGS), 262
patients were treated with FINTEPLA, including 219 patients treated for more than 6 months,
172 patients treated for more than 1 year, and 127 patients treated for more than 2 years.

Dravet Syndrome

In placebo-controlled trials of patients with DS taking concomitant standard of care AEDs,
122 patients were treated with FINTEPLA and 84 patients received placebo [see Clinical Studies
(14.1)]. The duration of treatment in these trials was 16 weeks (Study 1) or 17 weeks (Study 2).





In Study 1 and Study 2, the mean age was 9 years (range 2 to 19 years) and approximately 46%
of patients were female and 74% were White. All patients were receiving at least one other AED.

In Study 1 and Study 2, the rates of discontinuation as a result of any adverse reaction were 13%,
0%, and 7% for patients treated with FINTEPLA 0.7 mg/kg/day, 0.2 mg/kg/day, and

0.4 mg/kg/day in combination with stiripentol, respectively, compared to 6% for patients on
placebo. The most frequent adverse reaction leading to discontinuation in the patients treated
with any dose of FINTEPLA was somnolence (3%).

The most common adverse reactions that occurred in patients treated with FINTEPLA (incidence
at least 10% and greater than placebo) were decreased appetite; somnolence, sedation, lethargy;
diarrhea; constipation; abnormal echocardiogram; fatigue, malaise, asthenia; ataxia, balance
disorder, gait disturbance; blood pressure increased; drooling, salivary hypersecretion; pyrexia;
upper respiratory tract infection; vomiting; decreased weight; fall; status epilepticus.

Table 4 lists the adverse reactions that were reported in 5% or more of patients treated with
FINTEPLA and at a rate greater than those on placebo during the titration and maintenance
phases of Study 1 and Study 2.

Table 4: Adverse Reactions in 5% or More of Patients Treated with FINTEPLA and
Greater Than Placebo in Placebo-Controlled Trials for Dravet Syndrome
(Study 1 and 2)

FINTEPLA Dose Group Combined
Study 1 Study 2 Placebo
0.2 mg/kg/day | 0.7 mg/kg/day | 0.4 mg/kg/day® Group®
N=39 N=40 N=43 N=84
Adverse Reaction % % % %
Decreased appetite 23 38 49 8
Somnolence, sedation, lethargy 26 25 23 11
Abnormal echocardiogram® 18 23 9 6
Diarrhea 31 15 23 6
Constipation 3 10 7 0
Fatigue, malaise, asthenia 15 10 30 5
Ataxia, balance disorder, gait disturbance 10 10 7 1
Abnormal behavior 0 8 9 0
Blood pressure increased 13 8 0 5
Drooling, salivary hypersecretion 13 8 2 0
Hypotonia 0 8 0 0
Rash 8 8 5 4
Blood prolactin increased 0 5 0 0
Chills 0 5 2 0
Decreased activity 0 5 0 1
Dehydration 0 5 0 0
Insomnia 0 5 5 2
Pyrexia 15 5 21 14
Stereotypy 0 5 0 0
Upper respiratory tract infection 21 5 7 10
Vomiting 10 5 5 8
Weight decreased 13 5 7 1






FINTEPLA Dose Group Combined
Study 1 Study 2 Placebo
0.2 mg/kg/day | 0.7 mg/kg/day | 0.4 mg/kg/dayV Group?
N=39 N=40 N=43 N=84
Adverse Reaction % % % %
Croup 5 3 0 1
Ear infection 8 3 9 5
Gastroenteritis 8 3 2 0
Increased heart rate 5 3 0 2
Irritability 0 3 9 2
Rhinitis 8 3 7 2
Tremor 3 3 9 0
Urinary incontinence 5 3 0 0
Decreased blood glucose 0 0 9 1
Bronchitis 3 0 9 1
Contusion 5 0 0 0
Eczema 0 0 5 0
Enuresis 5 0 0 0
Fall 10 0 0 4
Headache 8 0 0 2
Laryngitis 0 0 5 0
Negativism 5 0 0 0
Status epilepticus 3 0 12 2
Urinary tract infection 5 0 5 0
Viral infection 0 0 5 1

(1) 0.4 mg/kg/day was not an intermediate dose. Patients on the 0.4 mg/kg/day dose were also taking concomitant stiripentol
plus clobazam, which increases exposure of FINTEPLA.

(2) Patients in placebo groups from Studies 1 and 2 were pooled.

(3) Consisted of trace and mild mitral regurgitation, and trace aortic regurgitation, which are considered physiologic.

Lennox-Gastaut Syndrome

In the placebo-controlled trial of patients with LGS taking concomitant standard of care AEDs
(Study 3), 176 patients were treated with FINTEPLA and 87 patients received placebo /[see
Clinical Studies (14.2)]. The duration of treatment in this trial was 16 weeks. The mean age was
13.7 years (range 2 to 35 years) and 29% of patients were at least 18 years of age, 45% of
patients were female, and 79% were White. All patients were receiving at least one other AED.

The rates of discontinuation as a result of any adverse reaction were 6% and 5% for patients
treated with FINTEPLA 0.7 mg/kg/day and 0.2 mg/kg/day, respectively, compared to 1% for
patients on placebo. The most frequent adverse reactions leading to discontinuation in the
patients treated with any dose of FINTEPLA were seizure (2%) and somnolence (2%).

The common adverse reactions that occurred in patients treated with FINTEPLA (incidence at
least 10% and greater than placebo) were diarrhea; decreased appetite; fatigue; somnolence;
vomiting.

Table 5 lists the adverse reactions that were reported in 5% or more of patients treated with
FINTEPLA and at a rate greater than those on placebo during the titration and maintenance
phases of Study 3.





Table 5: Adverse Reactions in 5% or More of Patients Treated with FINTEPLA and
Greater Than Placebo in the Placebo-Controlled Trial for Lennox Gastaut

Syndrome (Study 3)
FINTEPLA Dose Group
Study 3
Adverse Reaction 0.2 mg/kg/day 0.7mg/kg/day Placebo Group
N=89 N=87 N=87

% % %
Decreased appetite 20 36 12
Fatigue, malaise, asthenia 14 24 16
Somnolence, sedation, lethargy 12 22 16
Diarrhea 11 13 5
Constipation 6 9 6
Vomiting 14 8 6
Weight decreased 2 8 2
Upper respiratory tract infection 8 7 3
Seizure 9 5 7
Irritability 8 3 6

Echocardiographic Safety Assessments of Valvular Heart Disease and Pulmonary Arterial
Hypertension

Valvular heart disease and pulmonary arterial hypertension were evaluated in the placebo-
controlled and open-label extension studies via echocardiography for up to 3 years in duration
for 341 DS patients and 263 LGS patients [see Warnings and Precautions (5.1)]. Screening for
valvular heart disease assessed for mild or greater aortic regurgitation or moderate or greater

mitral regurgitation, and assessed for additional characteristics of VHD (e.g., valve thickening or
restrictive valve motion).

In these clinical studies, two patients with LGS exhibited mild aortic regurgitation (AR) but
neither patient had any cardiac signs or symptoms or evidence of valvular structural changes.
Neither patient had VHD. The rates of mild AR are consistent with those seen in the screening
period prior to treatment (3 patients in LGS and 1 patient in DS clinical trials).





7 DRUG INTERACTIONS

7.1 Effect of Other Drugs on FINTEPLA

Stiripentol Plus Clobazam

Coadministration of FINTEPLA with stiripentol plus clobazam, with or without valproate,
increases fenfluramine plasma concentrations [see Clinical Pharmacology (12.3)]. If FINTEPLA
is coadministered with stiripentol plus clobazam, the maximum daily dosage of FINTEPLA is
0.2 mg/kg twice daily (maximum daily dosage of 17 mg) /see Dosage and Administration (2.2)].

Strong CYP1A2. CYP2B6, or CYP3A Inducers

Coadministration of FINTEPLA with strong CYP1A2, CYP2B6, or CYP3A inducers will
decrease fenfluramine plasma concentrations, which may lower the efficacy of FINTEPLA /see
Clinical Pharmacology (12.3)].

It is recommended to avoid coadministration of strong CYP1A2, CYP2B6 or CYP3A inducers.
If coadministration of a strong CYP1A2, CYP2B6, or CYP3A inducer with FINTEPLA is
necessary, monitor the patient for reduced efficacy and consider increasing the dosage of
FINTEPLA as needed; however, do not exceed the maximum daily dosage of FINTEPLA [see
Dosage and Administration (2.2)].

If a strong CYP1A2, CYP2B6, or CYP3A inducer is discontinued during maintenance treatment
with FINTEPLA, consider gradual reduction in the FINTEPLA dosage to the dose administered
prior to initiating the inducer [see Warnings and Precautions (5.6)].

