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The University of Oklahoma
HealthSciencesCenter
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 – December 13, 2023

DATE: December 6, 2023

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_R_AmCBepQpGQggKXT40uxg

After registering, you will receive a confirmation email containing

information about joining the webinar.

Enclosed are the following items related to the December meeting.

Material is arranged in order of the agenda.

Call to Order

Public Comment Forum

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

Update on the Medication Coverage Authorization Unit/Academic

Detailing Program Update – Appendix B

Action Item – Vote to Update the Maintenance Drug List – Appendix C
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Action Item – Vote to Prior Authorize Symbicort Aerosphere®

(Budesonide/Formoterol) and Update the Approval Criteria for the

Asthma and Chronic Obstructive Pulmonary Disease (COPD)

Maintenance Medications – Appendix D

Action Item – Vote to Prior Authorize Sohonos™ (Palovarotene) –

Appendix E

Action Item – Vote to Prior Authorize Miebo™ (Perfluorohexyloctane

Ophthalmic Solution) and Vevye® (Cyclosporine Ophthalmic Solution) –

Appendix F

Action Item – Vote to Prior Authorize Veozah™ (Fezolinetant) and Update

the Approval Criteria for Vasomotor Symptom (VMS) Medications –

Appendix G

Action Item – Vote to Prior Authorize Elrexfio™ (Elranatamab-bcmm) and

Talvey™ (Talquetamab-tgvs) and Update the Approval Criteria for the

Multiple Myeloma Medications – Appendix H

Action Item – Annual Review of Anticoagulants and Platelet Aggregation

Inhibitors – Appendix I

Action Item – Annual Review of Constipation and Diarrhea Medications –

Appendix J

Annual Review of Skin Cancer Medications and 30-Day Notice to Prior

Authorize Hepzato Kit™ (Mephalan) and Zynyz™ (Retifanlimab-dlwr)–

Appendix K

Annual Review of Complement Inhibitors and Miscellaneous

Immunomodulatory Agents and 30-Day Notice to Prior Authorize

Rystiggo® (Rozanolixizumab-noli), Vyvgart® Hytrulo (Efgartigimod

Alfa/Hyaluronidase-qvfc), and Zilbrysq® (Zilucoplan) – Appendix L

Annual Review of Antidepressants and 30-Day Notice to Prior Authorize

Exxua™ (Gepirone) and Zurzuvae™ (Zuranolone) – Appendix M

Annual Review of Lysosomal Storage Disease Medications and 30-Day

Notice to Prior Authorize Elfabrio® (Pegunigalsidase Alfa-iwxj), Opfolda™

(Miglustat), and Pombiliti™ (Cipaglucosidase Alfa-atga) – Appendix N

U.S. Food and Drug Administration (FDA) and Drug Enforcement

Administration (DEA) Updates – Appendix O

Future Business

Adjournment



Oklahoma Health Care Authority
Drug Utilization Review Board

(DUR Board)

Meeting – December 13, 2023 @ 4:00pm

atthe

Oklahom aHealth Care Authority (OHCA)

4345 N .LincolnBlvd.

Oklahom aCity,Oklahom a73105

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

Discussionand actiononthe follow ing item s:

Item s tobe presented by Dr.M uchm ore,Chairm an:

1. Call to Order

A.R ollCall–Dr.W ilcox

DUR Board Members:

M r.Kenneth Foster– participating inperson

Dr.M eganHanner– participating inperson

Dr.BretHaym ore – participating inperson

Dr.JohnM uchm ore – participating inperson

Dr.Lee M uñoz – participating inperson

Dr.Jam es Osborne – participating inperson

Dr.EdnaPatatanian– participating inperson

Dr.VineethaT hom as – participating inperson

Dr.Beth W alton– participating inperson

Dr.Cindy W est– participating inperson

Viewing Access Only via Zoom:

Please registerforthe m eeting at:
https://oklahom a.zoom .us/w ebinar/register/W N _R _Am CBepQpGQggKXT 40uxg

Afterregistering,you w illreceive aconfirm ationem ailcontaining inform ation

aboutjoining the w ebinar.

Orjoinby phone:

Dial:+1-602-753-0140or+1-669-219-2599

W ebinarID:919 6475 4191

Passcode:95646190



Public Comment for Meeting:

 S peakers w how ish tosignup forpubliccom m entatthe OHCA DU R Board

m eeting m ay dosoinw riting by visiting the DU R Board page onthe OHCA

w ebsite atw w w .oklahom a.gov/ohca/about/boards-and-com m ittees/drug-

utilization-review /dur-board and com pleting the S peakerR egistrationForm .

Com pleted S peakerR egistrationform s should be subm itted to

DU R PublicCom m ent@ okhca.org.Form s m ustbe received afterthe DU R

Board agendahas beenposted and nolaterthan24 hours before the

m eeting.

 T he DU R Board m eeting w illallow publiccom m entand tim e w illbe lim ited

to40m inutes totalforallspeakers during the m eeting.Each speakerw illbe

given5 m inutes tospeakatthe publichearing.Ifm ore than8 speakers

properly requesttospeak,tim e w illbe divided evenly.

 Only 1speakerperm anufacturerw illbe allow ed.

 Any speakers w hosignup forpubliccom m entm ustattend the DU R Board

m eeting inpersonatOHCA (see above address).Publiccom m entthrough

Zoom w illnotbe allow ed forthe DU R Board m eeting.

Item s tobe presented by Dr.M uchm ore,Chairm an:

2. Public Comment Forum

A.Acknow ledgem entofS peakers forPublicCom m ent

Item s tobe presented by Dr.M uchm ore,Chairm an:

3. Action Item – Approval of DUR Board Meeting Minutes – See Appendix A

A.N ovem ber8,2023 DU R Board M eeting M inutes

B.N ovem ber8,2023 DU R Board R ecom m endations M em orandum

Item s tobe presented by Dr.M organ,Dr.T ravers,Dr.M uchm ore,Chairm an:

4. Update on Medication Coverage Authorization Unit/Academic Detailing

Program Update – See Appendix B

A.Pharm acy Help DeskActivity forN ovem ber2023

B.M edicationCoverage Activity forN ovem ber2023

C.Academ icDetailing Program U pdate

Item s tobe presented by Dr.M oss,Dr.M uchm ore,Chairm an:

5. Action Item – Vote to Update the Maintenance Drug List – See Appendix C

A.Introduction

B.S oonerCare M aintenance Drug List

C.College ofPharm acy R ecom m endations



Item s tobe presented by Dr.O’Halloran,Dr.M uchm ore,Chairm an:

6. Action Item – Vote to Prior Authorize Symbicort Aerosphere®

(Budesonide/Formoterol) and Update the Approval Criteria for the Asthma

and Chronic Obstructive Pulmonary Disease (COPD) Maintenance

Medications – See Appendix D

A.M arketN ew s and U pdates

B.College ofPharm acy R ecom m endations

Item s tobe presented by Dr.W ilson,Dr.M uchm ore,Chairm an:

