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The University of Oklahoma

Health Sciences Center

COLLEGE OF PHARMACY
PHARMACY MANAGEMENT CONSULTANTS

MEMORANDUM

TO: Drug Utilization Review (DUR) Board Members

FROM: Michyla Adams, Pharm.D.

SUBJECT: Packet Contents for DUR Board Meeting — April 9, 2025
DATE: April 2,2025

NOTE: The DUR Board will meet at 4:.00pm at the Oklahoma Health

Care Authority (OHCA) at 4345 N. Lincoln Blvd. in Oklahoma City,
Oklahoma.

There will be Zoom access to this meeting; however, Zoom access
will be set up in view-only mode with no voting, speaking, video, or chat
box privileges. Zoom access will allow for viewing of the presentation slides
as well as audio of the presentations and discussion during the meeting;
however, the DUR Board meeting will not be delayed or rescheduled due
to any technical issues that may arise.

Viewing Access Only via Zoom:

Please register for the meeting at:
https://oklahoma.zoom.us/webinar/register/WN_94ICoSe9Ty2msgsL Mgg2Ww
After registering, you will receive a confirmation email containing
information about joining the webinar.

Enclosed are the following items related to the March meeting.
Material is arranged in order of the agenda.

Call to Order

Pu

blic Comment Forum

Action Item - Approval of DUR Board Meeting Minutes - Appendix A

Update on the Medication Coverage Authorization Unit - Appendix B

Spring Pipeline Update - Appendix C
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Action Item - Vote to Prior Authorize Pantoprazole in 0.9% Sodium
Chloride (NaCl) for Intravenous (IV) Injection and Update the Approval
Criteria for the Anti-Ulcer Medications - Appendix D

Action Item - Vote to Prior Authorize Entresto® Sprinkle
(Sacubitril/Valsartan Oral Pellets) and Update the Approval Criteria for
the Heart Failure Medications - Appendix E

Action Item - Vote to Prior Authorize Symbravo® (Meloxicam/Rizatriptan)
and Update the Approval Criteria for the Anti-Migraine Medications -
Appendix F

Action Item - Vote to Prior Authorize Ctexli™ (Chenodiol), Igirvo®
(Elafibranor) and Livdelzi® (Seladelpar) and Update the Approval Criteria
for the Cholestatic Liver Disease and Bile Acid Disorder Medications -
Appendix G

Action Item - Vote to Prior Authorize Kebilidi™ (Eladocagene
Exuparvovec-tneq) - Appendix H

Action Item - Vote to Prior Authorize Crenessity™ (Crinecerfont) -
Appendix |

Action Item - Vote to Prior Authorize Aucatzyl® (Obecabtagene
Autoleucel), Danziten™ (Nilotinib), Grafapex™ (Treosulfan), Revuforj®
(Revumenib), and Rytelo™ (Imetelstat) and Update the Approval Criteria
for the Leukemia and Lymphoma Medications - Appendix J

Action Item - Annual Review of Topical Acne, Psoriasis, and Rosacea
Products - Appendix K

Action Item - Annual Review of Molluscum Contagiosum Medications -
Appendix L

Action Item - Annual Review of Growth Hormone Products and Voxzogo®
(Vosoritide) - Appendix M

Annual Review of Hemophilia Medications and 30-Day Notice to Prior
Authorize Alhemo® (Concizumab-mtci), Beqvez™ (Fidanacogene
Elaparvovec), Hympavzi™ (Marstacimab-hncq), and Qfitlia™ (Fitusiran) -
Appendix N

Annual Review of Muscular Dystrophy Medications and 30-Day Notice to
Prior Authorize Agamree® (Vamorolone) and Duvyzat™ (Givinostat) -
Appendix O

Annual Review of Multiple Sclerosis (MS) Medications and 30-Day Notice
to Prior Authorize Ocrevus Zunovo™ (Ocrelizumab/Hyaluronidase-ocsq)
- Appendix P
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Annual Review of Granulocyte Colony-Stimulating Factors (G-CSFs) and
Stem Cell Mobilizers and 30-Day Notice to Prior Authorize Nypozi™
(Filgrastim-txid) and Xolremdi® (Mavorixafor) - Appendix Q

30-Day Notice to Prior Authorize Journavx™ (Suzetrigine) - Appendix R

Annual Review of Thrombocytopenia Medications and 30-Day Notice to
Prior Authorize Adzynma (ADAMTS13, Recombinant-krhn) and Alvaiz®
(Eltrombopag) - Appendix S

U.S. Food and Drug Administration (FDA) and Drug Enforcement
Administration (DEA) Updates - Appendix T

Future Business

Adjournment
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Oklahoma Health Care Authority

Drug Utilization Review Board
(DUR Board)
Meeting - April 9, 2025 @ 4:00pm
at the
Oklahoma Health Care Authority (OHCA)
4345 N. Lincoln Blvd.
Oklahoma City, Oklahoma 73105

NOTE: The DUR Board will meet at 4:00pm at OHCA (see address above).
There will be Zoom access to this meeting; however, Zoom access will be set
up in view-only mode with no voting, speaking, video, or chat box privileges.
Zoom access will allow for viewing of the presentation slides as well as
audio of the presentations and discussion during the meeting; however, the
DUR Board meeting will not be delayed or rescheduled due to any technical
issues that may arise.

AGENDA
Discussion and action on the following items:

ltems to be presented by Dr. Haymore, Chairman:
1. Call to Order
A. Roll Call - Dr. Wilcox

DUR Board Members:

Mr. Kenneth Foster — participating in person
Dr. Megan Hanner - participating in person
Dr. Bret Haymore - participating in person
Dr. Craig Kupiec - participating in person
Dr. Lee Munioz - participating in person
Dr. James Osborne — participating in person
Dr. Edna Patatanian — participating in person
Dr. Beth Walton — participating in person
Dr. Jennifer Weakley — participating in person

Viewing Access Only via Zoom:

Please register for the meeting at:
https://oklahoma.zoom.us/webinar/register/WN_94|CoSe9Ty2msgsLMgg2Ww

After registering, you will receive a confirmation email containing information
about joining the webinar.

Or join by phone:
Dial: +1-602-753-0140 or +1-669-219-2599
Webinar ID: 958 2294 2095
Passcode: 65079339


https://oklahoma.zoom.us/webinar/register/WN_94lCoSe9Ty2msgsLMqg2Ww

Public Comment for Meeting:

» Speakers who wish to sign up for public comment at the OHCA DUR Board
meeting may do so in writing by visiting the DUR Board page on the OHCA
website at www.oklahoma.gov/ohca/about/boards-and-committees/drug-
utilization-review/dur-board and completing the Speaker Registration Form.
Completed Speaker Registration forms should be submitted to
DURPublicComment@okhca.org. Forms must be received after the DUR
Board agenda has been posted and no later than 24 hours before the
meeting.

» The DUR Board meeting will allow public comment and time will be limited
to 40 minutes total for all speakers during the meeting. Each speaker will be
given 5 minutes to speak at the public hearing. If more than 8 speakers
properly request to speak, time will be divided evenly.

= Only1speaker per manufacturer will be allowed.