Strong CYP1A2 or CYP2D6 Inhibitors

Coadministration of FINTEPLA with strong CYP1A2 or CYP2D6 inhibitors will increase
fenfluramine plasma concentrations [see Clinical Pharmacology (12.3)]. If FINTEPLA is
coadministered with strong CYP1A2 or CYP2D6 inhibitors, the maximum daily dosage of
FINTEPLA is 20 mg /see Dosage and Administration (2.3)].

If a strong CYP1A2 or CYP2D6 inhibitor is discontinued during maintenance treatment with
FINTEPLA, consider gradual increase in the FINTEPLA dosage to the dose recommended
without CYP1A2 or CYP2D6 inhibitors; however, do not exceed the maximum daily dosage of
FINTEPLA [see Dosage and Administration (2.2)].

If FINTEPLA is coadministered with stiripentol and a strong CYP1A2 or CYP2D6 inhibitor, do
not exceed the maximum daily dosage of FINTEPLA of 17 mg /see Dosage and Administration

(2.3)].

7.2 Effects of Serotonin Receptor Antagonists

Cyproheptadine and potent 5-HT1A, 5-HT1D, 5-HT2A, and 5-HT2C serotonin receptor
antagonists may decrease the efficacy of FINTEPLA. If cyproheptadine or potent 5--HT1A,
5--HTI1D, 5-HT2A, or 5-HT2C serotonin receptor antagonists are coadministered with
FINTEPLA, patients should be monitored appropriately.






7.3 Serotonergic Drugs

Concomitant administration of FINTEPLA and drugs (e.g., SSRIs, SNRIs, TCAs, MAO
inhibitors, trazodone, etc.), over-the-counter medications (e.g., dextromethorphan), or herbal
supplements (e.g., St. John’s Wort) that increase serotonin may increase the risk of serotonin
syndrome /see Warnings and Precautions (5.7)]. Concomitant use of FINTEPLA is
contraindicated within 14 days of taking MAOIs. Use FINTEPLA with caution in patients taking
other medications that increase serotonin.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Pregnancy Exposure Registry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to
antiepileptic drugs (AEDs), such as FINTEPLA, during pregnancy. Encourage women who are
taking FINTEPLA during pregnancy to enroll in the North American Antiepileptic Drug
(NAAED) Pregnancy Registry by calling the toll-free number 1-888-233-2334 or visiting
http://www.aedpregnancyregistry.org.

Risk Summary

There are no data on FINTEPLA use in pregnant women. Available data from epidemiologic
studies with fenfluramine or dexfenfluramine are insufficient to evaluate for a drug-associated
risk of major birth defects, miscarriage, or other adverse maternal or fetal outcomes. FINTEPLA
can cause decreased appetite and decreased weight [see Warnings and Precautions (5.3)];
monitor for adequate weight gain during pregnancy. In animal studies, administration of
fenfluramine throughout organogenesis (rat and rabbit) or throughout gestation and lactation (rat)
resulted in adverse effects on development (fetal malformations, embryofetal and offspring
mortality and growth impairment) in the presence of maternal toxicity at clinically relevant
maternal plasma levels of fenfluramine and its major active metabolite (see Data).

The estimated background risk of major birth defects and miscarriage for the indicated
population is unknown. All pregnancies have a background risk of birth defect, loss, or other
adverse outcomes. In the U.S. general population, the estimated background risk of major birth
defects and miscarriage in clinically recognized pregnancies is 2 to 4% and 15 to 20%,
respectively.

Data
Animal Data

Oral administration of fenfluramine (0, 4.5, 8.6, or 34.6 mg/kg/day) to pregnant rats during
organogenesis resulted in decreased fetal body weights and marked increases in fetal
malformations (external, visceral, and skeletal) at the highest dose tested, which was associated
with maternal toxicity. At the no-effect dose (8.6 mg/kg/day) for adverse effects on embryofetal
development in rats, maternal plasma exposures (AUC) of fenfluramine and norfenfluramine (the
major metabolite) were approximately 2 and 5 times, respectively, those in humans at the
maximum recommended human dose (MRHD) of 26 mg/day.





Oral administration of fenfluramine (0, 4.3, 8.6, 13.0 mg/kg/day) to pregnant rabbits throughout
organogenesis resulted in increased embryofetal mortality at all doses and increases in fetal
malformations (external and skeletal) at the highest dose tested, which was associated with
maternal toxicity. A no-adverse-effect dose for adverse effects on embryofetal development in
rabbits was not identified. At the lowest dose tested in rabbits (4.3 mg/kg/day), maternal plasma
exposures of fenfluramine and norfenfluramine were lower than those in humans at the MRHD.

Oral administration of fenfluramine (0, 4.3, 8,6, or 34.6 mg/kg/day) to female rats throughout
gestation and lactation resulted in marked increases in stillborn pups and neonatal offspring
deaths at the highest dose tested and delayed growth and reflex development during the pre-
weaning period at all doses. Maternal body weight gain was decreased at all doses during
pregnancy and at the two highest doses during lactation. A no-effect dose for adverse effects on
pre- and postnatal development in rats was not determined. At the lowest dose tested in rats (4.3
mg/kg/day), maternal plasma exposures of fenfluramine and norfenfluramine were
approximately 0.5 and 3 times, respectively, those in humans at the MRHD.

8.2 Lactation

Risk Summary

There are no data on the presence of fenfluramine or its metabolites in human milk, the effects
on the breastfed infant, or the effects on milk production.

The developmental and health benefits of breastfeeding should be considered along with the
mother’s clinical need for FINTEPLA and any potential adverse effects on the breastfed infant
from FINTEPLA or from the underlying maternal condition.

8.3 Females and Males of Reproductive Potential

Infertility

In animal studies, oral administration of fenfluramine resulted in adverse reproductive effects in
males and females at clinically relevant doses in the presence of parental toxicity /see
Nonclinical Toxicology (13.1)].

8.4 Pediatric Use

The safety and effectiveness of FINTEPLA for the treatment of seizures associated with DS and
LGS have been established in patients 2 years of age and older.

Use of FINTEPLA for the treatment of seizures associated with DS in patients 2 years of age and
older is supported by two randomized, double-blind, placebo-controlled trials in 202 patients 2 to
18 years of age. Use of FINTEPLA for the treatment of seizures associated with LGS is
supported by a randomized, double-blind, placebo-controlled study in 263 patients aged 2 to 35
years, including 187 patients less than 18 years [see Boxed Warning, Warnings and Precautions
(5), Adverse Reaction (6.1), and Clinical Studies (14)].

FINTEPLA can cause decreases in appetite and weight. The growth of pediatric patients treated
with FINTEPLA should be carefully monitored.

Safety and effectiveness in patients less than 2 years of age have not been established.





Juvenile Animal Data

Oral administration of fenfluramine (0, 3.0, 7,8, or 17.3 mg/kg/day) to young rats for 10 weeks
starting on postnatal day 7 resulted in reduced body weight and neurobehavioral changes
(decreased locomotor activity and learning and memory deficits) at all doses tested.
Neurobehavioral effects persisted after dosing was discontinued. Bone size was decreased at the
mid and high doses; brain size was decreased at the highest dose. Partial or complete recovery
was seen for these endpoints. A no-effect dose for postnatal developmental toxicity was not
identified. The lowest dose tested (3.0 mg/kg/day) was associated with plasma fenfluramine
exposures (AUC) less than that in humans at the maximum recommended human dose (MRHD)
of 26 mg/day and norfenfluramine (metabolite) exposures (AUC) approximately 2 times that in
humans at the MRHD.

8.5 Geriatric Use

Clinical studies of FINTEPLA for the treatment of DS or LGS did not include patients 65 years
of age and over to determine whether they respond differently from younger patients. In general,
dose selection for an elderly patient should be cautious, usually starting at the low end of the
dosing range, reflecting the greater frequency of decreased hepatic, renal, or cardiac function,
and of concomitant disease or other drug therapy.

8.6 Renal Impairment

In patients with estimated glomerular filtration rate (¢GFR) 15 to 29 mL/min/1.73m?, do not
exceed the maximum daily dosage of FINTEPLA of 20 mg. In patients with eGFR 15 to 29
ml/min/1.73m? and concomitant stiripentol use, do not exceed the maximum daily dosage of
FINTEPLA of 17 mg [see Dosage and Administration (2.4) and Clinical Pharmacology (12.3)].
FINTEPLA has not been studied in patients with eGFR < 15 mL/min/1.73m?.

8.7 Hepatic Impairment

Combined molar exposures of fenfluramine and norfenfluramine were increased in subjects with
various degrees of hepatic impairment (Child-Pugh Class A, B, and C), necessitating a dosage
adjustment in these patients [see Dosage and Administration (2.5) and Clinical Pharmacology

(12.3)].

10 OVERDOSAGE

Overdose has not been observed in the FINTEPLA clinical trial program. However, overdose of
fenfluramine, the active ingredient in FINTEPLA, has been reported at higher doses than those
included in the clinical trial program. Some of the cases were fatal. Events reported after
overdose include mydriasis, tachycardia, flushing, tremors/twitching/muscle spasms,
agitation/restlessness/anxiety, increased muscle tone/rigor/opisthotonos, respiratory distress or
failure, and seizure. Seizure, coma, and cardiorespiratory arrest were reported in most of the fatal
overdoses.