7. Action Item – Vote to Prior Authorize Sohonos™ (Palovarotene) – See

Appendix E

A.M arketN ew s and U pdates

B.S ohonos™ (Palovarotene)ProductS um m ary

C.College ofPharm acy R ecom m endations

Item s tobe presented by Dr.M organ,Dr.M uchm ore,Chairm an:

8. Action Item – Vote to Prior Authorize Miebo™ (Perfluorohexyloctane

Ophthalmic Solution) and Vevye® (Cyclosporine Ophthalmic Solution) – See

Appendix F

A.M arketN ew s and U pdates

B.ProductS um m aries

C.College ofPharm acy R ecom m endations

Item s tobe presented by Dr.M oss,Dr.M uchm ore,Chairm an:

9. Action Item – Vote to Prior Authorize Veozah™ (Fezolinetant) and Update

the Approval Criteria for Vasomotor Symptom (VMS) Medications – See

Appendix G

A.M arketN ew s and U pdates

B.Veozah™ (Fezolinetant)ProductS um m ary

C.College ofPharm acy R ecom m endations

Item s tobe presented by Dr.Borders,Dr.M uchm ore,Chairm an:

10. Action Item – Vote to Prior Authorize Elrexfio™ (Elranatamab-bcmm) and

Talvey™ (Talquetamab-tgvs) and Update the Approval Criteria for the

Multiple Myeloma Medications – See Appendix H

A.M arketN ew s and U pdates

B.ProductS um m aries

C.College ofPharm acy R ecom m endations

Item s tobe presented by Dr.O’Halloran,Dr.M uchm ore,Chairm an:

11. Action Item – Annual Review of Anticoagulants and Platelet Aggregation

Inhibitors – See Appendix I

A.CurrentPriorAuthorizationCriteria

B.U tilizationofAnticoagulants and PlateletAggregationInhibitors

C.PriorAuthorizationofAnticoagulants and PlateletAggregationInhibitors



D.M arketN ew s and U pdates

E. College ofPharm acy R ecom m endations

F. U tilizationDetails ofAnticoagulants and PlateletAggregationInhibitors

Item s tobe presented by Dr.M organ,Dr.M uchm ore,Chairm an:

12. Action Item – Annual Review of Constipation and Diarrhea Medications –

See Appendix J

A.CurrentPriorAuthorizationCriteria

B.U tilizationofConstipationand DiarrheaM edications

C.PriorAuthorizationofConstipationand DiarrheaM edications

D.M arketN ew s and U pdates

E. College ofPharm acy R ecom m endations

F. U tilizationDetails ofConstipationand DiarrheaM edications

Item s tobe presented by Dr.Borders,Dr.M uchm ore,Chairm an:

13. Annual Review of Skin Cancer Medications and 30-Day Notice to Prior

Authorize Hepzato Kit™ (Mephalan) and Zynyz™ (Retifanlimab-dlwr) – See

Appendix K

A.CurrentPriorAuthorizationCriteria

B.U tilizationofS kinCancerM edications

C.PriorAuthorizationofS kinCancerM edications

D.M arketN ew s and U pdates

E. ProductS um m aries

F. College ofPharm acy R ecom m endations

G.U tilizationDetails ofS kinCancerM edications

Item s tobe presented by Dr.M oss,Dr.M uchm ore,Chairm an:

14. Annual Review of Complement Inhibitors and Miscellaneous

Immunomodulatory Agents and 30-Day Notice to Prior Authorize

Rystiggo® (Rozanolixizumab-noli), Vyvgart® Hytrulo (Efgartigimod

Alfa/Hyaluronidase-qvfc), and Zilbrysq® (Zilucoplan) – See Appendix L

A.CurrentPriorAuthorizationCriteria

B.U tilizationofCom plem entInhibitors and M iscellaneous Im m unom odulatory

Agents

C.PriorAuthorizationofCom plem entInhibitors and M iscellaneous

Im m unom odulatory Agents

D.M arketN ew s and U pdates

E. ProductS um m aries

F. College ofPharm acy R ecom m endations

G.U tilizationDetails ofCom plem entInhibitors and M iscellaneous

Im m unom odulatory Agents



Item s tobe presented by Dr.O’Halloran,Dr.M uchm ore,Chairm an:

15. Annual Review of Antidepressants and 30-Day Notice to Prior Authorize

Exxua™ (Gepirone) and Zurzuvae™ (Zuranolone) – See Appendix M

A.CurrentPriorAuthorizationCriteria

B.U tilizationofAntidepressants

C.PriorAuthorizationofAntidepressants

D.M arketN ew s and U pdates

E. ProductS um m aries

F. College ofPharm acy R ecom m endations

G.U tilizationDetails ofAntidepressants

Item s tobe presented by Dr.W ilson,Dr.M uchm ore,Chairm an:

16. Annual Review of Lysosomal Storage Disease Medications and 30-Day

Notice to Prior Authorize Elfabrio® (Pegunigalsidase Alfa-iwxj), Opfolda™

(Miglustat), and Pombiliti™ (Cipaglucosidase Alfa-atga) – See Appendix N

A.CurrentPriorAuthorizationCriteria

B.U tilizationofLysosom alS torage Disease M edications

C.PriorAuthorizationofLysosom alS torage Disease M edications

D.M arketN ew s and U pdates

E. ProductS um m aries

F. College ofPharm acy R ecom m endations

G.U tilizationDetails ofLysosom alS torage Disease M edications

Item s tobe presented by Dr.M organ,Dr.M uchm ore,Chairm an:

17. U.S. Food and Drug Administration (FDA) and Drug Enforcement

Administration (DEA) Updates – See Appendix O

Item s tobe presented by Dr.Adam s,Dr.M uchm ore,Chairm an:

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

No live DUR Board meeting scheduled for January 2024.January 2024will

be a packet-only meeting.

A.Antihyperlipidem ics

B.BladderControlM edications

C.Glaucom aM edications

D.N on-M alignantS olid T um orM edications

*Future productand class review s subjecttochange.

19. Adjournment

N OT E:Ananalysis ofthe atypical[Aged,Blind,and Disabled (ABD)]patient

subgroup ofthe Oklahom aM edicaid populationhas beenperform ed pertaining to

allrecom m endations included inthis DU R Board m eeting packettoensure fairand

know ledgeable deliberationofthe potentialim pactofthe recom m endations on

this patientpopulation.
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OKLAHOMA HEALTH CARE AUTHORITY
DRUG UTILIZATION REVIEW (DUR) BOARD MEETING

MINUTES OF MEETING NOVEMBER 8, 2023

DUR BOARD MEMBERS: PRESENT ABSENT

Kenneth Foster, MHS, PA-C X

Megan A. Hanner, D.O. X

John Muchmore, M.D.; Ph.D.; Chairman X

Lee Muñoz, D.Ph. X

James Osborne, Pharm.D. X

Edna Patatanian, Pharm.D., FASHP; Interim Vice Chairwoman X

Vineetha Thomas, Pharm.D., BCOP X

Beth Walton, Pharm.D. X

COLLEGE OF PHARMACY STAFF: PRESENT ABSENT

Michyla Adams, Pharm.D.; DUR Manager 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