»  Any speakers who sign up for public comment must attend the DUR Board
meeting in person at OHCA (see above address). Public comment through
Zoom will not be allowed for the DUR Board meeting.

ltems to be presented by Dr. Haymore, Chairman:
2. Public Comment Forum
A. Acknowledgement of Speakers for Public Comment

ltems to be presented by Dr. Haymore, Chairman:
3. Action Item - Approval of DUR Board Meeting Minutes - See Appendix A
A. March 12,2025 DUR Board Meeting Minutes
B. March 12,2025 DUR Board Recommendations Memorandum
C. Correspondence

ltems to be presented by Dr. Wilson, Dr. Haymore, Chairman:
4. Update on Medication Coverage Authorization Unit - See Appendix B
A. Pharmacy Help Desk Activity for March 2025
B. Medication Coverage Activity for March 2025

ltems to be presented by Dr. Moss, Dr. Haymore, Chairman:
5. Spring Pipeline Update - See Appendix C
A. Spring Pipeline Update

ltems to be presented by Dr. O'Halloran, Dr. Haymore, Chairman:

6. Action Item - Vote to Prior Authorize Pantoprazole in 0.9% Sodium
Chloride (NaCl) for Intravenous (IV) Injection and Update the Approval
Criteria for the Anti-Ulcer Medications - See Appendix D

A. Market News and Updates
B. College of Pharmacy Recommendations
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ltems to be presented by Dr. DeRemer, Dr. Haymore, Chairman:

7. Action Item - Vote to Prior Authorize Entresto® Sprinkle
(Sacubitril/Valsartan Oral Pellets) and Update the Approval Criteria for the
Heart Failure Medications - See Appendix E

A. Market News and Updates
B. College of Pharmacy Recommendations

ltems to be presented by Dr. Moss, Dr. Haymore, Chairman:

8. Action Item - Vote to Prior Authorize Symbravo® (Meloxicam/Rizatriptan)
and Update the Approval Criteria for the Anti-Migraine Medications - See
Appendix F

A. Market News and Updates
B. College of Pharmacy Recommendations

[tems to be presented by Dr. Wilson, Dr. Haymore, Chairman:

9. Action Item - Vote to Prior Authorize Ctexli™ (Chenodiol), Igirvo®
(Elafibranor) and Livdelzi® (Seladelpar) and Update the Approval Criteria
for the Cholestatic Liver Disease Medications - See Appendix G

A. Market News and Updates
B. Product Summaries
C. College of Pharmacy Recommendations

ltems to be presented by Dr. DeRemer, Dr. Haymore, Chairman:

10. Action Item - Vote to Prior Authorize Kebilidi™ (Eladocagene
Exuparvovec-tneq) - See Appendix H
A. Market News and Updates
B. College of Pharmacy Recommendations

[tems to be presented by Dr. O'Halloran, Dr. Haymore, Chairman:

11. Action Item - Vote to Prior Authorize Crenessity™ (Crinecerfont) - See
Appendix |
A. Market News and Updates
B. College of Pharmacy Recommendations

ltems to be presented by Dr. Sinko, Dr. Haymore, Chairman:

12. Action Item - Vote to Prior Authorize Authorize Aucatzyl® (Obecabtagene
Autoleucel), Danziten™ (Nilotinib), Grafapex™ (Treosulfan), Revuforj®
(Revumenib), and Rytelo™ (Imetelstat) and Update the Approval Criteria
for the Leukemia and Lymphoma Medications- See Appendix J

A. Market News and Updates
B. Product Summaries
C. College of Pharmacy Recommendations



ltems to be presented by Dr. Wilson, Dr. Haymore, Chairman:

13.

mTmoowp

Action Item - Annual Review of Topical Acne, Psoriasis, and Rosacea
Products - See Appendix K

Current Prior Authorization Criteria

Utilization of Topical Acne, Psoriasis, and Rosacea Products

Prior Authorization of Topical Acne, Psoriasis, and Rosacea Products
Market News and Updates

College of Pharmacy Recommendations

Utilization Details of Topical Acne, Psoriasis, and Rosacea Products

[tems to be presented by Dr. DeRemer, Dr. Haymore, Chairman:

14.

mTmoOmpP

Action Item - Annual Review of Molluscum Contagiosum Medications -
See Appendix L

Current Prior Authorization Criteria

Utilization of Molluscum Contagiosum Medications

Prior Authorization of Molluscum Contagiosum Medications

Market News and Updates

College of Pharmacy Recommendations

Utilization Details of Molluscum Contagiosum Medications

[tems to be presented by Dr. Wilson, Dr. Haymore, Chairman:

15.

mTmooOwp>

Action Item - Annual Review of Growth Hormone Products and Voxzogo®
(Vosoritide) - See Appendix M

Current Prior Authorization Criteria

Utilization of Growth Hormone Products and Voxzogo® (Vosoritide)

Prior Authorization of Growth Hormone Products and Voxzogo® (Vosoritide)

Market News and Updates

College of Pharmacy Recommendations

Utilization Details of Growth Hormone Products and Voxzogo® (Vosoritide)

ltems to be presented by Dr. Ratterman, Dr. Haymore, Chairman:

16.

OmMmMUOmP

Annual Review of Hemophilia Medications Medications and 30-Day Notice
to Prior Authorize Alhemo® (Concizumab-mtci), Beqvez™ (Fidanacogene
Elaparvovec), Hympavzi™ (Marstacimab-hncq), and Qfitlia™ (Fitusiran) -
See Appendix N

Current Prior Authorization Criteria

Utilization of Hemophilia Medications

Prior Authorization of Hemophilia Medications

Market News and Updates

Product Summaries

Oklahoma Health Care Authority Recommendations

Utilization Details of Hemophilia Medications



ltems to be presented by Dr. Moss, Dr. Haymore, Chairman:

17. Annual Review of Muscular Dystrophy Medications and 30-Day Notice to
Prior Authorize Agamree® (Vamorolone) and Duvyzat™ (Givinostat) - See
Appendix O

Current Prior Authorization Criteria

Utilization of Muscular Dystrophy Medications

Prior Authorization of Muscular Dystrophy Medications
Market News and Updates

Product Summaries

College of Pharmacy Recommendations

Utilization Details of Muscular Dystrophy Medications

OmMmoOw>

ltems to be presented by Dr. O'Halloran, Dr. Haymore, Chairman:

18. Annual Review of Multiple Sclerosis (MS) Medications and 30-Day Notice to
Prior Authorize Ocrevus Zunovo™ (Ocrelizumab/Hyaluronidase-ocsq) - See
Appendix P

Current Prior Authorization Criteria

Utilization of MS Medications

Prior Authorization of MS Medications

Market News and Updates

Ocrevus Zunovo™ (Ocrelizumab/Hyaluronidase-ocsq) Product Summary
College of Pharmacy Recommendations

Utilization Details of MS Medications

OmMmmoO P

ltems to be presented by Dr. DeRemer, Dr. Haymore, Chairman:

19. Annual Review of Granulocyte Colony-Stimulating Factors (G-CSFs) and
Stem Cell Mobilizers and 30-Day Notice to Prior Authorize Xolremdi®
(Mavorixafor) - See Appendix Q

Current Prior Authorization Criteria

Utilization of G-CSFs and Stem Cell Mobilizers

Prior Authorization of G-CSFs and Stem Cell Mobilizers
Market News and Updates

College of Pharmacy Recommendations

Utilization Details of G-CSFs and Stem Cell Mobilizers

mTmoOopP

ltems to be presented by Dr. Moss, Dr. Haymore, Chairman:
20. 30-Day Notice to Prior Authorize Journavx™ (Suzetrigine) - See
Appendix R
A. Journavx™ (Suzetrigine) Product Summary
B. College of Pharmacy Recommendations




ltems to be presented by Dr. O'Halloran, Dr. Haymore, Chairman:

21. Annual Review of Thrombocytopenia Medications and 30-Day Notice to
Prior Authorize Adzynma (ADAMTS13, Recombinant-krhn) and Alvaiz®
(Eltrombopag) - See Appendix S

Current Prior Authorization Criteria

Utilization of Thrombocytopenia Medications

Prior Authorization of Thrombocytopenia Medications
Market News and Updates

Product Summaries

College of Pharmacy Recommendations

Utilization Details of Thrombocytopenia Medications

OmMmMmogOmP

ltems to be presented by Dr. Wilson, Dr. Haymore, Chairman:
22.U.S. Food and Drug Administration (FDA) and Drug Enforcement
Administration (DEA) Updates - See Appendix T

ltems to be presented by Dr. Adams, Dr. Haymore, Chairman:

23.Future Business* (Upcoming Product and Class Reviews)

A. Anti-Diabetic Medications and Kerendia® (Finerenone)

B. Attention-Deficit/Hyperactivity Disorder (ADHD) and Narcolepsy Medications
C. Botulinum Toxins

D. Parkinson’s Disease Medications

E. Spinal Muscular Atrophy (SMA) Medications

*Future product and class reviews subject to change.

24, Adjournment

NOTE: An analysis of the atypical [Aged, Blind, and Disabled (ABD)] patient
subgroup of the Oklahoma Medicaid population has been performed pertaining to
all recommendations included in this DUR Board meeting packet to ensure fair and
knowledgeable deliberation of the potential impact of the recommendations on
this patient population.