There is no available specific antidote to the overdose reactions of FINTEPLA. In the event of
overdose, standard medical practice for the management of drug overdosage should be used. An
adequate airway, oxygenation, and ventilation should be ensured; monitoring of cardiac rhythm
and vital sign measurement is recommended. A certified poison control center should be
contacted for updated information on the management of overdose with FINTEPLA.

11 DESCRIPTION

FINTEPLA oral solution contains 2.2 mg/mL fenfluramine, equivalent to 2.5 mg/mL of the
hydrochloride salt.

The active ingredient, fenfluramine hydrochloride, is designated chemically as N-ethyl-a-
methyl-3-(trifluoromethyl)phenethylamine hydrochloride.

The structural formula is:

F3C
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Fenfluramine hydrochloride is a white to off-white crystalline solid. The pKa of fenfluramine is
10.2.

FINTEPLA is a clear, colorless solution, pH 5.

H
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FINTEPLA contains the following inactive ingredients: cherry flavor, citric acid, ethylparaben
hydroxyethylcellulose, methylparaben, potassium citrate, sucralose, and water.

FINTEPLA contains no ingredient made from gluten-containing grain (wheat, barley, or rye),
and contains not more than 0.1% of carbohydrates, which is solely derived from the cherry
flavor.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

The precise mechanism by which fenfluramine exerts its therapeutic effects in the treatment of
seizures associated with Dravet syndrome and Lennox-Gastaut syndrome is unknown.
Fenfluramine and the metabolite, norfenfluramine, exhibit agonist activity at serotonin 5-HT2
receptors. There is an association between serotonergic drugs with 5-HT2B receptor agonist
activity, including fenfluramine and norfenfluramine, and valvular heart disease and pulmonary
arterial hypertension.

12.2 Pharmacodynamics

Cardiac Electrophysiology

At a dose 4 times the maximum recommended dose, FINTEPLA did not prolong the QT interval
when tested in an adult population.





12.3 Pharmacokinetics

The pharmacokinetics of fenfluramine and norfenfluramine were studied in healthy subjects, in
pediatric patients with DS, and in pediatric and adult patients with LGS. The steady-state
systemic exposure (Cmax and AUC) of fenfluramine was slightly greater than dose proportional
over the dose range of 13 to 51.8 mg twice-daily fenfluramine (i.e., 1 to 4 times the maximum
recommended dose). In pediatric patients with DS who received FINTEPLA 0.7 mg/kg/day, up
to a total daily dose of 26 mg fenfluramine, the geometric mean steady-state fenfluramine
(coefficient of variation) Cmax was 68.0 (41%) ng/mL and AUCy-24n was 1390 (44%) ng*h/mL.

Absorption

Fenfluramine has a time to maximum plasma concentration (Tmax) 0of 3 to 5 hours at steady state.
The absolute bioavailability of fenfluramine is approximately 68-74%. There was no effect of
food on the pharmacokinetics of fenfluramine or norfenfluramine.

Distribution

The geometric mean (CV%) apparent volume of distribution (Vz/F) of fenfluramine is 11.9
(16.5%) L/kg following oral administration of FINTEPLA in healthy subjects. Fenfluramine is
50% bound to human plasma proteins in vitro and binding is independent of drug concentrations.

Elimination

The elimination half-life of fenfluramine was 20 hours and the geometric mean (CV%) clearance
(CL/F) was 24.8 (29%) L/h, following oral administration of FINTEPLA in healthy subjects.

Metabolism

Over 75% of fenfluramine is metabolized to norfenfluramine prior to elimination, primarily by
CYP1A2, CYP2B6, and CYP2D6. Other CYP enzymes involved to a minor extent are CYP2C9,
CYP2C19, and CYP3A4/5. Both fenfluramine and norfenfluramine are pharmacologically
active. Norfenfluramine is further deaminated and oxidized to form inactive metabolites.

Excretion

Most of an orally administered dose of fenfluramine (greater than 90%) is excreted in the urine
as fenfluramine, norfenfluramine, or other metabolites with fenfluramine and norfenfluramine
accounting for less than 25% of the total; less than 5% is found in feces.

Specific Populations

The effect of age (range: 2 to 50 years), sex, and race had no clinically meaningful effect on the
pharmacokinetics of fenfluramine.

Patients with Renal Impairment

In a dedicated clinical study comparing the pharmacokinetics of a single dose of 0.35 mg/kg
FINTEPLA in subjects with severe renal impairment (¢GFR < 30 mL/min/1.73m? determined by
MDRD) and matched healthy volunteers, Cmax and AUCo.int of fenfluramine increased by 20%
and 88%, respectively, and Cmax and AUCo.in of norfenfluramine increased by 13% and 21%,
respectively in subjects with severe renal impairment /see Use in Specific Populations (8.6)].
FINTEPLA has not been studied in patients with eGFR < 15 mL/min/1.73m? (determined by
MDRD). It is not known if fenfluramine or norfenfluramine is dialyzable.





Patients with Hepatic Impairment

In a study comparing the pharmacokinetics of a single dose of 0.35 mg/kg FINTEPLA in
subjects with mild, moderate, or severe hepatic impairment (Child-Pugh Class A, B, or C) and
subjects with normal liver function, AUCy of fenfluramine increased by 95%, 113%, and 185%
in subjects with mild, moderate, and severe hepatic impairment, respectively. Cmax of
fenfluramine increased by 19%, 16%, and 29% in subjects with mild, moderate, and severe
hepatic impairment, respectively. AUCo.; of norfenfluramine increased by 18% in mild hepatic
impairment, 4% in moderate hepatic impairment, and decreased by 11% in severe hepatic
impairment. Cmax of norfenfluramine decreased by 21%, 36%, and 45% in subjects with mild,
moderate, and severe hepatic impairment, respectively. Combined molar AUCy.; of fenfluramine
and norfenfluramine increased by 55%, 56%, and 82% in subjects with mild, moderate, and
severe hepatic impairment, respectively. Combined molar Cmax of fenfluramine and
norfenfluramine increased by 7.5%, 1.3%, and 8% in subjects with mild, moderate, and severe
hepatic impairment, respectively. The maximum daily dosage of FINTEPLA should be reduced
in patients with mild hepatic impairment with/without stiripentol plus clobazam. The maximum
daily dosage of FINTEPLA should be reduced in patients with moderate or severe hepatic
impairment without stiripentol plus clobazam [see Dosage and Administration (2.5) and Use in
Specific Populations (8.7)].

Drug Interaction Studies

Clinical Studies

Effect of a single dose of stiripentol, clobazam, and valproic acid combination:

Coadministration of a single 0.7 mg/kg dose of FINTEPLA, with a single dose of a stiripentol,
clobazam, and valproic acid combination in healthy volunteers, increased the AUCo.inf of
fenfluramine by 69% and the Cmax by 18%, and decreased the AUCo-72 hours 0f norfenfluramine by
41% and the Cimax by 42%, as compared to FINTEPLA administered alone.

Effect of steady state stiripentol plus clobazam, with or without valproate:

Fenfluramine pharmacokinetic data were collected from patients after receiving multiple
fenfluramine administrations in Study 1 as well as Study 2. Population pharmacokinetic
modeling and simulation were used to assess the effect of stiripentol plus clobazam with or
without valproate on fenfluramine pharmacokinetics. The effect of stiripentol plus clobazam,
with or without valproate, on fenfluramine pharmacokinetics is greater when FINTEPLA is at
steady-state than for the first dose of FINTEPLA. At steady state in the patient population, the
coadministration of 0.1 mg/kg twice daily (0.2 mg/kg/day), maximum 17 mg/day, of FINTEPLA
with stiripentol plus clobazam with or without valproate, is expected to result in a 166% increase
in fenfluramine AUCy.24 and a 38% decrease in norfenfluramine AUCy.24, as compared to 0.2
mg/kg/day, maximum 26 mg/day, FINTEPLA dose administered alone /see Dosage and
Administration (2.1, 2.2) and Drug Interactions (7.1)].





Effect of steady state cannabidiol:

Coadministration of a single 0.35 mg/kg dose of FINTEPLA with repeated doses of cannabidiol
increased the AUC.inr of fenfluramine by 59% and the Cmax by 10%, and decreased the AUC.int
of norfenfluramine by 22% and the Cmax by 33%, as compared to FINTEPLA administered
alone. This interaction is not expected to be clinically significant.

Effect of strong CYP1A2 or CYP2D6 inhibitors:

Coadministration of a single 0.35 mg/kg dose of FINTEPLA with fluvoxamine (a strong
CYP1A2 inhibitor) at steady state (50 mg once daily) in healthy volunteers increased the AUC,-
inf of fenfluramine by 102% and the Ciax by 22%, and decreased the AUC.int of norfenfluramine
by 22% and the Cmax by 44%, as compared to FINTEPLA administered alone /see Drug
Interactions (7.1)].