Mattie Morgan, Pharm.D.; Pharmacy Resident X

Regan Moss, Pharm.D.; Clinical Pharmacist X

Brandy Nawaz, Pharm.D.; Clinical Pharmacist X

Alicia O’Halloran, Pharm.D.; Clinical Pharmacist 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

Emily Borders, Pharm.D., BCOP X

Brooke Daugherty, Pharm. D., BCOP X

Graduate Students: Rykr Carpenter, Pharm.D. X

Matthew Dickson, Pharm.D. X

Michael Nguyen, Pharm.D. X

Corby Thompson, Pharm.D. X

Visiting Pharmacy Student(s): Derek Johnson, Neenu Joshua X

OKLAHOMA HEALTH CARE AUTHORITY STAFF: PRESENT ABSENT

Mark Brandenburg, M.D., MSC; Medical Director X

Ellen Buettner; Chief Executive Officer X

Terry Cothran, D.Ph.; Pharmacy Director X

Josh Holloway, J.D.; Deputy General Counsel X

Traylor Rains; State Medicaid Director 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

Kara Smith, J.D.; General Counsel X

Michelle Tahah, Pharm.D.; Clinical Pharmacist X

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

OTHERS PRESENT:

Wendy Segal, MedSphere Donna Polichemi, Takeda

Lori Howarth, Bayer Irene Chung, Aetna

Shellie Keast, Mercer Dana Pipkin, Sarepta

Brent Parker, Merck Gary Parenteau, Dexcom

Rhonda Clark, Indivior Chad Sanders, Ipsen

Scott Stepien, Ipsen Kristen Winters, Oklahoma Complete Health

Chrystal Mayes, Sanofi Melissa Abbott, Eisai

Justin Springfield, Gilead Nima Nabavi, Amgen

Todd Ness, AbbVie Fred McClellan, Ascendis

Bryan Steffan, Boehringer Ed Clasby, Medtronic

David Prather, Novo Nordisk

PRESENT FOR PUBLIC COMMENT:

N/A

AGENDA ITEM NO. 1: CALL TO ORDER
1A: ROLL CALL
Dr. Muchmore called the meeting to order at 4:00 pm. Roll call by Dr. Adams
established the presence of a quorum.
ACTION: NONE REQUIRED

AGENDA ITEM NO. 2: PUBLIC COMMENT FORUM
ACTION: NONE REQUIRED

AGENDA ITEM NO. 3: APPROVAL OF DUR BOARD MEETING MINUTES
3A: October 11, 2023 DUR MINUTES – VOTE
Materials included in agenda packet; presented by Dr. Muchmore
Dr. Patatanian moved to approve; seconded by Mr. Foster
ACTION: MOTION CARRIED

AGENDA ITEM NO. 4: UPDATE ON MEDICATION COVERAGE
AUTHORIZATION UNIT/USE OF STATINS IN MEMBERS WITH DIABETES MELLITUS
(DM)
4A: PHARMACY HELPDESK ACTIVITY FOR OCTOBER 2023
4B: MEDICATION COVERAGE ACTIVITY FOR OCTOBER 2023
4C: USE OF STATINS IN MEMBERS WITH DM
Materials included in agenda packet; presented by Dr. Morgan, Dr. O’Halloran
ACTION: NONE REQUIRED

AGENDA ITEM NO. 5: APPROVAL OF 2024 DUR BOARD MEETING
DATES
Materials included in agenda packet; presented by Dr. O’Halloran
Mr. Foster moved to approve; seconded by Dr. Patatanian
ACTION: MOTION CARRIED



AGENDA ITEM NO. 6: VOTE TO PRIOR AUTHORIZE ELEVIDYS
(DELANDISTROGENE MOXEPARVOVEC-ROKL) AND UPDATE THE APPROVAL
CRITERIA FOR THE MUSCULAR DYSTROPHY MEDICATIONS
6A: MARKET NEWS AND UPDATES
6B: ELEVIDYS (DELANDISTROGENE MOXEPARVOVEC-ROKL) PRODUCT

SUMMARY
6C: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. Moss
Dr. Walton moved to approve; seconded by Mr. Foster
ACTION: MOTION CARRIED

AGENDA ITEM NO. 7: VOTE TO PRIOR AUTHORIZE JESDUVROQ™
(DAPRODUSTAT) AND UPDATE THE APPROVAL CRITERIA FOR THE ANEMIA
MEDICATIONS
7A: MARKET NEWS AND UPDATES
7B: JESDUVROQ™ (DAPRODUSTAT) PRODUCT SUMMARY
7C: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. O’Halloran
Dr. Patatanian moved to approve; seconded by Mr. Foster
ACTION: MOTION CARRIED

AGENDA ITEM NO. 8: VOTE TO PRIOR AUTHORIZE IDACIO®

(ADALIMUMAB-AACF), LITFULO™ (RITLECITINIB), TOFIDENCE™ (TOCILIZUMAB-
BAVI), YUFLYMA® (ADALIMUMAB-AATY), AND YUSIMRY™ (ADALIMUMAB-AQVH)
AND UPDATE THE APPROVAL CRITERIA FOR THE TARGETED
IMMUNOMODULATOR AGENTS
8A: MARKET NEWS AND UPDATES
8B: PRODUCT SUMMARIES
8C: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. Wilson
Dr. Patatanian moved to approve; seconded by Mr. Foster
ACTION: MOTION CARRIED

AGENDA ITEM NO. 9: VOTE TO PRIOR AUTHORIZE VEOPOZ™
(POZELIMAB-BBFG)
9A: MARKET NEWS AND UPDATES
9B: VEOPOZ™ (POZELIMAB-BBFG) PRODUCT SUMMARY
9C: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. O’Halloran
Dr. Patatanian moved to approve; seconded by Mr. Foster
ACTION: MOTION CARRIED

AGENDA ITEM NO. 10: VOTE TO PRIOR AUTHORIZE OJJAARA
(MOMELOTINIB)
10A: MARKET NEWS AND UPDATES
10B: OJJAARA (MOMELOTINIB) PRODUCT SUMMARY
10C: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. Borders
Dr. Patatanian moved to approve; seconded by Dr. Thomas
ACTION: MOTION CARRIED

AGENDA ITEM NO. 11: ANNUAL REVIEW OF ATOPIC DERMATITIS (AD)
MEDICATIONS
11A: CURRENT PRIOR AUTHORIZATION CRITERIA



11B: UTILIZATION OF AD MEDICATIONS
11C: PRIOR AUTHORIZATION OF AD MEDICATIONS
11D: MARKET NEWS AND UPDATES
11E: COLLEGE OF PHARMACY RECOMMENDATIONS
11F: UTILIZATION DETAILS OF AD MEDICATIONS
Materials included in agenda packet; presented by Dr. Wilson
Dr. Patatanian moved to approve; seconded by Dr. Walton
ACTION: MOTION CARRIED