NOTE: Oklahoma Medicaid transitioned from a fee-for-service (FFS) pharmacy
benefit to a managed care pharmacy benefit for most members on April 1, 2024. At
that time, the majority of SoonerCare members were transitioned to one of the
three managed care SoonerSelect plans: Aetna, Humana, or Oklahoma Complete
Health. SoonerSelect data has been provided to the College of Pharmacy and has
been used in analyses throughout this DUR Board meeting packet. The data
included in this DUR Board meeting packet combines FFS and managed care
utilization data. The managed care utilization and prior authorization (PA) data
reported in this packet is based solely on the data provided by the SoonerSelect
plans.









OKLAHOMA HEALTH CARE AUTHORITY
DRUG UTILIZATION REVIEW (DUR) BOARD MEETING
MINUTES OF MEETING MARCH 12, 2025

DUR BOARD MEMBERS: PRESENT | ABSENT

Kenneth Foster, MHS, PA-C X
Megan A. Hanner, D.O. X
Bret Haymore, M.D.; Chair X
T. Craig Kupiec Il, M.D., MSPH X
Lee Muhoz, D.Ph. X
James Osborne, Pharm.D. X
Edna Patatanian, Pharm.D., FASHP; Vice Chair X
Vineetha Thomas, Pharm.D., BCOP X
Beth Walton, Pharm.D. X
Jennifer Weakley, M.D., DipABLM X
COLLEGE OF PHARMACY STAFF: PRESENT | ABSENT
Michyla Adams, Pharm.D.; DUR Manager X
Michaela DeRemer, Pharm.D., MBA, BCPS; Clinical Pharmacist X
Erin Ford, Pharm.D.; Clinical Pharmacist X
Beth Galloway; Business Analyst X
Katrina Harris, Pharm.D.; Clinical Pharmacist X
Robert Klatt, Pharm.D.; Clinical Pharmacist X
Regan Moss, Pharm.D.; Clinical Pharmacist X
Brandy Nawaz, Pharm.D.; Clinical Pharmacist X
Alicia O'Halloran, Pharm.D.; Clinical Pharmacist X
Chinemerem Opara, Pharm.D.; Pharmacy Resident X
Wynn Phung, Pharm.D.; Clinical Pharmacist X
Grant H. Skrepnek, Ph.D.; Associate Professor X
Peggy Snyder, Pharm.D.; Clinical Pharmacist X
Ashley Teel, Pharm.D.; Clinical Pharmacist X
Jacquelyn Travers, Pharm.D.; Practice Facilitating Pharmacist X
Devin Wilcox, D.Ph.; Pharmacy Director X
Justin Wilson, Pharm.D.; Clinical Pharmacist X
PA Oncology Pharmacists: Tad Autry Pharm.D., BCPS, BCOP X
Whitney Bueno, Pharm.D., BCOP X
Christine Hughes, Pharm.D., BCOP, MBA X
Lauren Sinko, Pharm.D., BCOP X
Graduate Students: Matthew Dickson, Pharm.D. X
Visiting Pharmacy Student(s): N/A
OKLAHOMA HEALTH CARE AUTHORITY STAFF: PRESENT | ABSENT
Melody Anthony, Interim State Medicaid Director X
Mark Brandenburg, M.D., MSC; Medical Director X
Ellen Buettner; Chief Executive Officer X
Terry Cothran, D.Ph.; Pharmacy Director X
Conner Mulvaney, J.D.; Deputy General Counsel X
Jill Ratterman, D.Ph.; Clinical Pharmacist X




Paula Root, M.D.; Senior Medical Director, Chief Medical Officer X

Shanna Simmons, Pharm.D.; Program Integrity Pharmacist X

Sharon Smith, Pharm.D.; Clinical Pharmacist X

Michelle Tahah, Pharm.D.; Clinical Pharmacist X

Toney Welborn, M.D., MPH, MS; Medical Director X
omHeRspRESENT

John Bullard, Alexion Lisa Dunn, Amgen

Mike Sullivan, Amgen Tina Hartmann, Arcutis Biotherapeutics

Brielle Dozier, Artia Solutions Mandee Bomhoff, AstraZeneca

Crystal Burkhardt, AstraZeneca Christine Dube, AstraZeneca

Jennifer Tamburo, AstraZeneca Ronnie DePue, Axsome

Dan O'Donnell, Axsome Patty Laster, BeiGene

Bryan Steffan, Boehringer Gary Parenteau, Dexcom

Lindsey Baker, Genentech Rodney Brown, Genentech

Eardie Curry, Genentech Ed Eldridge, Gilead

Michael Pazirandeh, Gilead Justin Springfield, Gilead

Rhonda Clark, Indivior Jim Gibbs, Intra-Cellular Therapies

Jason Dickerson, Jazz Pharmaceuticals Michael Faithe, Jazz Pharmaceuticals

Brent Parker, Merck Brandon Ross, Merck

Jody Legg, Mirum Pharmaceuticals Albert Mei, Mirum Pharmaceuticals

JJ Roth, Mirum Pharmaceuticals Kent Douglas, Neurocrine

Ray Kong, Neurocrine Drew Sligar, Novartis

Logan Poole, Novo Nordisk David Prather, Novo Nordisk

Kim Corcoran, ODMHSAS Allie Friesen, ODMHSAS

Curt Rawls, ODMHSAS Allison Scott, Orchard Therapeutics

Erik Schindler, Sanofi Dave Miley, Teva Pharmaceuticals

John Omick, Travere Therapeutics Brent Fushimi, UCB

Roberto Pedraza, Vertex Phil Lohec, Viatris

Irene Chung, Aetna Kristen Winters, Centene

Deidra Williams, Humana Lindsey Walter
PRESENTFORPUBLICCOMMENT:

Crystal Burkhardt, AstraZeneca Ronnie DePue, Axsome

Ray Kong, Neurocrine Michael Pazirandeh, Gilead
AGENDA ITEM NO. 1: CALL TO ORDER

1A: ROLL CALL

Dr. Patatanian called the meeting to order at 4:00pm. Roll call by Dr. Wilcox did not
initially establish the presence of a quorum; however, a quorum was established
prior to any action items being voted on.

ACTION: NONE REQUIRED

AGENDA ITEM NO. 2: PUBLIC COMMENT FORUM
2A: AGENDA ITEM NO. 19 CRYSTAL BURKHARDT

2B: AGENDA ITEM NO. 22 RONNIE DEPUE

2C: AGENDA ITEM NO. 23 RAY KONG

2D: AGENDA ITEM NO. 24 MICHAEL PAZIRANDEH
ACTION: NONE REQUIRED




AGENDA ITEM NO. 3: APPROVAL OF DUR BOARD MEETING MINUTES
3A: DECEMBER 11, 2024 DUR MINUTES - VOTE

Materials included in agenda packet; presented by Dr. Patatanian

Dr. Walton moved to approve; seconded by Dr. Muhoz

ACTION: MOTION CARRIED

AGENDA ITEM NO. 4: UPDATE ON MEDICATION COVERAGE
AUTHORIZATION UNIT

4A: PHARMACY HELP DESK ACTIVITY FOR DECEMBER 2024
4B: MEDICATION COVERAGE ACTIVITY FOR DECEMBER 2024
4C: PHARMACY HELP DESK ACTIVITY FOR JANUARY 2025

4D: MEDICATION COVERAGE ACTIVITY FOR JANUARY 2025

4E: PHARMACY HELP DESK ACTIVITY FOR FEBRUARY 2025

4F: MEDICATION COVERAGE ACTIVITY FOR FEBRUARY 2025
4G: CORRESPONDENCE

Materials included in agenda packet by Dr. Moss; item not presented
ACTION: NONE REQUIRED

AGENDA ITEM NO. 5: ACADEMIC DETAILING (AD) UPDATE
5A: AD PROGRAM UPDATE

Materials included in agenda packet; presented by Dr. Travers
ACTION: NONE REQUIRED

AGENDA ITEM NO. 6: NARROW THERAPEUTIC INDEX (NTI) LIST
6A: INTRODUCTION

6B: SOONERCARE NTI LIST

6C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Moss

ACTION: NONE REQUIRED

AGENDA ITEM NO. 7: VOTE TO PRIOR AUTHORIZE JUBBONTI®
(DENOSUMAB-BBDZ) AND UPDATE THE APPROVAL CRITERIA FOR THE
OSTEOPOROSIS MEDICATIONS