Coadministration of a single 0.35 mg/kg dose of FINTEPLA with paroxetine (a strong CYP2D6
inhibitor) at steady state (30 mg once daily) in healthy volunteers increased the AUCo.inf of
fenfluramine by 81% and the Cnax by 13%, and decreased the AUCy.inrof norfenfluramine by
13% and the Ciax by 29%, as compared to FINTEPLA administered alone /see Drug
Interactions (7.1)].

Effect of strong CYP1A2. CYP2B6 or CYP3A inducers:

Coadministration of a single 0.35 mg/kg dose of FINTEPLA with rifampin (a CYP1A2,
CYP2B6, and CYP3A inducer) at steady state (600 mg once daily) in healthy volunteers
decreased the AUC.inf of fenfluramine by 58% and the Ciax by 40%, and decreased the AUCo.inf
of norfenfluramine by 50%, and increased the Cmax of norfenfluramine by 13%, as compared to
FINTEPLA administered alone /see Drug Interactions (7.1)].

Effect of FINTEPLA on other drugs:

Coadministration of a single 0.7 mg/kg dose of FINTEPLA, with a single dose of a stiripentol,
clobazam, and valproic acid combination, did not affect the pharmacokinetics of stiripentol, nor
the pharmacokinetics of clobazam or its N-desmethyl-metabolite norclobazam, nor the
pharmacokinetics of valproic acid, as compared to the stiripentol, clobazam, and valproic acid
combination alone. Coadministration of a single 0.35 mg/kg dose of FINTEPLA, with repeated
doses of cannabidiol, did not affect the pharmacokinetics of cannabidiol, as compared to
cannabidiol alone.

In Vitro Studies

Fenfluramine is primarily metabolized by CYP1A2, CYP2B6, and CYP2D6 in vitro. Other CYP
enzymes involved to a minor extent are CYP2C9, CYP2C19, and CYP3A4/5.

Effect of fenfluramine and norfenfluramine on CYP Substrates: fenfluramine and
norfenfluramine are not inhibitors or inducers of CYP1A2, CYP2B6, CYP2CS8, CYP2C9,
CYP2C19, CYP2D6, or CYP3A4 at clinically relevant concentrations.

Effect of transporters on fenfluramine and norfenfluramine: fenfluramine and norfenfluramine
are not substrates of the P-g, BCRP, OAT1, OAT3, OCT2, MATEI1, or MATE2-K transporters.

Effect of FINTEPLA on Transporters: fenfluramine and norfenfluramine are not inhibitors of
P-gp, BCRP, OAT1B1, OATP1B3, OATI1, OAT3, OCT2, MATE1, or MATE2-K transporters.





13 NONCLINICAL TOXICOLOGY

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

Carcinogenesis

Oral administration of fenfluramine to Tg.rasH2 mice (0, 4.3, 13.0, 34.6, or 51.8 mg/kg/day) for
26 weeks and to male and female rats (0, 0.9 2.2, or 6.9 mg/kg/day) for 89 and 97 weeks,
respectively, resulted in no evidence of drug-induced tumors in either species. In rats, plasma
exposures (AUC) of fenfluramine and norfenfluramine (the major metabolite) at the highest dose

tested were approximately 5 and 11 times, respectively, those in humans at the maximum
recommended human dose (MRHD) of 26 mg/day.

Mutagenesis

Fenfluramine was negative in an in vitro bacterial mutation (Ames) assay and an in vivo
micronucleus and comet assay in rats.

Impairment of Fertility

Oral administration of fenfluramine (0, 3.0, 6.9, or 17.3 mg/kg/day) to male and female rats prior
to and throughout mating and continuing in females to day 7 of gestation resulted in a decrease
in fertility and increases in abnormal sperm and epithelial vacuolation of the epididymis at the
highest dose tested and altered estrous cyclicity, decreased corpora lutea and implantations, and
increased embryolethality at the mid and high dose. These doses were associated with parental
toxicity. The no-effect doses for adverse effects on fertility and reproductive performance in rats
(6.9 and 3.0 mg/kg/day in males and females, respectively) were associated with plasma
fenfluramine exposures (AUC) approximately 3 and 0.6 times, respectively, and norfenfluramine
exposures approximately 5 and 3 times, respectively, those in humans at the MRHD.

14 CLINICAL STUDIES

14.1 Dravet Syndrome

The effectiveness of FINTEPLA for the treatment of seizures associated with DS in patients 2
years of age and older was established in two randomized, double-blind, placebo-controlled trials
in patients 2 to 18 years of age.

Study 1 (N=117) compared a 0.7 mg/kg/day and a 0.2 mg/kg/day dose of FINTEPLA with
placebo in patients who were not receiving stiripentol (NCT02682927 and NCT02826863).
Study 2 (N=85) compared a 0.4 mg/kg/day dose of FINTEPLA with placebo in patients who were
receiving stiripentol and either clobazam, valproate, or both (NCT02926898). In both studies,
patients had a clinical diagnosis of DS and were inadequately controlled on at least one AED or
other antiseizure treatment including vagal nerve stimulation or a ketogenic diet. Both trials had
a 6-week baseline period, during which patients were required to have a minimum of 6
convulsive seizures while on stable AED therapy. Convulsive seizures included tonic, clonic,
generalized tonic-clonic, tonic-atonic, secondarily generalized tonic-clonic, hemiclonic, and
focal with observable motor signs. The baseline period was followed by randomization into a 2-
week (Study 1) or 3-week (Study 2) titration period and a subsequent 12-week maintenance
period, where the dose of FINTEPLA remained stable.





In Study 1, 98% of patients were taking between 1 and 4 concomitant AEDs. The most
frequently used concomitant AEDs (in at least 25% of patients), were valproate (61%), clobazam
(59%), and topiramate (25%). In Study 2, 100% of patients were taking between 2 and

4 concomitant AEDs. The most frequently used concomitant AEDs (in at least 25% of patients),
were stiripentol (100%), clobazam (94%), and valproate (89%).

The primary efficacy endpoint in both studies was the change from baseline in the frequency

of convulsive seizures per 28 days during the combined 14-week (Study 1) or 15-week (Study 2)
titration and maintenance periods (i.e., treatment period). The median longest interval between
convulsive seizures was also assessed.

In Study 1 and Study 2, the reduction in convulsive seizure frequency per 28 days was
statistically significantly greater for all dose groups of FINTEPLA compared to placebo
(Table 6). A reduction in convulsive seizures was observed within 3 to 4 weeks of starting
FINTEPLA, and the effect remained generally consistent over the 14- or 15-week treatment
period.

Table 6: Change in Convulsive Seizure Frequency During the Treatment Period in
Patients with Dravet Syndrome (Study 1 and Study 2)

Convulsive Seizure Frequency FINTEPLA FINTEPLA FINTEPLA
(per 28 days) Placebo 0.2 mg/kg/day 0.7 mg/kg/day 0.4 mg/kg/day
Study 1 N=39 N=38 N=40 NA
Baseline Period Median 294 18.1 18.7 NA
% Difference Relative to Placebo* -31.7% -70.0% NA
p-value compared to placebo 0.043 <0.001
Study 2 N=42 NA NA N=43
Baseline Period Median 11.5 NA NA 15.0
% Difference Relative to Placebo* NA NA -59.5%
p-value compared to placebo <0.001

*Derived from the primary analysis model
+All 0.4 mg/kg/day patients were also taking concomitant stiripentol, which increases the exposure of FINTEPLA.

Figure 1 and Figure 2 display the percentage of patients by category of seizure response from
baseline in convulsive seizure frequency (per 28 days) during the treatment period in Study 1 and
Study 2, respectively.





Figure 1: Proportion of Patients by Category of Seizure Response for FINTEPLA and
Placebo in Patients with Dravet Syndrome (Study 1)
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Figure 2: Proportion of Patients by Category of Seizure Response for FINTEPLA and
Placebo in Patients with Dravet Syndrome (Study 2)
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In Study 1, 3 of 40 (8%) patients in the FINTEPLA 0.7 mg/kg/day group and 3 of 38 (8%)
patients in the FINTEPLA 0.2 mg/kg/day group reported no convulsive seizures during the
14-week treatment period, compared to 0 patients in the placebo group. In Study 2, 1 of 43 (2%)





patients in the FINTEPLA 0.4 mg/kg/day group reported no convulsive seizures during the
15-week treatment period, compared to 0 patients in the placebo group.

In Study 1 and Study 2, FINTEPLA was associated with a statistically significant longer interval
between convulsive seizures compared to placebo (Figure 3).

Figure 3: Median Longest Interval Between Convulsive Seizures in Patients with
Dravet Syndrome (Study 1 and Study 2)
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14.2 Lennox-Gastaut Syndrome

The effectiveness of FINTEPLA for the treatment of seizures associated with LGS in patients 2
years of age and older was established in a randomized, double-blind, placebo-controlled study
in 263 patients 2 to 35 years of age (Study 3; NCT033552009).