AGENDA ITEM NO. 12: ANNUAL REVIEW OF INJECTABLE AND VAGINAL
PROGESTERONE PRODUCTS
12A: CURRENT PRIOR AUTHORIZATION CRITERIA
12B: UTILIZATION OF INJECTABLE AND VAGINAL PROGESTERONE PRODUCTS
12C: PRIOR AUTHORIZATION OF INJECTABLE AND VAGINAL PROGESTERONE

PRODUCTS
12D: MARKET NEWS AND UPDATES
12E: COLLEGE OF PHARMACY RECOMMENDATIONS
12F: UTILIZATION DETAILS OF INJECTABLE AND VAGINAL PROGESTERONE

PRODUCTS
Materials included in agenda packet; presented by Dr. Moss
Dr. Walton moved to approve; seconded by Dr. Patatanian
ACTION: MOTION CARRIED

AGENDA ITEM NO. 13: ANNUAL REVIEW OF MULTIPLE MYELOMA
MEDICATIONS AND 30-DAY NOTICE TO PRIOR AUTHORIZE ELREXFIO™
(ELRANATAMAB-BCMM) AND TALVEY™ (TALQUESTAMAB-TGVS)
13A: CURRENT PRIOR AUTHORIZATION CRITERIA
13B: UTILIZATION OF MULTIPLE MYELOMA MEDICATIONS
13C: PRIOR AUTHORIZATION OF MULTIPLE MYELOMA MEDICATIONS
13D: MARKET NEWS AND UPDATES
13E: PRODUCT SUMMARIES
13F: COLLEGE OF PHARMACY RECOMMENDATIONS
13G: UTILIZATION DETAILS OF MULTIPLE MYELOMA MEDICATIONS
Materials included in agenda packet; presented by Dr. Borders
ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN DECEMBER

AGENDA ITEM NO. 14: ANNUAL REVIEW OF ASTHMA AND CHRONIC
OBSTRUCTIVE PULMONARY DISEASE (COPD) MAINTENANCE MEDICATIONS AND
30-DAY NOTICE TO PRIOR AUTHORIZE SYMBICORT AEROSPHERE®

(BUDESONIDE/FORMOTEROL FUMARATE)
14A: CURRENT PRIOR AUTHORIZATION CRITERIA
14B: UTILIZATION OF ASTHMA AND COPD MAINTENANCE MEDICATIONS
14C: PRIOR AUTHORIZATION OF ASTHMA AND COPD MAINTENANCE

MEDICATIONS
14D: MARKET NEWS AND UPDATES
14E: COLLEGE OF PHARMACY RECOMMENDATIONS
14F: UTILIZATION DETAILS OF ASTHMA AND COPD MAINTENANCE

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

AGENDA ITEM NO. 15: 30-DAY NOTICE TO PRIOR AUTHORIZE
SOHONOS™ (PALOVAROTENE)
15A: INTRODUCTION



15B: SOHONOS™ (PALOVAROTENE) PRODUCT SUMMARY
15C: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. Wilson
ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN DECEMBER

AGENDA ITEM NO. 16: ANNUAL REVIEW OF VASOMOTOR SYMPTOM
(VMS) MEDICATIONS AND 30-DAY NOTICE TO PRIOR AUTHORIZE VEOZAH™
(FEZOLINETANT)
16A: CURRENT PRIOR AUTHORIZATION CRITERIA
16B: UTILIZATION OF VMS MEDICATIONS
16C: PRIOR AUTHORIZATION OF VMS MEDICATIONS
16D: MARKET NEWS AND UPDATES
16E: VEOZAH™ (FEZOLINETANT) PRODUCT SUMMARY
16F: COLLEGE OF PHARMACY RECOMMENDATIONS
16G: UTILIZATION DETAILS OF VMS MEDICATIONS
Materials included in agenda packet; presented by Dr. Moss
ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN DECEMBER

AGENDA ITEM NO. 17: ANNUAL REVIEW OF DRY EYE DISEASE (DED)
MEDICATIONS AND 30-DAY NOTICE TO PRIOR AUTHORIZE MIEBO™
(PERFLUOROHEXYLOCTANE OPHTHALMIC SOLUTION) AND VEVYE®

(CYCLOSPORINE OPHTHALMIC SOLUTION)
17A: CURRENT PRIOR AUTHORIZATION CRITERIA
17B: UTILIZATION OF DED MEDICATIONS
17C: PRIOR AUTHORIZATION OF DED MEDICATIONS
17D: MARKET NEWS AND UPDATES
17E: PRODUCT SUMMARIES
17F: COLLEGE OF PHARMACY RECOMMENDATIONS
17G: UTILIZATION DETAILS OF DED MEDICATIONS
Materials included in agenda packet; presented by Dr. Morgan
ACTION: NONE REQUIRED; WILL BE AN ACTION ITEM IN DECEMBER

AGENDA ITEM NO. 18: ANNUAL REVIEW OF SKYSONA® (ELIVALDOGENE
AUTOTEMCEL)
18A: CURRENT PRIOR AUTHORIZATION CRITERIA
18B: UTILIZATION OF SKYSONA® (ELIVALDOGENE AUTOTEMCEL)
18C: PRIOR AUTHORIZATION OF SKYSONA® (ELIVALDOGENE AUTOTEMCEL)
18D: COLLEGE OF PHARMACY RECOMMENDATIONS
Materials included in agenda packet; presented by Dr. Moss
ACTION: NONE REQUIRED

AGENDA ITEM NO. 19: U.S. FOOD AND DRUG ADMINISTRATION (FDA)
AND DRUG ENFORCEMENT ADMINISTATION (DEA) UPDATES
Materials included in agenda packet; presented by Dr. Morgan
ACTION: NONE REQUIRED

AGENDA ITEM NO. 20: FUTURE BUSINESS* (UPCOMING PRODUCT AND
CLASS REVIEWS)
20A: ANTICOAGULANTS AND PLATELET AGGREGATION INHIBITORS
20B: ANTIDEPRESSANTS
20C: LYSOSOMAL STORAGE DISEASE MEDICATIONS
20D: SKIN CANCER MEDICATIONS
*Future product and class reviews subject to change.
Materials included in agenda packet; presented by Dr. Adams



ACTION: NONE REQUIRED

AGENDA ITEM NO. 21: ADJOURNMENT
The meeting was adjourned at 5:29 pm.
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Memorandum

Date: November 9, 2 0 2 3

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 Meeting on November 8,
2 0 2 3

Recommendation 1: Use of Statins in Members with Diabetes Mellitus

NO ACTION REQUIRED.

Recommendation 2: 2024 DUR Board Meeting Dates

MOTION CARRIED by unanimous approval.