7A: MARKET NEWS AND UPDATES

7B: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. DeRemer

Dr. Muhoz moved to approve; seconded by Dr. Walton

ACTION: MOTION CARRIED

AGENDA ITEM NO. 8: VOTE TO PRIOR AUTHORIZE AQNEURSA™
(LEVACETYLLEUCINE), LENMELDY™ (ATIDARSAGENE AUTOTEMCEL), AND
MIPLYFFA™ (ARIMOCLOMOL) AND UPDATE THE APPROVAL CRITERIA FOR THE
LYSOSOMAL STORAGE DISEASE MEDICATIONS

8A: MARKET NEWS AND UPDATES

8B: PRODUCT SUMMARIES

8C: COST COMPARISON: NIEMANN-PICK DISEASE TYPE C (NPC) PRODUCTS
8D: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Wilson

Dr. Walton moved to approve; seconded by Dr. Muhoz

ACTION: MOTION CARRIED

AGENDA ITEM NO. 9: VOTE TO PRIOR AUTHORIZE YORVIPATH®
(PALOPEGTERIPARATIDE) AND UPDATE THE APPROVAL CRITERIA FOR THE
PARATHYROID MEDICATIONS

9A: MARKET NEWS AND UPDATES




9B: YORVIPATH® (PALOPEGTERIPARATIDE) PRODUCT SUMMARY
9C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. O'Halloran

Dr. Muhoz moved to approve; seconded by Mr. Foster

ACTION: MOTION CARRIED

AGENDA ITEM NO. 10: VOTE TO PRIOR AUTHORIZE BKEMV™
(ECULIZUMAB-AEEB), EPYSQLI® (ECULIZUMAB-AAGH), FABHALTA® (IPTACOPAN),
PIASKY® (CROVALIMAB-AKKZ), AND VOYDEYA™ (DANICOPAN) AND UPDATE
THE APPROVAL CRITERIA FOR THE COMPLEMENT INHIBITORS AND
MISCELLANEOUS IMMUNOMODULATORY AGENTS

10A: MARKET NEWS AND UPDATES

10B: PRODUCT SUMMARIES

10C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Moss

Dr. Mufhoz moved to approve; seconded by Dr. Walton

ACTION: MOTION CARRIED

AGENDA ITEM NO. 11: VOTE TO PRIOR AUTHORIZE LABETALOL
HYDROCHLORIDE 400MG TABLET, NEXICLON™ XR [CLONIDINE EXTENDED-
RELEASE (ER)], AND TRYVIO™ (APROCITENTAN) AND UPDATE THE APPROVAL
CRITERIA FOR THE ANTIHYPERTENSIVE MEDICATIONS

TIA: MARKET NEWS AND UPDATES

T1B: TRYVIO™ (APROCITENTAN) PRODUCT SUMMARY

TIC: COST COMPARISONS

1ID: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. DeRemer

Dr. Munoz moved to approve; seconded by Dr. Walton

ACTION: MOTION CARRIED

AGENDA ITEM NO. 12: VOTE TO PRIOR AUTHORIZE ACTHAR® GEL
SELFJECT™ (REPOSITORY CORTICOTROPIN AUTO-INJECTOR) AND PURIFIED
CORTROPHIN® GEL (REPOSITORY CORTICOTROPIN INJECTION) AND UPDATE
THE APPROVAL CRITERIA FOR THE ADRENOCORTICOTROPIC HORMONE (ACTH)
PRODUCTS

12A: MARKET NEWS AND UPDATES

12B: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. O'Halloran

Mr. Foster moved to approve; seconded by Dr. Thomas

ACTION: MOTION CARRIED

AGENDA ITEM NO. 13: VOTE TO PRIOR AUTHORIZE DIFLUNISAL 500MG
TABLET, DOLOBID™ (DIFLUNISAL) 250MG AND 375MG TABLET, AND
INDOMETHACIN 50MG SUPPOSITORY AND UPDATE THE APPROVAL CRITERIA
FOR THE SYSTEMIC NONSTEROIDAL ANTI-INFLAMMATORY DRUGS (NSAIDS)
13A: MARKET NEWS AND UPDATES

13B: DOLOBID™ (DIFLUNISAL) PRODUCT SUMMARY

13C: COST COMPARISON: INDOMETHACIN PRODUCTS

13D: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Wilson

Dr. Muhoz moved to approve; seconded by Dr. Walton

ACTION: MOTION CARRIED




AGENDA ITEM NO. 14: VOTE TO PRIOR AUTHORIZE TRYNGOLZA™
(OLEZARSEN) AND UPDATE THE APPROVAL CRITERIA FOR THE
ANTIHYPERLIPIDEMICS

14A: MARKET NEWS AND UPDATES

14B: TRYNGOLZA™ (OLEZARSEN) PRODUCT SUMMARY

14C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. O'Halloran

Dr. Munoz moved to approve; seconded by Dr. Walton

ACTION: MOTION CARRIED

AGENDA ITEM NO. 15: VOTE TO PRIOR AUTHORIZE WYOST®
(DENOSUMAB-BBDZ)

15A: MARKET NEWS AND UPDATES

15B: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Moss

Dr. Muhoz moved to approve; seconded by Mr. Foster

ACTION: MOTION CARRIED

AGENDA ITEM NO. 16: VOTE TO UPDATE THE APPROVAL CRITERIA FOR
THE OPHTHALMIC ANTIBIOTIC MEDICATIONS

16A: MARKET NEWS AND UPDATES

16B: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Wilson

Dr. Walton moved to approve; seconded by Dr. Muhoz

ACTION: MOTION CARRIED

AGENDA ITEM NO. 17: VOTE TO PRIOR AUTHORIZE TEVEMBRA®
(TISLELIZUMAB-JSGR), VYLOY® (ZOLBETUXIMAB-CLZB), AND ZIIHERA®
(ZANIDATAMAB-HRII) AND UPDATE THE APPROVAL CRITERIA FOR THE
GASTROINTESTINAL (GI) CANCER MEDCIATIONS

17A: MARKET NEWS AND UPDATE

17B: PRODUCT SUMMARIES

17C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Hughes

Dr. Thomas moved to approve; seconded by Dr. Walton

ACTION: MOTION CARRIED

AGENDA ITEM NO. 18: VOTE TO PRIOR AUTHORIZE FYARRO®
(SIROLIMUS PROTEIN-BOUND PARTICLES FOR INJECTABLE SUSPENSION),
NIKTIMVO™ (AXATILIMAB-CSFR), OJEMDA™ (TOVORAFENIB), TECELRA®
(AFAMITRESGENE AUTOLEUCEL), AND VORANIGO® (VORASIDENIB) AND UPDATE
THE APPROVAL CRITERIA FOR THE MISCELLANEOUS CANCER MEDICATIONS
18A: MARKET NEWS AND UPDATES

18B: PRODUCT SUMMARIES

18C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. Hughes

Mr. Foster moved to approve; seconded by Dr. Muhoz

ACTION: MOTION CARRIED

AGENDA ITEM NO. 19: ANNUAL REVIEW OF SHORT-ACTING BETA:
AGONISTS (SABAS)

19A: CURRENT PRIOR AUTHORIZATION CRITERIA

19B: UTILIZATION OF SABAS

19C: PRIOR AUTHORIZATION OF SABAS




19D: MARKET NEWS AND UPDATES

19E: COLLEGE OF PHARMACY RECOMMENDATIONS

19F: UTILIZATION DETAILS OF SABAS

Materials included in agenda packet; presented by Dr. O'Halloran

Regarding the approval criteria for Airsupra® (albuterol/budesonide), Dr. Kupiec
recommended removing criteria 4 (a reason why the member cannot use an ICS/
formoterol as recommended by GINA guidelines) based on clinical practice. The
DUR Board voted on the amended criteria.