Study 3 compared a 0.7 mg/kg/day and a 0.2 mg/kg/day dose of FINTEPLA with placebo.
Patients had a diagnosis of LGS and were inadequately controlled on at least one AED, with or
without vagal nerve stimulation and/or ketogenic diet. The study had a 4-week baseline period,
during which patients were required to have a minimum of 8 drop seizures while on stable AED
therapy. Drop seizures were generalized tonic-clonic, secondarily generalized tonic-clonic, tonic,
atonic, or tonic-atonic seizures that were confirmed to result in drops. The baseline period was
followed by randomization into a 2-week titration period and a subsequent 12-week maintenance
period, where the dose of FINTEPLA remained stable.

In Study 3, 99% of patients were taking between 1 and 4 concomitant AEDs. The most
frequently used concomitant AEDs (in at least 25% of patients) were clobazam (45%),
lamotrigine (34%), and valproate (56%).

The primary efficacy endpoint in Study 3 was the median percent change from baseline in the
frequency of drop seizures per 28 days during the combined 14-week titration and maintenance
periods (i.e., treatment period). The proportion of patients who achieve improvement (minimally,
much, or very much improved) in the Clinical Global Impression of Change (CGI-I) as assessed
by Principal Investigator was a secondary endpoint.

In Study 3, the median percent change from baseline (reduction) in the frequency of drop
seizures per 28 days was significantly greater for the 0.7 mg/kg/day dose group of FINTEPLA
compared with placebo (Table 7). A reduction in drop seizures was observed within 2 weeks of
initiating treatment with FINTEPLA, and the effect remained generally consistent over the 14-
week treatment period.

The median percent reduction from baseline in drop seizure frequency per 28 days for the lower
dose of FINTEPLA (0.2 mg/kg/day) did not reach statistical significance compared to placebo
(Table 7).

Table 7: Change in Drop Seizure Frequency during the Treatment Period in Patients
with Lennox-Gastaut Syndrome (Study 3)

Drop Seizure Frequency FINTEPLA FINTEPLA
(per 28 days) Placebo 0.2 mg/kg/day 0.7 mg/kg/day
Study 3 N=85" N=86" N=83"
Baseline Period Median Seizure 55.0 77.8 80.0
Frequency
Median Percentage Change from -8.7% -13.2% -23.7%
Baseline During Treatment
p-value compared to placebo 0.1917* 0.0037

*The total number of patients upon which the efficacy analysis was based is less than the total number randomized
in the double-blind, placebo-controlled study because patients with missing data were excluded from the efficacy
analysis.

# Not statistically significant





Figure 4 displays the percentage of patients by category of reduction from baseline in drop
seizure frequency per 28 days during the treatment period in Study 3.

Figure 4: Proportion of Patients by Category of Seizure Response for FINTEPLA and
Placebo in Patients with Lennox—Gastaut Syndrome (Study 3)

40%

w
N
xX

B Placebo (N=85)
EFINTEPLA 0.2 mg/kg/day (N=86)
B FINTEPLA 0.7 mg/kg/day (N=83)

30%

24%

20%

10%
6%

N\

<0 >0to <25 225 to <50 >50 to <75 >75 to 100
Percentage Reduction from Baseline in Drop Seizure Frequency

Proportion of Patients (%)

0%

Numerically greater improvements on the CGI-I by Investigator were observed in patients
treated with FINTEPLA compared with placebo.

16 HOW SUPPLIED/STORAGE AND HANDLING

16.1 How Supplied

FINTEPLA oral solution is a clear, colorless, cherry flavored liquid containing 2.2 mg/mL
fenfluramine and is supplied in a white plastic bottle with a child resistant closure as follows:

e (arton containing one 360 mL bottle (NDC 43376-322-36)

e (Carton containing one 30 mL bottle (NDC 43376-322-30)
Before dispensing, the pharmacist will insert a press-in bottle adapter into the dispensing bottle.
The pharmacy will provide 3 mL or 6 mL calibrated oral dosing syringes.
16.2 Storage and Handling

Store FINTEPLA at room temperature between 20°C to 25°C (68°F to 77°F); excursions are
permitted between 15°C to 30°C (59°F to 86°F) [see USP Controlled Room Temperature].

Do not refrigerate or freeze. Store the bottle and syringe together.

Discard any unused portion 3 months after first opening the bottle or the “Discard After” date on
the bottle, whichever is sooner.





17 PATIENT COUNSELING INFORMATION

Advise the patient to read the FDA-approved patient labeling (Medication Guide and Instructions
for Use).

Administration Information

Advise patients who are prescribed FINTEPLA to use the oral dosing syringes provided by the
pharmacy [see Dosage and Administration (2.7) and Instructions for Use]. Instruct patients to
discard any unused FINTEPLA 3 months after first opening the bottle or if the “discard after”

date on the dispensing bottle has passed, whichever is sooner [see How Supplied/Storage and

Handling (16.1), (16.2)].

Valvular Heart Disease and Pulmonary Arterial Hypertension

Advise patients that cardiac monitoring must be performed using echocardiography to monitor
for serious heart valve changes or high blood pressure in the arteries of the lungs [see Warnings
and Precautions (5.1)].

FINTEPLA REMS Program

FINTEPLA is available only through a restricted program called the FINTEPLA REMS program
[see Warnings and Precautions (5.2)]. Inform the patient of the following notable requirements:

e Patients must enroll in the program and comply with ongoing echocardiogram monitoring
requirements [see Warnings and Precautions (5.1)].

FINTEPLA is only prescribed by certified health care providers and only dispensed from
certified pharmacies participating in the program. Therefore, provide patients with the telephone
number and website for information on how to obtain the product [see Warnings and
Precautions (5.2)].

Decreased Appetite and Decreased Weight

Advise patients that decreased appetite is frequent during treatment with FINTEPLA, which can
cause decrease in weight [see Warnings and Precautions (5.3)].

Somnolence, Sedation, and Lethargy

Inform patients that FINTEPLA can cause somnolence, sedation, and lethargy. Caution patients
about operating hazardous machinery, including motor vehicles, until they are reasonably certain
that FINTEPLA does not affect them adversely (e.g., impair judgment, thinking, or motor skills)
[see Warnings and Precautions (5.4)].

Suicidal Thinking and Behavior

Counsel patients, their caregivers, and their families that antiepileptic drugs may increase the risk
of suicidal thoughts and behavior and advise them to be alert for the emergence or worsening of
symptoms of depression, any unusual changes in mood or behavior, or the emergence of suicidal
thoughts, behavior, or thoughts of self-harm. Instruct patients, caregivers, and families to report

behaviors of concern immediately to healthcare providers [see Warnings and Precautions (5.5)].

Withdrawal of Antiepileptic Drugs (AEDs)

Adpvise patients not to discontinue use of FINTEPLA without consulting with their healthcare
provider. FINTEPLA should normally be gradually withdrawn to reduce the potential for






increased seizure frequency and status epilepticus [see Dosage and Administration (2.8),
Warnings and Precautions (5.6)].

Serotonin Syndrome

Inform patients about the risk of serotonin syndrome, which can be life-threatening. Advise
patients on the signs and symptoms of serotonin syndrome and that certain over-the-counter
medications and herbal supplements can increase this risk /see Warnings and Precautions (5.7)].

Increase in Blood Pressure

Inform patients that FINTEPLA can cause an increase in blood pressure /see Warnings and
Precautions (5.8)].

Glaucoma

Inform patients that FINTEPLA can cause mydriasis and can precipitate angle closure glaucoma.
Instruct patients to contact their healthcare provider if they have any acute decreases in visual
acuity or ocular pain [see Warnings and Precautions (5.9)].

Pregnancy Registry

Advise patients to notify their healthcare provider if they become pregnant or intend to become
pregnant during FINTEPLA therapy. Encourage women who are taking FINTEPLA to enroll in
the North American Antiepileptic Drug (NAAED) Pregnancy Registry if they become pregnant.
This registry is collecting information about the safety of antiepileptic drugs during pregnancy
[see Use in Specific Populations (8.1)].

Manufactured for:
UCB, Inc.

1950 Lake Park Drive
Smyrna, GA 30080

FINTEPLA® is a registered trademark of the UCB Group of Companies.
©2023 UCB, Inc., Smyrna, GA 30080.
All rights reserved.





MEDICATION GUIDE
FINTEPLA® (fin-TEP-la)
(fenfluramine)
oral solution

Read this Medication Guide before you start taking FINTEPLA and each time you get a refill. There may be new information.
This information does not take the place of talking to your healthcare provider about your medical condition or treatment.

What is the most important information I should know about FINTEPLA?
FINTEPLA can cause serious side effects, including:

1.