DUR Board meetings are held the second Wednesday of every month at
4:0 0 pm at the Oklahoma Health Care Authority:
 January 10 , 2 0 2 4
 February 14,2 0 2 4
 March 13,2 0 2 4
 April 10 , 2 0 2 4
 May 8, 2 0 2 4
 June 12 , 2 0 2 4
 July 10 , 2 0 2 4
 August 14, 2 0 2 4
 September 11, 2 0 2 4
 October 9, 2 0 2 4
 November 13, 2 0 2 4
 December 11, 2 0 2 4
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Recommendation 3: Vote to Prior Authorize Elevidys (Delandistrogene
Moxeparvovec-rokl) and Update the Approval Criteria for the Muscular
Dystrophy Medications

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Elevidys
(delandistrogene moxeparvovec-rokl)with the following criteria (shown in
red):

Elevidys (Delandistrogene Moxeparvovec-rokl) Approval Criteria:
1. An FDA approved diagnosis of Duchenne muscular dystrophy (DMD)

with a confirmed mutation in the DMD gene (results of genetic testing
must be submitted);and

2 . Member must be 4 years through 5years of age;and
3. Prescriber must attest the member is ambulatory and the results of 1 of

the following tests must be submitted:
a. North Star Ambulatory Assessment (NSAA);or
b. 6-minute walk test (6MWT);or
c. 10 -meter walk test ( 10 mWT);or
d. Ascend 4 Steps;or
e. Time to Rise (TTR);or
f. 10 0 -meter timed test;and

4. Elevidys must be prescribed by a neurologist or specialist with expertise
in the treatment of DMD (or an advanced care practitioner with a
supervising physician who is a neurologist or specialist with expertise in
the treatment of DMD);and

5. Member’s baseline anti-AAVrh74 total binding antibody titers must be
<1:40 0 ;and

6. Member must not have any deletion in exon 8 and/or exon 9 in the
DMD gene;and

7. If the member has a deletion in the DMD gene in exon 1 to 17 and/or
exons 59 to 71, the prescriber must verify the member will be monitored
for a severe immune-mediated myositis reaction;and

8. Member must not have any active infections and if the member does
have an active infection, the prescriber must verify Elevidys infusion will
be postponed until infection has resolved;and

9. Prescriber must verify the member will initiate a corticosteroid regimen
1 day prior to the infusion of Elevidys and continue for a minimum of 60
days to reduce the risk of an immune response as specified in the
package labeling;and

10 .Prescriber must verify liver function tests (LFTs)(e.g., GGT, total
bilirubin)will be performed prior to Elevidys administration and will be
monitored weekly for the first 3months following Elevidys infusion
then as clinically indicated;and
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11. Prescriber must verify troponin-I will be monitored before the Elevidys
infusion and weekly for the first month following infusion then as
clinically indicated;and

12 .Prescriber must verify that platelet counts will be monitored before the
Elevidys infusion and weekly for the first 2 weeks following infusion
then as clinically indicated;and

13.Member will not be approved for concomitant treatment with exon
skipping therapy (e.g., Amondys 45, Exondys 51, Viltepso ® , Vyondys 53)
following Elevidys infusion (current authorizations for exon skipping
therapy will be discontinued upon Elevidys approval);and

14.Member’s current weight (kg)taken within the past 3weeks must be
provided on the request to ensure accurate weight-based dosing
according to package labeling;and

15.Approvals will be for 1 dose per member per lifetime.

Additionally, the College of Pharmacy recommends the following change to
the Amondys 45(casimersen), Exondys 51 (eteplirsen), Viltepso ® ( viltolarsen),
and Vyondys 53(golodirsen)approval criteria based on the FDA approval of
Elevidys (delandistrogene moxeparvovec-rokl)(changes shown in red):

Amondys 45 (Casimersen), Exondys 51 (Eteplirsen), Viltepso® (Viltolarsen),
and Vyondys 53 (Golodirsen) Approval Criteria:

1. An FDA approved diagnosis of Duchenne muscular dystrophy (DMD);
and

2 . Member must have a confirmed mutation of the DMD gene that is
amenable to exon skipping for the requested medication (results of
genetic testing must be submitted);and

3. Member must not have previously received Elevidys (delandistrogene
moxeparvovec-rokl);and

4. Must be prescribed by a neurologist or specialist with expertise in the
treatment of DMD (or an advanced care practitioner with a supervising
physician who is a neurologist or specialist with expertise in the
treatment of DMD);and

5. Prescriber must verify the member’s renal function will be
appropriately assessed prior to initiation of therapy and monitored
during treatment;and

6. Member must be on a stable dose of a corticosteroid (at least 3months
in duration)or a patient-specific, clinically significant reason why
corticosteroids are not appropriate for the member must be provided;
and

7. A baseline assessment must be provided using at least 1 of the
following exams as functionally appropriate:

a. 6-minute walk test (6MWT);or
b. Forced vital capacity percent predicted (FVCpp);and

8. The requested exon-skipping therapy will not be approved for
concurrent use with any other exon-skipping therapies for DMD;and
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9. Initial authorizations will be for the duration of 6 months, at which time
the prescriber must verify the member is responding to the medication
as demonstrated by clinically significant improvement or maintenance
of function from pretreatment baseline status using the same exam as
performed at baseline assessment;and

10 .Subsequent approvals will be for the duration of 1 year.For yearly
approvals, the prescriber must verify the member is responding to the
medication as demonstrated by clinically significant improvement or
maintenance of function from pretreatment baseline status using the
same exam as performed at baseline assessment;and

11. The 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.

Recommendation 4: Vote to Prior Authorize Jesduvroq™ (Daprodustat)
and Update the Approval Criteria for Anemia Medications

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Jesduvroq ™
(daprodustat)with the following criteria (shown in red):

Jesduvroq™ (Daprodustat) Approval Criteria:
1. An FDA approved indication for the treatment of anemia due to

chronic kidney disease (CKD)in adults;and
2 . Member must currently be on dialysis and must have been receiving

dialysis for ≥4 months; and 
3. Prescriber must verify that member does not have uncontrolled

hypertension;and
4. Prescriber must verify that member does not have an active

malignancy;and
5. Member must not be concurrently taking strong CYP2 C8 inhibitors ( i.e.,

gemfibrozil);and
6. Member’s pre-treatment hemoglobin (Hgb)must be <11g/dL.Recent

Hgb levels must be provided;and
7. Member must be hyporesponsive to an erythropoiesis-stimulating

agent (ESA)(or have a contraindication to use), defined as:
a. No increase in Hgb after 1 month of weight-based dosing;or
b. 2 increases in ESA dose up to 50 % more than previous dose to

maintain current Hgb level;and
8. Prescriber must verify that member will not use Jesduvroq ™

concomitantly with an ESA;and
9. Initial and subsequent approvals will be for the duration of 12 weeks of

treatment.Subsequent approvals will granted if the member meets 1 of
the following:

a. Member has achieved or maintained a clinically meaningful
increase in Hgb of ≥1g/dL and the member’s Hgb level is <12 g/dL; or  
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b. If the member has not achieved or maintained a clinically
meaningful increase in Hgb of ≥1g/dL, then all of the following will 
be required:

i. The dose will be increased as tolerated to a maximum of
2 4mg per day;and

ii. The member has not received 2 4mg per day for >12 weeks
without achieving a clinically meaningful increase in
hemoglobin of ≥1g/dL; and  

iii. The member’s Hgb is <12 g/dL;and
10 .Jesduvroq ™ should be discontinued in members who do not show

evidence of a clinically meaningful increase in Hgb by 2 4 weeks.