Dr. Kupiec moved to approve; seconded by Dr. Mufoz

ACTION: MOTION CARRIED

AGENDA ITEM NO. 20: ANNUAL REVIEW OF LEUKEMIA AND LYMPHOMA
MEDICATIONS AND 30-DAY NOTICE TO PRIOR AUTHORIZE AUCATZYL®
(OBECABTAGENE AUTOLEUCEL), DANZITEN™ (NILOTINIB), GRAFAPEX™
(TREOSULFAN), REVUFORJ® (REVUMENIB), AND RYTELO™ (IMETELSTAT)
20A: CURRENT PRIOR AUTHORIZATION CRITERIA

20B: UTILIZATION OF LEUKEMIA AND LYMPHOMA MEDICATIONS

20C: PRIOR AUTHORIZATION OF LEUKEMIA AND LYMPHOMA MEDICATIONS
20D: MARKET NEWS AND UPDATES

20E: PRODUCT SUMMARIES

20F: COLLEGE OF PHARMACY RECOMMENDATIONS

20G: UTILIZATION DETAILS OF LEUKEMIA AND LYMPHOMA MEDICATIONS
Materials included in agenda packet; presented by Dr. Hughes

ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL

AGENDA ITEM NO. 21 30-DAY NOTICE TO PRIOR AUTHORIZE KEBILIDI™
(ELADOCAGENE EXUPARVOVEC-TNEQ)

21A: INTRODUCTION

21B: KEBILIDI™ (ELADOCAGENE EXUPARVOVEC-TNEQ) PRODUCT SUMMARY
21C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. DeRemer

ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL

AGENDA ITEM NO. 22: ANNUAL REVIEW OF ANTI-MIGRAINE
MEDICATIONS AND 30-DAY NOTICE TO PRIOR AUTHORIZE SYMBRAVO®
(MELOXICAM/RIZATRIPTAN)

22A: CURRENT PRIOR AUTHORIZATION CRITERIA

22B: UTILIZATION OF ANTI-MIGRAINE MEDICATIONS

22C: PRIOR AUTHORIZATION OF ANTI-MIGRAINE MEDICATIONS
22D: MARKET NEWS AND UPDATES

22E: COLLEGE OF PHARMACY RECOMMENDATIONS

22F: UTILIZATION DETAILS OF ANTI-MIGRAINE MEDICATIONS
Materials included in agenda packet; presented by Dr. Moss

ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL

AGENDA ITEM NO. 23: 30-DAY NOTICE TO PRIOR AUTHORIZE
CRENESSITY™ (CRINECERFONT)

23A: INTRODUCTION

23B: CRENESSITY™ (CRINECERFONT) PRODUCT SUMMARY

23C: COLLEGE OF PHARMACY RECOMMENDATIONS

Materials included in agenda packet; presented by Dr. O'Halloran
ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL




AGENDA ITEM NO. 24: ANNUAL REVIEW OF CHOLESTATIC LIVER

DISEASE AND BILE ACID DISORDER MEDICATIONS AND 30-DAY NOTICE TO

PRIOR AUTHORIZE CTEXLI™ (CHENODIOL), IQIRVO® (ELAFIBRANOR), AND

LIVDELZI® (SELADELPAR)

24A: CURRENT PRIOR AUTHORIZATION CRITERIA

24B: UTILIZATION OF CHOLESTATIC LIVER DISEASE AND BILE ACID DISORDER
MEDICATIONS

24C: PRIOR AUTHORIZATION OF CHOLESTATIC LIVER DISEASE AND BILE ACID
DISORDER MEDICATIONS

24D: MARKET NEWS AND UPDATES

24E: PRODUCT SUMMARIES

24F: COST COMPARISON: PRIMARY BILIARY CHOLANGITIS (PBC) MEDICATIONS

24G: COLLEGE OF PHARMACY RECOMMENDATIONS

24H: UTILIZATION DETAILS OF CHOLESTATIC LIVER DISEASE MEDICATIONS

Materials included in agenda packet; presented by Dr. Wilson

ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL

AGENDA ITEM NO. 25: ANNUAL REVIEW OF ANTI-ULCER MEDICATIONS
AND 30-DAY NOTICE TO PRIOR AUTHORIZE PANTOPRAZOLE IN 0.9% SODIUM
CHLORIDE (NACL) FOR INTRAVENOUS (IV) INJECTION

25A: CURRENT PRIOR AUTHORIZATION CRITERIA

25B: UTILIZATION OF ANTI-ULCER MEDICATIONS

25C: PRIOR AUTHORIZATION OF ANTI-ULCER MEDICATIONS

25D: MARKET NEWS AND UPDATES

25E: COLLEGE OF PHARMACY RECOMMENDATIONS

25F: UTILIZATION DETAILS OF ANTI-ULCER MEDICATIONS

Materials included in agenda packet; presented by Dr. O'Halloran

ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL

AGENDA ITEM NO. 26: ANNUAL REVIEW OF HEART FAILURE (HF)
MEDICATIONS AND 30-DAY NOTICE TO PRIOR AUTHORIZE ENTRESTO® SPRINKLE
(SACUBITRIL/VALSARTAN ORAL PELLETS)

26A: CURRENT PRIOR AUTHORIZATION CRITERIA

26B: UTILIZATION OF HF MEDICATIONS

26C: PRIOR AUTHORIZATION OF HF MEDICATIONS

26D: MARKET NEWS AND UPDATES

26E: COLLEGE OF PHARMACY RECOMMENDATIONS

26F: UTILIZATION DETAILS OF HF MEDICATIONS

Materials included in agenda packet; presented by Dr. DeRemer

ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN APRIL

AGENDA ITEM NO. 27: U.S. FOOD AND DRUG ADMINISTRATION (FDA)
AND DRUG ENFORCEMENT ADMINISTATION (DEA) UPDATES

Materials included in agenda packet by Dr. Moss; item not presented

ACTION: NONE REQUIRED

AGENDA ITEM NO. 28: FUTURE BUSINESS* (UPCOMING PRODUCT AND
CLASS REVIEWS)

28A: ANTICONVULSANTS

28B: GROWTH HORMONE PRODUCTS AND VOXZOGO® (VOSORITIDE)

28C: MULTIPLE SCLEROSIS MEDICATIONS

28D: MUSCULAR DYSTROPHY MEDICATIONS

*Future product and class reviews subject to change.

Materials included in agenda packet by Dr. Adams; item not presented




ACTION: NONE REQUIRED

AGENDA ITEM NO. 29: ADJOURNMENT
Dr. Walton moved to adjourn; seconded by Dr. Thomas

Dr. Patatanian declared the meeting as adjourned at 6:26pm.
ACTION: MOTION CARRIED




The University of Oklahoma

Health Sciences Center

COLLEGE OF PHARMACY
PHARMACY MANAGEMENT CONSULTANTS

Memorandum

Date: March 14, 2025

To: Terry Cothran, D.Ph.
Pharmacy Director
Oklahoma Health Care Authority

From: Michyla Adams, Pharm.D.
Drug Utilization Review (DUR) Manager
Pharmacy Management Consultants

Subject: DUR Board Recommendations from Packet Meeting on March 12,
2025

Recommendation 1: Update on Medication Coverage Authorization Unit

NO ACTION REQUIRED.

Recommehndation 2: Academic Detailing (AD) Program Update

NO ACTION REQUIRED.

Recommehndation 3: Narrow Therapeutic Index (NTI) List

NO ACTION REQUIRED.

Recommendation 4: Vote to Prior Authorize Jubbonti® (Denosumab-bbdz)
and Update the Approval Criteria for the Osteoporosis Medications

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the following changes to the
Osteoporosis Medications Product Based Prior Authorization (PBPA) category
(changes shown in red in the following PBPA Tier chart and additional
criteria):

1. Updating the Osteoporosis Medications Tier-2 Approval Criteria to
clarify the requirement for hypersensitivity or intolerance to Tier-1
bisphosphonates; and
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2. The prior authorization and placement of Jubbonti® (denosumab-bbdz)
into the Special PA Tier with unique criteria for use of a biosimilar
product; and

3. Adding Bonsity® (teriparatide) to the Forteo® (teriparatide) additional
Special PA Approval Criteria for clarity; and

4. Designating Forteo® (teriparatide) as brand preferred and preferring
Forteo® (teriparatide) and generic teriparatide over Bonsity®
(teriparatide) based on net costs.