Problems with the valves in the heart (valvular heart disease) and high blood pressure in the arteries of the lungs (pulmonary
arterial hypertension) have been associated with fenfluramine, the active ingredient in FINTEPLA. Your healthcare provider will do a
test called an echocardiogram to check your heart and for high blood pressure in the arteries of the lungs before you start taking
FINTEPLA, again every 6 months during treatment, and one time 3 to 6 months after you take your last dose of FINTEPLA.

Call your healthcare provider right away if you develop any of these signs and symptoms of heart or lung problems during
treatment with FINTEPLA:

e shortness of breath e chest pain

e tiredness or weakness, e sensations of a rapid, fluttering heartbeat
especially with increased activity (palpitations)

e lightheadedness or fainting e irregular pulse

e swollen ankles or feet e Dbluish color to your lips and skin (cyanosis)

Because of the risk of heart valve problems (valvular heart disease) and high blood pressure in arteries of lungs (pulmonary arterial
hypertension) FINTEPLA is only available through a restricted program called the FINTEPLA Risk Evaluation and Mitigation
Strategy (REMS) Program. Before you or your child receives FINTEPLA, your healthcare provider or pharmacist will make sure you
understand how to take FINTEPLA safely. If you have any questions about FINTEPLA, ask your healthcare provider, visit
www.FinteplaREMS.com, or call 1-877-964-3649.

Decreased appetite and decreased weight. Decreased appetite and decreased weight are both serious and common side effects

of FINTEPLA in people with Dravet syndrome (DS) or Lennox-Gastaut syndrome (LGS).

e  Your weight should be checked regularly during your treatment with FINTEPLA.

e  Your healthcare provider may need to make changes to your FINTEPLA dose if your weight decreases. In some cases,
FINTEPLA may need to be stopped.

Sleepiness, sedation, and lack of energy (lethargy). These are both serious and common side effects of FINTEPLA in people
with Dravet syndrome (DS) or Lennox-Gastaut syndrome (LGS). Taking FINTEPLA with central nervous system (CNS)
depressants including alcohol may increase sleepiness. Do not drive, operate heavy machinery, or do other dangerous activities
until you know how FINTEPLA affects you.

Like all other antiepileptic drugs, FINTEPLA may cause suicidal thoughts or actions in a very small number of people
(about 1 in 500).

Call your healthcare provider right away if you have any of these symptoms, especially if they are new, worse, or worry
you:

thoughts about suicide or dying new or worse anxiety
trouble sleeping (insomnia) acting on dangerous impulses
attempts to commit suicide feeling agitated or restless
new or worse irritability an extreme increase in activity and talking (mania)

new or worse depression panic attacks

acting aggressive, being angry, or violent other unusual changes in behavior or mood

How can I watch for early symptoms of suicidal thoughts and actions?
e Pay attention to any changes, especially sudden changes, in mood, behaviors, thoughts, or feelings.

e  Keep all follow-up visits with your healthcare provider as scheduled.

Suicidal thoughts or actions can be caused by things other than medicines. If you have suicidal thoughts or actions, your
healthcare provider may check for other causes.

Do not stop taking FINTEPLA without first talking to your healthcare provider. Stopping a seizure medicine such as
FINTEPLA suddenly can cause you to have seizures more often or seizures that do not stop (status epilepticus).

Call your healthcare provider between visits as needed, especially if you are worried about symptoms.

What is FINTEPLA?

FINTEPLA is a prescription medicine used to treat the seizures associated with Dravet syndrome (DS) and Lennox- Gastaut syndrome
(LGS) in patients 2 years of age and older.






It is not known if FINTEPLA is safe and effective in children less than 2 years of age.

Do not take FINTEPLA if you:

are allergic to fenfluramine or any of the ingredients in FINTEPLA. See the end of this Medication Guide for a complete list of
ingredients in FINTEPLA.

are taking or have stopped taking medicines called monoamine oxidase inhibitors (MAOI) in the last 14 days. This may cause a
serious or life-threatening problem called serotonin syndrome. If you are not sure whether or not you are taking one of these
medicines, contact your healthcare provider.

Before taking FINTEPLA, tell your healthcare provider about all of your medical conditions, including if you:

have heart problems

have or have had weight loss

have or have had depression, mood problems, or suicidal thoughts or behavior
have kidney problems

have liver problems

are pregnant or plan to become pregnant. Tell your healthcare provider right away if you become pregnant while taking

FINTEPLA. You and your healthcare provider will decide if you should take FINTEPLA while you are pregnant.

o Ifyou become pregnant while taking FINTEPLA, talk to your healthcare provider about registering with the North American
Antiepileptic Drug Pregnancy Registry. You can enroll in this registry by calling 1-888-233-2334 or go to www.
aedpregnancyregistry.org. The purpose of this registry is to collect information about the safety of antiepileptic drugs during
pregnancy.

are breastfeeding or plan to breastfeed. It is not known if FINTEPLA passes into your breast milk. Talk to your healthcare provider

about the best way to feed your baby while taking FINTEPLA.

Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter medicines, vitamins,
and herbal supplements.

Know the medicines you take. Keep a list of them to show your healthcare provider or pharmacist when you get a new medicine.

How should I take FINTEPLA?

Read the Instructions for Use at the end of this Medication Guide for information on the right way to use FINTEPLA.
Take FINTEPLA exactly as your healthcare provider tells you to take it.

Your healthcare provider will tell you how much FINTEPLA to take and when to take it.

FINTEPLA may be taken with or without food.

Measure your dose of FINTEPLA using the dosing syringe that is provided by the pharmacy. Do not use a household teaspoon or
tablespoon.

FINTEPLA can be given through gastric and nasogastric feeding tubes

What should I avoid while taking FINTEPLA?

Do not drive, operate heavy machinery, or do other dangerous activities until you know how FINTEPLA affects you.
FINTEPLA may cause you to feel sleepy.

What are the possible side effects of FINTEPLA?
FINTEPLA may cause serious side effects, including:

See “What is the most important information I should know about FINTEPLA?”

serotonin syndrome. Serotonin syndrome is a life-threatening problem that can happen in people taking FINTEPLA, especially if
FINTEPLA is taken with certain other medicines to include:

o anti-depressant medicines called SSRIs, SNRIs, TCAs, and MAOIs o St John’s Wort
o tryptophan o dextromethorphan
o lithium o tramadol

o antipsychotics

Call your healthcare provider right away if you have any of the following symptoms of serotonin syndrome.

o mental status changes such as seeing things that are not o fast heartbeat

there (hallucinations), agitation, or coma o nausea, vomiting, diarrhea
o changes in blood pressure o high body temperature
o tight muscles o  trouble walking

high blood pressure (hypertension). Hypertension is both a serious and common side effect. FINTEPLA can cause your blood
pressure to increase even if you have never had high blood pressure before. Your healthcare provider will check your blood pressure
while you are taking FINTEPLA.

increased pressure in your eye (glaucoma). Symptoms of glaucoma may include:






o red eyes o decreased vision
o seeing halos or bright colors around lights o eye pain or discomfort
O nausea or vomiting o blurred vision

If you have any of these symptoms, call your healthcare provider right away.

The most common side effects of FINTEPLA when used to treat Dravet syndrome (DS) include:

e  decreased appetite e sleepiness

e diarrhea e problems with movement, balance, and walking
e low energy e increased drooling

e  respiratory infection e increased blood pressure

e  decreased weight e  vomiting

o fever o falls

e  constipation e  seizures that do not stop

e abnormal echocardiogram e weakness

The most common side effects of FINTEPLA when used to treat Lennox-Gastaut syndrome (LGS) include:
e diarrhea e sleepiness
e tiredness e decreased appetite
e  vomiting
These are not all the possible side effects of FINTEPLA. For more information, ask your healthcare provider or pharmacist.
Tell your healthcare provider if you have any side effect that bothers you or that does not go away.
Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088.

How should I store FINTEPLA?

e Store FINTEPLA at room temperature between 68°F to 77°F (20°C and 25°C).
e Do not refrigerate or freeze.

e  Store the FINTEPLA bottle and syringe together in a clean area.

[ ]

Throw away (discard) any unused FINTEPLA 3 months after first opening the bottle or if the Discard After date on the package or
bottle has passed. Whichever one comes first.

Keep FINTEPLA and all medicines out of the reach of children.

General information about the safe and effective use of FINTEPLA.

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use FINTEPLA for a
condition for which it was not prescribed. Do not give FINTEPLA to other people, even if they have the same symptoms that you
have. It may harm them.

You can ask your pharmacist or healthcare provider for information about FINTEPLA that is written for health professionals.

What are the ingredients in FINTEPLA?

Active ingredient: fenfluramine hydrochloride

Inactive ingredients: cherry flavor, citric acid, ethylparaben, hydroxyethylcellulose, methylparaben, potassium citrate, sucralose,
and water.

FINTEPLA contains no ingredient made from gluten-containing grain (wheat, barley, or rye) and contains not more than 0.1% of
carbohydrates, which is from the cherry flavoring.