Additionally, the College of Pharmacy recommends updating the Enjaymo ®

( sutimlimab-jome)and Reblozyl® ( luspatercept-aamt)approval criteria based
on the new FDA approved label expansions (changes shown in red):

Enjaymo® (Sutimlimab-jome) Approval Criteria:
1. An FDA approved diagnosis of primary cold agglutin disease confirmed

by the following:
a. Chronic hemolysis;and
b. Positive direct antiglobulin (Coombs)test for C3d;and
c. Cold agglutin titer of ≥64 at 4°  Celsius; and 

2 . Member must have 1 or more symptoms associated with cold
agglutinin disease ( i.e., symptomatic anemia, acrocyanosis, Raynaud’s
phenomenon, hemoglobinuria, a major adverse vascular event);and

3. Member has a history of at least 1 documented red blood cell (RBC)
transfusion within 6 months of initiation;and

4. Member has a hemoglobin (Hgb) level ≤10 g/dL; and 
5. Member has a bilirubin level above the normal reference range;and
6. Enjaymo ® must be prescribed by a hematologist (or an advanced care

practitioner with a supervising physician who is a hematologist);and
7. Member has not received rituximab within 3months of initiation and

will not be using rituximab concomitantly with Enjaymo ® ;and
8. Prescriber must verify the member has been vaccinated against

encapsulated bacteria (e.g., Neisseria meningitides, Streptococcus
pneumoniae, Haemophilus influenzae)at least 2 weeks prior to
initiation of treatment;and

9. Enjaymo ® must be administered in a health care setting by a health
care provider prepared to manage anaphylaxis;and

10 .The prescriber must agree to monitor the member for at least 2 hours
following the initial infusion for signs or symptoms of an infusion and/or
hypersensitivity reaction and for 1 hour following completion of
subsequent infusions;and

11. Prescriber must verify the member has no chronic systemic infections
[e.g., hepatitis B, hepatitis C, human immunodeficiency virus (HIV)];and
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12 .The 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

13.Initial approvals will be for 6 months.Reauthorization may be granted if
the prescriber documents the member is responding well to therapy,
as confirmed by at least 1 of the following:

a. Member has an increase in Hgb level of ≥2 g/dL from baseline; or 
b. Member has had normalization of Hgb level to ≥12 g/dL; or 
c. Member has had a decreased number of RBC transfusions since

initiation of therapy.

Reblozyl® (Luspatercept-aamt) Approval Criteria [Myelodysplastic
Syndromes (MDS) Diagnosis]:

1. An FDA approved indication of 1 of the following:
a. Treatment of adult members with very low-to-intermediate risk

MDS with ring sideroblasts (MDS-RS)or myelodysplastic/
myeloproliferative neoplasm with ring sideroblasts and
thrombocytosis (MDS/MPN-RS-T)with anemia failing an
erythropoiesis-stimulating agent (ESA) and requiring ≥2  red blood 
cell (RBC)units over 8 weeks;or

b. Treatment of adult members with very low-to-intermediate risk
MDS with anemia who are ESA-naïve and who required ≥2  RBC 
units within the last 8 weeks;and

2 . For MDS-RS or MDS/MPN-RS-T:
a. Member must have had an inadequate response to prior treatment

with an ESA, be intolerant of ESAs, or have a serum erythropoietin
level >2 0 0 U/L;and

b. Member must not have been previously treated with a disease
modifying agent for the treatment of MDS;and

c. Prescriber must verify the member does not have deletion 5q (del
5q);and

3. Complete blood counts (CBC)and verification that levels are acceptable
to the prescriber and in accordance with package labeling;and

4. Reblozyl ® must be prescribed by, or in consultation with, a
hematologist, oncologist, or a specialist with expertise in treatment of
MDS (or an advanced care practitioner with a supervising physician
who is a hematologist, oncologist, or specialist with expertise in treating
MDS);and

5. Prescriber must verify the member’s hemoglobin will be monitored
prior to each Reblozyl ® administration;and

6. Prescriber must verify Reblozyl ® will be administered by a trained
health care provider;and

7. A recent (within the last 3months)weight must be provided on the
prior authorization request in order to authorize the appropriate
amount of drug required according to package labeling;and
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8. Approval quantities will be dependent on member weight and every 3
week dosing in accordance with package labeling;and

9. Initial approvals will be for the duration of 6 months.Further approvals
will not be granted if the member does not experience a decrease in
transfusion burden after 9 weeks of treatment (administration of 3
doses)at the maximum dose of 1.75mg/kg or if unacceptable toxicity
occurs at any time.Subsequent approvals will be for 1 year if the
prescriber documents the member is responding well to treatment.

Recommendation 5: Vote to Prior Authorize Idacio® (Adalimumab-aacf),
Litfulo™ (Ritlecitinib), Tofidence™ (Tocilizumab-bavi), Yuflyma®

(Adalimumab-aaty), and Yusimry™ (Adalimumab-aqvh) and Update the
Approval Criteria for the Targeted Immunomodulator Agents

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the following additions and changes
to the Targeted Immunomodulator Agents PBPA Tier chart (changes shown
in red in the following Tier chart and additional criteria):

1. Creation of a new Special Prior Authorization (PA)Tier based on net
cost;and

2 . Updating the Tier-2 and Tier-3approval criteria to be consistent with
clinical practice to require the recommended clinical monitoring for all
Tiers;and

3. Prior authorization and placement of Litfulo ™ into the Special PA Tier
and moving Olumiant ® to the Special PA Tier with additional approval
criteria for the diagnosis of alopecia areata;and

4. Prior authorization and placement of Idacio ® , Yuflyma® , and Yusimry™
into the Special PA Tier based on net cost;and

5. Prior authorization and placement of Tofidence™ into the Special PA
Tier with additional criteria for use of a biosimilar product;and

6. Moving Actemra ® to the Special PA Tier and adding new approval
criteria for the diagnosis of SSc-ILD;and

7. Moving Ilaris ® to the Special PA Tier and adding new approval criteria
for the diagnosis of gout flare;and

8. Adding new approval criteria for Kevzara ® for the diagnosis of PMR;and
9. Moving all current Humira® and Enbrel ® biosimilar products (Abrilada™ ,

Amjevita™ , Cyltezo ® , Erelzi ® , Eticovo ™ , Hadlima ™ , Hulio ® , and
Hyrimoz ® ), as well as Cosentyx® , Ilumya ® , Rinvoq ® , Skyrizi ® , Sotyktu™ ,
Stelara ® , Taltz® , and Tremfya® from Tier-3to the Special PA Tier based
on net cost;and

10 .Moving Inflectra ® , Riabni ® , Ruxience® , and Truxima ® from Tier-3to Tier-2
based on net cost;and

11. Updating the Entyvio ® approval criteria based on the new sub-Q
formulation and to add Inflectra® as a Tier-2 trial option;and
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12 .Removing the additional approval criteria for Xeljanz ® and Xeljanz XR®

based on net cost and to be consistent with other Tier-3medications;
and

13.Placing Arcalyst ® , Benlysta® , Lupkynis ® , Saphnelo ® , Spevigo ® , and
Tavneos® into the Special PA Tier based on net cost.