Osteoporosis Medications* |

Tier-1 Tier-2 Special PA¥
alendronate tabs alendronate + vitamin D bal tide inj (Tymlos?)
(Fosamax®) tabs (Fosamax® + D) abaloparatiae inj {1ymios
calcium + vitamin Dt risedronate tabs alendrqnate effervescent

(Actonel®) tabs (Binosto®)
ibandronate tabs alendronate soln
(Boniva®) (Fosamax®)
zoledronic acid inj alendronate 40mg tabs
(Reclast®) (Fosamax®)

denosumab inj (Prolia®)

denosumab-bbdz inj
(Jubbonti®)

ibandronate inj (Boniva® 1V)

risedronate 30mg tabs
(Actonel®)

risedronate DR tabs
(Atelvia®)
romosozumab-agqqg
(Evenity®)

teriparatide inj (Forteo®) -
Brand Preferred
teriparatide inj (Bonsity®)
*Tier structure based on supplemental rebate participation and/or National Average Drug Acquisition
Costs (NADAC), Wholesale Acquisition Costs (WAC), or State Maximum Allowable Costs (SMAC).

TOTC calcium + vitamin D must be used at recommended doses in conjunction with Tier-1
bisphosphonates for trial to be accepted unless member has a recent laboratory result showing
adequate vitamin D or member is unable to tolerate calcium. OTC calcium + vitamin D are only covered
for members with osteoporosis who are being treated with a bisphosphonate.

¥Unique criteria applies to medications in the Special PA Tier.
DR = delayed-release; inj = injection; PA = prior authorization; soln = solution; tabs = tablets

Osteoporosis Medications Tier-2 Approval Criteria:

1. Atrial of at least 1 Tier-1 bisphosphonate medication, compliantly used
for at least 6 months concomitantly with calcium and vitamin D, that
failed to prevent fracture or improve bone mineral density (BMD)
scores; or
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2. Hypersensitivity to or intolerable adverse effect(s) with all Tier-1
bisphosphonate medications (including oral and intravenous routes of
administration); and

3. Quantity limits apply based on FDA approved maximum doses.

Boniva® [Ibandronate Intravenous (IV) Solution], Jubbonti® (Denosumab-
bbdz), and Prolia® (Denosumab) Approval Criteria:
1. A minimum of a 12-month trial with a Tier-1 or Tier-2 bisphosphonate
medication plus adequate calcium and vitamin D; or
2. Contraindication to or intolerable adverse effects with Tier-1 and Tier-2
bisphosphonate medications (including oral and intravenous routes of
administration); and
3. For Jubbonti® a patient-specific, clinically significant reason why the
member cannot use Prolia® (denosumab) must be provided. Biosimilars
and/or reference products are preferred based on the lowest net cost
product(s) and may be moved to either preferred or non-preferred if
the net cost changes in comparison to the reference product and/or
other available biosimilar products.

Bonsity® (Teriparatide) and Forteo® (Teriparatide) and Teriparatide
Approval Criteria:
1. Diagnosis of 1 of the following:
a. Treatment of postmenopausal women with osteoporosis at high
risk for fracture; or
b. To increase bone mass in men with primary or hypogonadal
osteoporosis at high risk for fracture; or
c. Treatment of men and women with osteoporosis associated with
sustained systemic corticosteroid therapy at high risk for fracture;
or
d. Treatment of non-healing fracture (this indication only pertains to
Forteo®); and
2. A minimum 12-month trial with a bisphosphonate plus adequate
calcium and vitamin D or a patient-specific, clinically significant reason
why the member cannot use a bisphosphonate must be provided; and
3. Use of generic teriparatide will require a patient-specific, clinically
significant reason why the member cannot use the brand formulation,
Forteo® (teriparatide); and
4. Use of Bonsity® (teriparatide) will require a patient-specific, clinically
significant reason why the member cannot use Forteo® (teriparatide) or
generic teriparatide formulations; and
5. The diagnosis of non-healing fracture may be approved for 6 months;
and
6. Treatment duration including other parathyroid hormone analogs has
not exceeded a total of 24 months during the patient’s lifetime; and
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7. Approval will be for a maximum of 2 years of parathyroid hormone
analog therapy.

Recommendation 5: Vote to Prior Authorize Agneursa™
(Levacetylleucine), Lenmeldy™ (Atidarsagene Autotemcel), and Miplyffa™
(Arimoclomol) and Update the Approval Criteria for the Lysosomal
Storage Disease Medications

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Agneursa™
(levacetylleucine), Lenmeldy™ (atidarsagene autotemcel), and Miplyffa™
(arimoclomol) with the following criteria (shown in red):

Lenmeldy™ (Atidarsagene Autotemcel) Approval Criteria:
1. An FDA approved diagnosis of metachromatic leukodystrophy (MLD)
confirmed by:

a. Arylsulfatase A (ARSA) enzyme activity below the normal range in
peripheral blood mononuclear cells or fibroblasts (results of assay
must be submitted); and

b. Molecular genetic testing confirming biallelic pathogenic variants
in the ARSA gene of known polymorphisms (results of genetic
testing must be submitted); or

i. If novel ARSA variant(s) are identified, a 24-hour urine
collection must demonstrate increased urinary excretion of
sulfatides (results must be submitted); and

2. Member must have 1 of the following forms of MLD as determined by
the prescriber (clinical documentation must be submitted with the
request):

a. Pre-symptomatic late infantile (PSLI) MLD with expected disease
onset <30 months of age; or

b. Pre-symptomatic early juvenile (PSEJ) MLD with expected disease
onset >30 months and <7 years of age; or

c. Early symptomatic early juvenile (ESEJ) MLD with disease onset >30
months and <7 years of age; and

3. Member must be younger than 18 years of age; and

4. Must be prescribed by a geneticist, hematologist/oncologist,
neurologist, or other specialist with expertise in the treatment of MLD
and the administration of Lenmeldy™; and

5. Member must not have a history of prior hematopoietic stem cell
transplantation (HSCT); or

a. If member has had a HSCT, there is no evidence of residual cells of
donor origin; and

6. Prescriber must verify the member is clinically stable and eligible to
undergo HSCT (HSCT must be appropriate for a member to be treated
with Lenmeldy™); and
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7.

10.

11.

12.

13.

14.

Member must have a negative serology test for human
immunodeficiency virus 1 & 2 (HIV-1/HIV-2), hepatitis B virus (HBV),
hepatitis C virus (HCV), human T-lymphotrophic virus 1 & 2 (HTLV-
1/HTLV-2), cytomegalovirus (CMV), and mycoplasma prior to apheresis;
and

Female members of reproductive potential must not be pregnant and
must have a negative pregnancy test prior to the start of mobilization,
prior to conditioning procedures, and prior to Lenmeldy™
administration; and

Male and female members of reproductive potential must use an
effective method of contraception from the start of mobilization
through at least 6 months after administration of Lenmeldy™; and
Prescriber must verify male and female members of reproductive
potential have been counseled on the potential effects of myeloablative
conditioning on fertility and the potential risk of infertility is acceptable
to the member or member’s caregiver; and

Prescriber must verify the member has been evaluated for and
counseled on all warnings and precautions related to Lenmeldy™,
including the risk of thrombosis and thromboembolic events, serious
infections, and veno-occlusive disease; and

Prescriber must verify member will be monitored for hematologic
malignancies lifelong, with a complete blood count (with differential)
performed annually and integration site analysis as warranted for at
least 15 years after treatment with Lenmeldy™; and

Must be administered at a Lenmeldy™ qualified treatment center, and
the receiving facility must have a mechanism in place to track the
patient-specific Lenmeldy™ dose from receipt to storage to
administration; and

Approvals will be for 1 dose per member per lifetime.

Agneursa™ (Levacetylleucine) Approval Criteria:

1.

An FDA approved diagnosis of Niemann-Pick disease type C (NPC)
confirmed by molecular genetic testing confirming biallelic pathogenic
variants in the NPCT or NPC2 genes (results of genetic testing must be
submitted); and

Member must have the presence of at least mild disease-related
neurological symptoms; and

Must be prescribed by, or in consultation with, a geneticist, neurologist,
or other specialist with expertise in the treatment of NPC; and

Will not be approved for concomitant use with Miplyffa™
(arimoclomol); and

Member's recent weight must be provided on the prior authorization
request in order to authorize the appropriate amount of drug required
according to package labeling; and

Females of reproductive potential must have a negative pregnancy test
prior to initiation of therapy and must agree to use effective
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contraception during treatment and for 7 days after the last dose of
Agneursa™:; and

Initial approvals will be for the duration of 6 months, at which time the
prescriber must verify the member is responding well to the
medication. Subsequent approvals will be for the duration of 1year if
the member is responding well to treatment.