Manufactured for: UCB, Inc., Smyrna, GA 30080
FINTEPLA® is a registered trademark of the UCB Group of Companies. ©2023. All rights reserved.
For more information about FINTEPLA, go to www.fintepla.com or call 1-866-964-3649.

This Medication Guide has been approved by the U.S. Food and Drug Administration. Revised: 3/2023





INSTRUCTIONS FOR USE
FINTEPLA ® (fin-TEP-la)
(fenfluramine)
oral solution
2.2 mg/mL

Be sure that you read, understand, and follow these instructions before you start using FINTEPLA oral solution
and each time you get a refill. There may be new information.

This Instructions for Use contains information on how to take FINTEPLA. This information does not take the place
of talking to your healthcare provider about your medical condition or treatment.

What is included with FINTEPLA?
The following items are included to prepare and give an oral dose of FINTEPLA:

o 1 bottle of FINTEPLA oral solution (2.2 mg/mL)

e 2 reusable oral syringes

1 Bottle of FINTEPLA Oral
Solution (2.2 mg/mL)

I

2 Oral Syringes -
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Call the pharmacist at 1-844-288-5007 if you did not receive the items listed above, or if you need help using
them.

Important information about FINTEPLA

e FINTEPLA is an oral medicine (taken by mouth) and is given 2 times each day. Follow your healthcare
provider’s instructions for taking or giving doses of FINTEPLA.

¢ If you have questions about how to prepare or give FINTEPLA, contact your healthcare provider or call
your pharmacist.

¢ Always use the oral syringes provided with FINTEPLA to make sure the right dose is given. If you need a
new syringe contact your pharmacist. Do not use a household teaspoon or tablespoon.





Oral syringes provided with FINTEPLA by the pharmacy.
With FINTEPLA you will receive 2 reusable oral syringes.

2 oral syringes that can measure up to 3 mL
OR

2 oral syringes that can measure up to 6 mL

2 Oral Syringes - 3 mL 2 Oral Syringes - 6 mL

Dose markings in Dose markings in
0.1 mL/increments 0.5 mL/increments

3mL 6 mL

Call the pharmacist at 1-844-288-5007 if you have any questions about the syringes provided with FINTEPLA.

Parts of the Oral Syringe ﬂ
Tip

Barrel of syringe

~— Base of syringe

] Plunger





Preparing a Dose

L

=

Press down
and turn

Adapter

Step 1. Make sure you have:
e The bottle of FINTEPLA oral solution, and

e Aclean, dry reusable oral syringe that was provided
with FINTEPLA.

Step 2. Check the “Discard After” date (MM/DD/YYYY).

¢ Do not use the medicine if the “Throw Away” (Discard)
date has passed.

o If the date is near, contact your pharmacy or healthcare
provider to get a refill or new prescription.

o If the date has passed, dispose of any unused
FINTEPLA.

Step 3. Press down and turn the childproof cap to the left
(counterclockwise) and remove it from the bottle.

e Set the cap aside (do not throw away).

Step 4. Make sure the adapter is on the bottle.

¢ If the bottle does not have an adapter, contact the
pharmacist.

¢ Always leave the adapter in place in the bottle of
medicine.
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Plunger is all =
the way in

Step 5. Remove an oral syringe from its packaging, if needed.
Only use the oral syringes provided with FINTEPLA.

If an oral syringe is damaged, or you cannot read the
dose markings:

o Use the other oral syringe provided, or

¢ Contact the pharmacist to get a new one.

Step 6. Make sure the plunger is pushed all the way into the
oral syringe.

Step 7. Hold the bottle of medicine firmly on a hard, flat
surface.

Step 8. Push the tip of the oral syringe into the opening of the
adapter until it cannot be pushed further.





Preparing a dose (continued)

Turn Step 9. Hold the oral syringe and bottle together and turn
upside upside down.
down

Step 10. Slowly pull the plunger of the oral syringe to
withdraw the prescribed dose.

Doses on the
Doses on the 6 mL syringe: ﬂ
3 mL syringe: ’Q Dose markings in

Dose markings in 0.5 mL increments -
0.1 mL increments — —1
—1 3 —3
— — —
— - ——4 / -
S —
— —2 — —5
— 1 — — 5 —ml
— P—
- —25 ' ml K' —=6
— 15 =" g_
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Preparing a dose (continued)

Step 11. Line up the end of the plunger with the mark for
the prescribed dose on the oral syringe.

Tips to Getting the Correct Dose
¢ If you draw out too much medicine:
o Leave the oral syringe in the adapter.
o Push the plunger slowly back into the syringe until

Emeluplond ot you reach the prescribed dose.
{<€——— plunger with

dose mark

||fl|l|l

e If you see air bubbles in the medicine:

o Leave the oral syringe in the adapter.

o Pull the plunger further down.

o Allow the bubbles to rise to the tip of the syringe.

o Push the plunger in all the way.

o Slowly pull the plunger out to the prescribed
dose.
Note: Very small bubbles in the liquid are normal.

IREEREY

|

Step 12. Hold the oral syringe and bottle together and then

Turnright — turn the bottle right side up.

side up

Step 13. Holding the bottle firmly, gently pull the oral
syringe out of the bottle adapter.






Giving FINTEPLA

)

Step 14. Make sure the dose in the oral syringe still
matches the prescribed dose.

If the dose does not match:

e Put the syringe back into adapter.

o See steps 9 to 11 to adjust the dose, as needed.

Step 15. Place the tip of the oral syringe against the inside
of the cheek.

Step 16. Gently push the plunger in until all the medicine in
the oral syringe is given.

¢ Do not squirt or forcefully push the medicine into the
back of the throat. This may cause choking.

Step 17. Place the cap back on the bottle tightly by turning
the cap right (clockwise) until it stops.

e Always leave the adapter in place in the bottle

e The cap will fit over it.





Cleaning the syringe

¢ Rinse the oral syringe with clean tap water and
allow it to air dry after each use.

e Make sure you rinse the inside of the syringe and
the plunger.
Cleaning Tips:

e Pull clean tap water into the syringe with the plunger
and push it out several times to clean the syringe.

¢ Remove the plunger from the barrel of the oral
syringe

¢ Rinse both parts under tap water

e Make sure the syringe and plunger are completely
dry before the next use.

e The syringe is also safe to clean in the dishwasher.

How should | store FINTEPLA?

Store FINTEPLA at room temperature between 68°F to 77°F (20°C to 25°C).
Do not refrigerate or freeze.

Keep the cap tightly closed and the bottle upright.

Store the FINTEPLA bottle and syringe together in a clean area.

Throw away (discard) any unused FINTEPLA 3 months after first opening the bottle or if the Discard After date on
the package or bottle has passed. Whichever one comes first.

Keep FINTEPLA and all medicines out of the reach of children.

Manufactured for: UCB, Inc., Smyrna, GA 30080

FINTEPLA® is a registered trademark of the UCB Group of Companies. ©2023. All rights reserved.

This Instructions for Use has been approved by the U.S. Food and Drug Administration. Revised: 3/2023
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6.9 CR-103p Retired Active Pharmacist License WSR and OTS File WSR 23-07-058.pdf

CODE REVISER USE ONLY

RULE'MAK'NG ORDER OFFICE OF THE CODE REVISER
PERMANENT RULE ONLY STATE OF WASHINGTON

FILED

DATE: March 09, 2023
TIME: 11:20 PM

WSR 23-07-058

CR-103P (December 2017)
(Implements RCW 34.05.360)

Agency: Department of Health- Pharmacy Quality Assurance Commission

Effective date of rule:
Permanent Rules
31 days after filing.
1  Other (specify) (If less than 31 days after filing, a specific finding under RCW 34.05.380(3) is required and should
be stated below)

Any other findings required by other provisions of law as precondition to adoption or effectiveness of rule?
U Yes No If Yes, explain:

Purpose: Establishing WAC 246-945-171 retired active pharmacist license status. On March 26, 2020, Governor Inslee
signed proclamation 20-32 to help increase the number of healthcare workers available to meet the needs of patients during
the coronavirus disease 2019 (COVID-19) pandemic. This proclamation included a provision that allows a pharmacist with a
retired active pharmacist license status to practice pharmacy. Specifically, the proclamation waived the phrase "shall not be
authorized to practice pharmacy and" from WAC 246-863-080(2) Retired pharmacist license. In other words, the proclamation
amended WAC 246-863-080(2) to read: "The holder of a retired pharmacist license need not comply with the continuing
education requirements of chapter 246-861 WAC."

However, the commission recently updated and consolidated all rules under its authority into one new chapter (chapter 246-
945 WAQC). In this rewrite process, WAC 246-863-080 and the retired active pharmacist license was removed, effective July
1, 2020, as the retired active pharmacist status at the time did not allow for the practice of pharmacy in any capacity and was
deemed unnecessary.