Targeted Immunomodulator Agents*

Tier-1
(DMARDs

appropriate to
disease state)

Tier-2* Tier-3
Special Prior

Authorization (PA)

6-mercaptopurine
adalimumab
(Humira ® )+

abatacept (Orencia ® ,
Orencia ® ClickJect ™ )¤

adalimumab-aacf
(Idacio®)±

azathioprine
anakinra
(Kineret ® )

adalimumab-adaz
(Hyrimoz®)±

adalimumab-aaty
(Yuflyma®)±

hydroxychloroquine
apremilast
(Otezla ® )ß

adalimumab-adbm
(Cyltezo®)±

adalimumab-adaz
(Hyrimoz®)±

leflunomide
etanercept
(Enbrel ® )

adalimumab-afzb
(Abrilada™)±

adalimumab-adbm
(Cyltezo®)±

mesalamine
infliximab-dyyb
(Inflectra®)±

adalimumab-atto
(Amjevita™)±

adalimumab-afzb
(Abrilada™)±

methotrexate
rituximab
(Rituxan ® )~

adalimumab-bwwd
(Hadlima™)±

adalimumab-aqvh
(Yusimry™)±

minocycline
rituximab-abbs
(Truxima®)±

adalimumab-fkjp
(Hulio®)±

adalimumab-atto
(Amjevita™)±

NSAIDs
rituximab-arrx
(Riabni®)± baricitinib (Olumiant®)

adalimumab-bwwd
(Hadlima™)±

oral corticosteroids
rituximab-pvvr
(Ruxience®)± brodalumab (Siliq® )** adalimumab-fkjp

(Hulio®)±

sulfasalazine canakinumab (Ilaris®)¥ anifrolumab-fnia
(Saphnelo®)**

certolizumab pegol
(Cimzia ® )

avacopan (Tavneos®)**

deucravacitinib
(Sotyktu™)

baricitinib (Olumiant®)€

etanercept-szzs
(Erelzi®)±

belimumab
(Benlysta®)**

etanercept-ykro
(Eticovo™)± canakinumab (Ilaris®)¥

golimumab (Simponi® ,
Simponi Aria ® )

deucravacitinib
(Sotyktu™)

guselkumab (Tremfya®)
etanercept-szzs
(Erelzi®)±

infliximab (Remicade® )± etanercept-ykro
(Eticovo™)±

infliximab-axxq (Avsola ® )± guselkumab (Tremfya®)

infliximab-dyyb
(Inflectra®)± ixekizumab (Taltz®)

infliximab-abda
(Renflexis ® )± rilonacept (Arcalyst®)**

ixekizumab (Taltz®)
risankizumab-rzaa
(Skyrizi®)
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Targeted Immunomodulator Agents*

Tier-1
(DMARDs

appropriate to
disease state)

Tier-2* Tier-3
Special Prior

Authorization (PA)

risankizumab-rzaa
(Skyrizi®)

ritlecitinib (Litfulo™)€

rituximab-abbs
(Truxima®)±

secukinumab
(Cosentyx®)

rituximab-arrx (Riabni®)± spesolimab-sbzo
(Spevigo®)**

rituximab-pvvr
(Ruxience®)±

tildrakizumab-asmn
(Ilumya®)

sarilumab (Kevzara ® )§ tocilizumab (Actemra®)π

secukinumab
(Cosentyx®)

tocilizumab-bavi
(Tofidence™)±

tildrakizumab-asmn
(Ilumya®)

upadacitinib (Rinvoq®)#

tocilizumab (Actemra®)π ustekinumab (Stelara®)

tofacitinib (Xeljanz ® ,
Xeljanz ® XR, Xeljanz® oral
solution)**

voclosporin
(Lupkynis®)**

upadacitinib (Rinvoq®)#

ustekinumab (Stelara®)

vedolizumab (Entyvio ® )**

DMARDs = disease modifying anti-rheumatic drugs;NSAIDs = nonsteroidal anti-inflammatory drugs
*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).
Products may be moved to a higher tier based on net cost if the manufacturer chooses not to
participate in supplemental rebates.Appropriate laboratory monitoring must be verified by the
prescriber prior to approval.
±Biosimilars or reference products preferred based on lowest net cost product.Authorization of higher
net cost biosimilars or reference products requires a patient-specific, clinically significant reason why
the member could not use the preferred formulation.
+Unique criteria applies for a diagnosis of hidradenitis suppurativa (HS)and noninfectious intermediate
and posterior uveitis and panuveitis.
βUnique criteria applies for a diagnosis of Behçet’s disease (BD).
¥Unique criteria applies for a diagnosis of cryopyrin-associated periodic syndromes (CAPS),tumor
necrosis factor receptor-associated periodic syndrome (TRAPS), hyperimmunoglobulin D syndrome
(HIDS)/mevalonate kinase deficiency (MKD), familial Mediterranean fever (FMF),systemic juvenile
idiopathic arthritis (SJIA),or adult-onset Still’s disease (AOSD), or gout flare.
~Unique criteria applies for a diagnosis of pemphigus vulgaris (PV).Unique criteria applies for a
diagnosis of granulomatosis with polyangiitis (GPA)and microscopic polyangiitis (MPA).
π Unique criteria applies for a diagnosis of giant cell arteritis (GCA), chimeric antigen receptor (CAR)T-
cell-induced cytokine release syndrome (CRS), and systemic sclerosis-associated interstitial lung
disease (SSc-ILD).
¤Unique criteria applies for acute graft versus host disease (aGVHD)prophylaxis in hematopoietic stem
cell transplant (HSCT)recipients.
#Unique criteria applies for a diagnosis of atopic dermatitis (AD).
€Unique criteria applies for a diagnosis of alopecia areata.
§Unique criteria applies for a diagnosis of polymyalgia rheumatica (PMR).
**Unique criteria applies to this medication for approval.