Miplyffa™ (Arimoclomol) Approval Criteria:

1.

An FDA approved diagnosis of Niemann-Pick disease type C (NPC)

confirmed by molecular genetic testing confirming biallelic pathogenic

variants in the NPCT1 or NPC2 genes (results of genetic testing must be

submitted); and

Member must have the presence of at least mild disease-related

neurological symptoms; and

Must be prescribed by, or in consultation with, a geneticist, neurologist,

or other specialist with expertise in the treatment of NPC; and

Must be used in combination with Zavesca® (miglustat); and

a. Zavesca® is brand preferred. Requests for generic miglustat

(including Yargesa®) will require a patient-specific, clinically
significant reason why the member cannot use the brand
formulation; and

A patient-specific, clinically significant reason why the member cannot

use Agneursa™ (levacetylleucine) must be provided; and

Will not be approved for concomitant use with Agneursa™; and

Member's recent weight must be provided on the prior authorization

request in order to authorize the appropriate amount of drug required

according to package labeling; and

Prescriber must verify that females of reproductive potential have been

counseled on the potential risks of embryofetal harm when

administered during pregnancy; and

Initial approvals will be for the duration of 6 months, at which time the

prescriber must verify the member is responding well to the

medication. Subsequent approvals will be for the duration of 1year if

the member is responding well to treatment.

Additionally, the College of Pharmacy recommends updating the approval
criteria for Brineura® (cerliponase alfa) based on the recent FDA approved age
expansion and label updates (changes shown in red):

Brineura® (Cerliponase Alfa) Approval Criteria:

1.

An FDA approved diagnosis of tatetafantie neuronal ceroid

lipofuscinosis type 2 (CLN2) also known as tripeptidyl peptidase-1 (TPP-

1) deficiency confirmed by:

a. Enzyme assay demonstrating a deficiency of TPP-1 enzyme activity
(results of assay must be submitted); or
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10.

11.

1.

b. Molecular genetic testing confirming biallelic pathogenic variants
in the TPPT gene (results of genetic testing must be submitted);
and

Member must be 3yearsofage-orolder at least 37 weeks post-
menstrual age (i.e., gestational age at birth plus post-natal age) and
weigh =2.5kg; and

Brineura® must be prescribed by a specialist with expertise in the
treatment of CLN2 (or an advanced care practitioner with a supervising
physician who is a specialist with expertise in treating CLN2); and
Brineura® must be administered in a health care facility by a prescriber
who is knowledgeable in intraventricular administration and prepared
to manage anaphylaxis; and

Member must not have ventriculoperitoneal shunts or acute
intraventricular access device-related complications; and

Member must not have documented generalized status epilepticus
within 4 weeks of initiating treatment; and

Prescriber must verify member’'s blood pressure and heart rate will be
monitored prior to each infusion, during infusion, and post-infusion;
and

Prescriber must be willing to perform regular 12-lead
electrocardiogram (ECG) evaluation at baseline and at least every 6
months and verify that they are acceptable to the prescriber; and

A baseline assessment must be performed to assess the Motor plus
Language CLN2 score; and

Initial authorizations will be for the duration of 6 months, at which time
compliance will be required for continued approval. After 12 months of
utilization, the prescriber must verify the member is responding to the
medication as demonstrated by <2 point decline in Motor plus
Language CLN2 score from baseline. Subsequent approvals will be for
the duration of 1 year if the member is responding well to treatment;
and

Approval quantity will be based on package labeling and FDA approved
dosing regimen.

Lastly, the College of Pharmacy recommends updating the approval criteria
for Zavesca® (miglustat) based on net cost and to allow use in patients with
NPC (changes and new criteria shown in red):

Zavesca® (Miglustat) Approval Criteria [Gaucher Disease Diagnosis]:

An FDA approved diagnosis of mild/moderate type 1 Gaucher disease
(GD1) confirmed by:
a. Enzyme assay demonstrating a deficiency of glucocerebrosidase
enzyme activity (<15% of normal) (results of assay must be
submitted); or
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No

b. Molecular genetic testing confirming biallelic pathogenic variants
in the GBAT gene (results of genetic testing must be submitted);
and

A patient-specific, clinically significant reason why the member cannot
use 1 of the following enzyme replacement therapies must be provided:

a. Cerezyme® (imiglucerase); or

b. Elelyso® (taliglucerase alfa); or

c. Vpriv® (velaglucerase alfa); and

Zavesca® is brand preferred. Requests for generic miglustat (including
Yargesa®) will require a patient-specific, clinically significant reason why
the member cannot use the brand formulation; and

Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of GD1; and

Prescriber must verify the member will not take Zavesca®concurrently
with another therapy for GDT; and

A quantity limit of 90 capsules per 30 days will apply; and

Initial approvals will be for the duration of 6 months, at which time the
prescriber must verify the member is responding well to the
medication. Subsequent approvals will be for the duration of 1year if
the member is responding well to treatment.

Zavesca® (Miglustat) Approval Criteria [Niemann-Pick Disease Type C
(NPC) Diagnosis]:

1.

N o

A diagnosis of NPC confirmed by molecular genetic testing confirming
biallelic pathogenic variants in the NPCT or NPC2 genes (results of
genetic testing must be submitted); and

Member must have the presence of at least mild disease-related
neurological symptoms; and

Must be prescribed by, or in consultation with, a geneticist, neurologist,
or other specialist with expertise in the treatment of NPC; and
Zavesca® is brand preferred. Requests for generic miglustat (including
Yargesa®) will require a patient-specific, clinically significant reason why
the member cannot use the brand formulation; and

For members younger than 12 years of age, the member’s recent body
surface area (BSA) must be provided on the prior authorization request
in order to authorize the appropriate amount of drug; and

A quantity limit of 180 capsules per 30 days will apply; and

Initial approvals will be for the duration of 6 months, at which time the
prescriber must verify the member is responding well to the
medication. Subsequent approvals will be for the duration of 1year if
the member is responding well to treatment.
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Recommendation 6: Vote to Prior Authorize Yorvipath®
(Palopegteriparatide) and Update the Approval Criteria for the
Parathyroid Medications

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Yorvipath®
(palopegteriparatide) with following criteria (shown in red):

Yorvipath® (Palopegteriparatide) Approval Criteria
1. An FDA approved diagnosis of hypoparathyroidism; and
2. Member must be 18 years of age or older; and
3. Prescriber must verify the following:
a. Member has albumin-corrected serum calcium >7.8mg/dL and
serum 25(OH) vitamin D is within the normal range; and
b. Serum calcium will be measured within 7-10 days after the first
dose and after any dose change in Yorvipath®, active vitamin D, or
calcium supplements; and
c. Member or member's caregiver has been trained by a health care
professional on proper storage, preparation, and subcutaneous
(sub-Q) administration of Yorvipath® and
d. Member must not have acute post-surgical hypoparathyroidism;
and
4, Member must be unable to be adequately well-controlled on calcium
supplements and active forms of vitamin D alone; and
5. A quantity limit of 2 pre-filled pens [each package contains (2) 14-day
pre-filled pens] per 28 days will apply. The maximum covered dose will
be 30mcg per day.