The novel coronavirus COVID-19 pandemic illustrated the need for additional qualified and licensed personnel in intermittent
and emergency settings, and the commission chose to reinstate the retired active pharmacist license status. However, the
interaction between the old rule language and proclamation 20-32 prompted the commission to approve new rule language to
both accommodate the proclamation language and re-establish the retired active pharmacist licensing requirements.

In order to allow retired pharmacists to assist with the COVID-19 response with pharmacy services such as vaccine
administration while permanent rulemaking was ongoing, the commission adopted an emergency rule on February 1, 2021,
under WSR 21-04-116, creating a retired active pharmacy license status in the new chapter. Permanent rules are necessary
to keep the retired active pharmacist license status in place.

This rule differs from the emergency rules in that it includes updated references to license application fees, license renewal
fees, and the license renewal period in rule. The rule language also adds a reference to continuing education requirements
for licensees.

Governor Inslee rescinded proclamation 20-32 on October 27, 2022. Since that date, holders of the retired active pharmacist

license must comply with continuing education requirements associated with the license status. However, this permanent rule
will continue to provide guidance for prospective and current licensees should another state of emergency be declared in the

future.

Citation of rules affected by this order:

New: WAC 246-945-171
Repealed: None
Amended: None
Suspended: None

Statutory authority for adoption: RCW 18.64.005; RCW 18.64.205

Other authority:
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PERMANENT RULE (Including Expedited Rule Making)
Adopted under notice filed as WSR 22-20-101 on 10/04/2022 (date).
Describe any changes other than editing from proposed to adopted version: There is no difference between proposed
rule language and the adopted version of the rule.

If a preliminary cost-benefit analysis was prepared under RCW 34.05.328, a final cost-benefit analysis is available by
contacting:

Name: Joshua Munroe

Address: PO Box 47852 Olympia, WA 98504-7852
Phone: 360-236-2987

Fax: 360-236-2901

TTY: 711

Email: PharmacyRules@doh.wa.gov

Web site: N/A

Other: N/A

Note: If any category is left blank, it will be calculated as zero.
No descriptive text.

Count by whole WAC sections only, from the WAC number through the history note.
A section may be counted in more than one category.

The number of sections adopted in order to comply with:
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NEW SECTION

WAC 246-945-171 Retired active pharmacist license status. (1) A
pharmacist may apply for a retired active pharmacist license status if
they:

(a) Hold an active pharmacist license issued by the commission
under chapter 18.64 RCW that is in good standing;

(b) Submit an application on a form provided by the commission;
and

(c) Pay the retired credential status application fee as speci-
fied in WAC 246-945-990.

(2) A pharmacist with a retired active pharmacist license status
shall practice only in emergent or intermittent circumstances.

(a) "Emergent" includes, but 1is not 1limited to, earthquakes,
floods, times of declared war or other states of emergency.
(b) "Intermittent" means no more than a total of ninety days each

year in Washington state.

(3) A pharmacist with a retired active pharmacist license status
must meet the continuing education requirements in WAC 246-945-178.

(4) A pharmacist with a retired active pharmacist license status
must renew their license every two years 1in compliance with WAC
246-12-130 and pay the retired active credential status renewal fee
set in WAC 246-945-990.

(5) A pharmacist with a retired active pharmacist license status
must meet the requirements in WAC 246-12-140 to return their license
to active status and pay the active renewal fee set in WAC
246-945-990.
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6.10 Remote OUD Dispensing Site Rule Language - 2023 Rules Workshop

NEW SECTION

WAC 246-945-457 Remote dispensing sites for opioid use disorder medications. A pharmacy

may extend its license to a remote dispensing site where technology is used to dispense medications

indicated by the FDA for treatment of opioid use disorder. A pharmacy using this registration is the

supplying pharmacy and must comply with subsections (1) through (5) of this section and all applicable

regulations in Title 21 C.F.R.

(1) The supplying pharmacy must separately register each remote dispensing site with the

commission by completing and returning an application form supplied by the commission and pay

applicable fees established by the secretary.

(2) Medications stored in registered remote dispensing sites shall remain under the control of,

and be routinely monitored by, the supplying pharmacy.

(3) The supplying pharmacy shall develop and implement policies and procedures to:

(a) Prevent and detect unauthorized access to the registered remote dispensing site;

(b) Document medications used, returned, and wasted from the registered remote dispensing

site;

(c) Require the supplying pharmacy to perform a perpetual inventory of medications stored at

the registered remote dispensing site; and

(d) Ensure that only the supplying pharmacy is stocking medications stored at a registered

remote dispensing site.
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6.10 Remote OUD Dispensing Site Rule Language - 2023 Rules Workshop

(4) Access and retrieval of medications from the registered remote dispensing site, other than by
the supplying pharmacy, must be:

(a) Pursuant to a valid prescription or chart order; and

(b) Limited to health care professionals licensed under the chapters specified in RCW 18.130.040
who are acting within their scope of practice, and nursing students as provided in WAC 246-945-450.

(5) Ensure the registered remote dispensing site is appropriately equipped to secure and protect

medications from diversion or tampering.

[l
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6.11 Access to Drugs Old Guidance Document (put first in packet)

@i

Department of Health
Pharmacy Quality Assurance Commission

Guidance Document

Title: Access to Drugs Stored Outside of the Pharmacy

References: WAC 246-945-455; RCW 18.130.040

Contact: Dr. Lauren Lyles-Stolz, Executive Director, Pharmacy
Quality Assurance Commission

Phone: 360-236-4946

Email: WSPQAC@doh.wa.gov

Effective Date: December 3, 2020

Supersedes: N/A

Approved By: Tim Lynch, PharmD, MS, FABC, FASHP, Pharmacy
Quality Assurance Commission Chair

The Pharmacy Quality Assurance Commission (commission) will begin a review of WAC 246-945-455.
Specifically, the requirement in WAC 246-945-455(1)(c) that drugs stored outside the pharmacy can
only be accessed by health care professionals licensed under the chapters specified in RCW 18.130.040
acting with their scope and nursing students.

The commission has been informed of potential unintended disruption to the drug supply chain within
health care facilities by requiring only licensed health care professionals to access drugs stored outside
the pharmacy. Historical practices have permitted unlicensed employees of health care facilities to
access certain drug products for supply chain management needs. To avoid continued disruption, the
commission is providing this guidance to ensure continuous patient care.

While engaging in this review, the commission will not find licensees deficient or take enforcement
action for violations of WAC 246-945-455(1)(c) when unlicensed employees of a health care facility
access drugs stored outside the pharmacy if the following conditions are met:
e The unlicensed employee of a health care facility is operating within the scope of their
employment;
e The unlicensed employee is only accessing drugs for the purposes of supply chain management
within the health care facility;
e The unlicensed employee is only accessing drugs listed in a policy and procedure that is in a
readily retrievable form;
e The unlicensed employee cannot access controlled substances under any circumstances or access
drug products as part of dispensing a prescription or order; and
e The pharmacy meets all other requirements of WAC 246-945-455 and applicable laws.

DOH 690-356 December 2020 Page 1
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6.11 Proposed Access to Drugs Rule Draft Language

Access to Drugs Language Draft — May 2023 Rules Workshop

PharmacyRules@doh.wa.gov

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

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

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

(c) Access to drugs stored in a designated area outside of

the pharmacy must be limited to health care professionals

licensed under the chapters specified in RCW 18.130.040 acting

WAC (2/14/2023 12:36 PM) [ 1 1] NOT FOR FILING



6.11 Proposed Access to Drugs Rule Draft Language

within their scope, and nursing students as provided in WAC 246-

945-450, except as provided in WAC 246-945-455(2);

(d) The designated area is appropriately equipped to ensure

security and protection from diversion or tampering; and

(e) The designated area must be located in a facility

licensed or otherwise authorized by law i+s—abkbte—to possess and

store drugs.

(2) An unlicensed employee or contractor of the receiving

facility may access drugs stored in the designated area if:

(a) The unlicensed employee or contractor is acting within

their scope of employment,

(b) The unlicensed employee or contractor is accessing

drugs for the purpose of supply chain management at the

receiving facility,

(c) The unlicensed employee or contractor is only accessing

drugs listed in a policy and procedure of the receiving facility

that is readily available to the supplying pharmacy, and

(d) The unlicensed employee or contractor is not accessing

controlled substances under any circumstances.
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6.11 Proposed Access to Drugs Rule Draft Language

(32) For nursing homes and hospice programs an emergency

kit or supplemental dose kit must comply with RCW 18.64.560.
[Statutory Authority: RCW 18.64.005, 18.64.080, 18.130.075,
18.64.043, 18.64.044, 18.64.045, 18.64.046, 18.64.370,
18.64.460, 69.50.310, 18.64.011, 18.64.245, 18.64.470,
18.64.255, 18.64.205, 18.64.253, 18.64.410, 18.64.500,
18.64.590. WSR 20-12-072, § 246-945-455, filed 6/1/20, effective

7/1/20.1
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