Additionally, the College of Pharmacy recommends the removal of
SoonerCare coverage and the prior authorization criteria for Natpara®
(parathyroid hormone) based on product discontinuation (changes shown in
red):
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Recommendation 7: Vote to Prior Authorize Bkemv™ (Eculizumab-aeeb),
Epysqli® (Eculizumab-aagh), Fabhalta® (Iptacoptan), Piasky® (Crovalimab-
akkz), and Voydeya™ (Danicopan) and Update the Approval Criteria for
the Complement Inhibitors and Miscellaneous Immunomodulatory

Agents
MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Fabhalta®
(iptacopan), Piasky® (crovalimab-akkz), and Voydeya™ (danicopan) with the
following criteria (shown in red):

Fabhalta® (Iptacopan) Approval Criteria [Immunoglobulin A Nephropathy
(IgAN) Diagnosis]:
1. An FDA approved indication to reduce proteinuria in adults with
primary IgAN at risk of rapid disease progression; and
2. The diagnosis of primary IgAN must be confirmed by the following:
a. Kidney biopsy; and
b. Secondary causes of IgAN have been ruled out (i.e., IgA vasculitis;
IgAN secondary to virus, inflammmatory bowel disease, autoimmune
disease, or liver cirrhosis; IgA-dominant infection-related
glomerulonephritis); and
3. Member must be 18 years of age or older; and
4. Must be prescribed by a nephrologist (or an advanced care practitioner
with a supervising physician who is a nephrologist); and
5. Member must be at risk of disease progression as demonstrated by
proteinuria =0.5g/day; and
6. Member must be on a stable dose of a maximally tolerated angiotensin
convert enzyme (ACE) inhibitor or angiotensin Il receptor blocker (ARB),
unless contraindicated or intolerant; and
7. Prescriber and pharmacy must be enrolled in the Fabhalta® Risk
Evaluation and Mitigation Strategy (REMS) program and maintain
enrollment throughout therapy; and
8. Initial approvals will be for the duration of 6 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment. Subsequent approvals will be for 1year.
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Fabhalta® (Iptacopan) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1.

2.

3.

An FDA approved diagnosis of PNH; and

Member must be 18 years of age or older; and

Fabhalta® must be prescribed by, or in consultation with, a
hematologist, oncologist, or a specialist with expertise in the treatment
of PNH; and

Prescriber and pharmacy must be enrolled in the Fabhalta® Risk
Evaluation and Mitigation Strategy (REMS) program and maintain
enrollment throughout therapy; and

For members switching from Soliris® (eculizumab) to Fabhalta®, the
prescriber must verify the member will start Fabhalta® no later than 1
week after the last dose of Soliris®, and

For members switching from Ultomiris® (ravulizumab-cwvz) to
Fabhalta®, the prescriber must verify the member will start Fabhalta®
no later than 6 weeks after the last dose of Ultomiris®; and

Member must not be receiving Fabhalta® in combination with another
complement inhibitor used to treat PNH (i.e., Empaveli®, Piasky®,
Soliris®, Ultomiris®, Voydeya®); and

Initial approvals will be for the duration of 6 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment. Subsequent approvals will be for 1year.

Piasky® (Crovalimab-akkz) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1.

2.
3.

4.

An FDA approved diagnosis of PNH; and

Member must be 13 years of age or older and must weigh >40kg; and
Piasky® must be prescribed by, or in consultation with, a hematologist,
oncologist, or a specialist with expertise in the treatment of PNH; and
Prescriber must verify member does not have unresolved Neisseria
meningitidis infection; and

Prescriber must be enrolled in the Piasky® Risk Evaluation and
Mitigation Strategy (REMS) program and maintain enrollment
throughout therapy; and

For members switching from another C5 inhibitor (i.e., Soliris® or
Ultomiris®), the prescriber must verify the first intravenous (1V) loading
dose of Piasky® will be administered no sooner than the time of the
next scheduled C5 inhibitor dose and member will be monitored for
Type Il hypersensitivity reactions; and

Member must not be receiving Piasky® in combination with another
complement inhibitor used to treat PNH (i.e., Empaveli®, Fabhalta®,
Soliris®, Ultomiris®, Voydeya®); and

A quantity limit override for the loading dose will be approved upon
meeting Piasky® approval criteria. A quantity limit of 6mL per 28 days
will apply for the maintenance dose; and
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S.

Initial approvals will be for the duration of 6 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment. Subsequent approvals will be for 1year.

Voydeya™ (Danicopan) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1.
2.
3.

10.

An FDA approved diagnosis of PNH; and

Member must be 18 years of age or older; and

Voydeya™ must be prescribed by, or in consultation with, a
hematologist, oncologist, or a specialist with expertise in the treatment
of PNH; and

Member must have been treated with Soliris® (eculizumab) or
Ultomiris® (ravulizumalb-cwvz) for at least the previous 6 months; and
Prescriber must verify member is experiencing clinically significant
extravascular hemolysis (EVH) while on Soliris® or Ultomiris®; and
Member must remain on treatment with Soliris® or Ultomiris® while on
Voydeya™: and

Member must not be receiving Voydeya® in combination with another
complement protein C3 inhibitor (i.e.,, Empaveli®) or complement factor
B inhibitor (i.e., Fabhalta®) used to treat PNH; and

Prescriber must verify member does not have unresolved Neisseria
meningitidis infection; and

Prescriber must be enrolled in the Voydeya™ Risk Evaluation and
Mitigation Strategy (REMS) program and maintain enrollment through
therapy; and

Initial approvals will be for the duration of 3 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment. Subsequent approvals will be for 1 year.

Additionally, the College of Pharmacy recommends the addition of prior
authorization criteria for Ultomiris® (ravulizumalb-cwvz) for a diagnosis of
neuromyelitis optica spectrum disorder (NMOSD) and for Vyvgart® Hytrulo
(efgartigimod alfa/hyaluronidase-qvfc) for a diagnosis of chronic
inflammmatory demyelinating polyneuropathy (CIDP) based on the new FDA
approved indications with the following criteria (shown in red):

Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Neuromyelitis Optica
Spectrum Disorder (NMOSD) Diagnosis]:

1.

2.
3.

4.

An FDA approved indication of NMOSD in adult members who are anti-
aquaporin-4 (AQP4) antibody positive; and

Member must be 18 years of age or older; and

Member must have a history of at least 1 relapse in the last 12 months;
and

Member must have an Expanded Disability Severity Scale (EDSS) score
<7:and
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Ultomiris® must be prescribed by, or in consultation with, a neurologist,
ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and

Prescriber must verify member does not have unresolved Neisseria
meningitidis infection; and

Prescriber must be enrolled in the Ultomiris® Risk Evaluation and
Mitigation Strategy (REMS) program and maintain enrollment
throughout therapy; and

Member must not be receiving Ultomiris® in combination with other
immunomodulators to treat NMOSD (i.e., Enspryng®, Soliris®, Uplizna®);
and

Initial approvals will be for the duration of 6 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment. Subsequent approvals will be for 1year.

Vyvgart® Hytrulo (Efgartigimod Alfa/Hyaluronidase-qvfc) Approval Criteria
[Chronic Inflammatory Demyelinating Polyneuropathy (CIDP) Diagnosis]:

1.

2.
3.

An FDA approved diagnosis of CIDP; and

Member must be 18 years of age or older; and

Vyvgart® Hytrulo must be prescribed by, or in consultation with, a
neurologist (or an advanced care practitioner with a supervising
physician who is a neurologist); and

Member must have previously failed treatment with intravenous
immunoglobulin (IVIG) or a patient specific, clinically significant reason
why the member cannot use intravenous immunoglobulin (IVIG) must
be provided; and

Initial approvals will be for 12 weeks. Reauthorization may be granted if
the prescriber documents the member is responding well to treatment.
Subsequent approvals will be for 1year.

Additionally, the College of Pharmacy also recommends the prior
authorization of Bkemv™ (eculizumab-aeeb) and Epysqli® (eculizumalb-aagh)
with criteria similar to the Soliris® (eculizumalb) approval criteria for atypical
hemolytic uremia syndrome (aHUS), generalized myasthenia gravis (QMG),
and paroxysmal nocturnal hemoglobinuria (PNH) with the following
additional criteria (changes shown in red):

Bkemv™ (Eculizumab-aeeb), Epysqli® (Eculizumab-aagh), and Soliris®
(Eculizumab) Approval Criteria [Atypical Hemolytic Uremic Syndrome
(aHUS) Diagnosis]:

1.

2.

3.

An FDA approved diagnosis of aHUS; and

Prescriber must confirm the member does not have Shiga toxin E. coli
related hemolytic uremic syndrome (STEC-HS); and

Bkemv™, Epysqli®, or Soliris® must be prescribed by, or in consultation
with, a gastroenterologist, geneticist, hematologist, nephrologist, or a
specialist with expertise in the treatment of aHUS;
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