ORI-440 3• P.O.BOX 2 690 1 • OKLAHOMA CITY,OKLAHOMA 7312 6-0 90 1 • (40 5)2 71-90 39 • FAX: (40 5)2 71-2615

Targeted Immunomodulator Agents Tier-2 Approval Criteria:
1. An FDA approved diagnosis;and
2 . Prescriber must confirm that all baseline assessments and follow-up

monitoring (e.g., laboratory assessment, infectious disease screening)
will be performed as recommended in the package labeling for the
requested product;and

3. A trial of at least 1 Tier-1 medication (appropriate to the member’s
disease state)in the last 90 days that did not yield adequate relief of
symptoms or resulted in intolerable adverse effects;or

4. Prior stabilization on the Tier-2 medication documented within the last
10 0 days.

Targeted Immunomodulator Agents Tier-3 Approval Criteria:
1. An FDA approved diagnosis;and
2 . Prescriber must confirm that all baseline assessments and follow-up

monitoring (e.g., laboratory assessment, infectious disease screening)
will be performed as recommended in the package labeling for the
requested product;and

3. Recent trials (within the last 360 days)of 1 Tier-1 medication
(appropriate to the member’s disease state)and at least 2 Tier-2
medications (appropriate to the member’s disease state)that did not
yield adequate relief of symptoms or resulted in intolerable adverse
effects;or

4. Prior stabilization on the Tier-3medication documented within the last
10 0 days;or

5. A unique FDA-approved indication not covered by Tier-2 medications
(unique approval criteria may apply).

Targeted Immunomodulator Agents Special Prior Authorization (PA)
Approval Criteria:

1. An FDA approved diagnosis;and
2 . Prescriber must confirm that all baseline assessments and follow-up

monitoring (e.g., laboratory assessment, infectious disease screening)
will be performed as recommended in the package labeling for the
requested product;and

3. A recent trial (within the last 360 days)of 1 Tier-3medication
(appropriate to the member’s disease state)that did not yield adequate
relief of symptoms or resulted in intolerable adverse effects;or

4. Prior stabilization on the Special PA medication documented within
the last 10 0 days;or

5. A unique FDA-approved indication not covered by lower-tiered
medications (unique approval criteria may apply).
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Abrilada™ (Adalimumab-afzb), Amjevita™ (Adalimumab-atto), Cyltezo®

(Adalimumab-adbm), Hadlima™ (Adalimumab-bwwd), Hulio®

(Adalimumab-fkjp), and Hyrimoz® (Adalimumab-adaz), Idacio®

(Adalimumab-aacf), Yuflyma® (Adalimumab-aaty), and Yusimry™
(Adalimumab-aqvh) Approval Criteria:

1. Member must meet Tier-3trial requirements Special Prior
Authorization (PA)approval criteria;and

2 . A patient-specific, clinically significant reason why the member cannot
use Humira ® (adalimumab)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.

Actemra® (Tocilizumab) Approval Criteria [Systemic Sclerosis-Associated
Interstitial Lung Disease (SSc-ILD) Diagnosis]:

1. An FDA approved diagnosis SSc-ILD;and
2 . Member must be 18 years of age or older;and
3. Medication must be prescribed by, or in consultation with, a

pulmonologist or pulmonary specialist (or an advanced care
practitioner with a supervising physician who is a pulmonologist or
pulmonary specialist);and

4. Approvals will be for subcutaneous administration using the FDA
approved dosing of 162 mg once weekly.

Avsola® (Infliximab-axxq), and Remicade® (Infliximab), and Renflexis®

(Infliximab-abda) Approval Criteria:
1. Member must meet Tier-3trial requirements;and
2 . A patient-specific, clinically significant reason why the member cannot

use Inflectra® ( infliximab-dyyb)and Renflexis ® ( infliximab-abda)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.

Entyvio® (Vedolizumab) Approval Criteria:
1. An FDA approved diagnosis:

a. For intravenous ( IV)administration:Moderately-to-severely active
Crohn’s disease (CD)or moderately-to-severely active ulcerative
colitis (UC);or

b. For subcutaneous (sub-Q)administration:Moderately-to-severely
active UC;and

2 . Member must be 18 years of age or older;and
3. A minimum of a 4 week trial of a Tier-2 tumor necrosis factor (TNF)

blocker indicated for the treatment of CD or UC that did not yield
adequate relief of symptoms or resulted in intolerable adverse effects.
Current Tier-2 medications include the following:
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a. CD: Humira ® (adalimumab), Inflectra® ( infliximab-dyyb);or
b. UC:Humira® (adalimumab), Inflectra ® ( infliximab-dyyb);or

4. Prior stabilization on the medication documented within the last 10 0
days;and

5. For Entyvio ® sub-Q administration, member must have received at least
2 initial IV doses of Entyvio ® ;and

6. A quantity limit of 30 0 mg every 8 weeks will apply for the IV
formulation and 10 8mg every 2 weeks will apply for the sub-Q
formulation.Approvals will be granted for titration quantities required
for initial dosing;and

7. Initial approvals will be for the duration of 14 weeks as Entyvio ® should
be discontinued in patients who do not show evidence of therapeutic
benefit by week 14.

Erelzi® (Etanercept-szza) and Eticovo™ (Etanercept-ykro) Approval
Criteria:

1. Member must meet Tier-3trial requirements Special Prior
Authorization (PA)approval criteria;and

2 . A patient-specific, clinically significant reason why the member cannot
use Enbrel ® (etanercept)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.

Ilaris® (Canakinumab) Approval Criteria [Gout Flare Diagnosis]:
1. An FDA approved indication for the treatment of gout flare;and
2 . Member must have had ≥3 gout flares in the previous year; and
3. Member must meet 1 of the following:

a. Inadequate response or intolerance to recent trials of oral
colchicine, nonsteroidal anti-inflammatory drugs (NSAIDs), and
corticosteroids (oral, intraarticular, and/or intramuscular)used for
the treatment of previous gout flare(s);or

b. Colchicine, NSAIDs, and corticosteroids are contraindicated for the
member (specific information regarding contraindication must be
submitted);and

4. A patient-specific, clinically significant reason why the member cannot
use Kineret ® (anakinra)must be provided;and

5. Approvals will be for ( 1)150 mg dose at a time.Subsequent approvals
will require documentation that the member responded well to
previous treatment with Ilaris ® ;and

6. Approvals will not be granted more often than once every 12 weeks.

Kevzara® (Sarilumab) Approval Criteria [Polymyalgia Rheumatica (PMR)
Diagnosis]:

1. An FDA approved diagnosis of PMR;and
2 . Member must be 18 years of age or older;and
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3. Prescriber must verify member has had an inadequate response to
corticosteroids or cannot tolerate corticosteroid taper;and

4. Prescriber must verify Kevzara ® will be used in combination with a
tapering course of corticosteroids, unless contraindicated.

Litfulo™ (Ritlecitinib) and Olumiant® (Baricitinib) Approval Criteria
[Alopecia Areata Diagnosis]:

1. An FDA approved diagnosis of severe alopecia areata;and
2 . For Litfulo ™ , member must be 12 to 2 0 years of age;or
3. For Olumiant ® , member must be 18 to 2 0 years of age;and
4. Prescriber must confirm the member or caregiver has been counseled

regarding the covered age range for the requested product and that
the medication will no longer be covered once the member turns 2 1
years of age;and

5. Member’s baseline Severity of Alopecia Tool (SALT)score must be
provided and must be ≥50 ; and 

6. Must be prescribed by a dermatologist (or an advanced care
practitioner with a supervising physician who is a dermatologist);and

7. Prescriber must agree to screen for tuberculosis and viral hepatitis prior
to initiating treatment;and

8. Prescriber must agree to evaluate lymphocyte and platelet counts at
baseline, 4 weeks after initiation, and as clinically indicated thereafter;
and

9. Prescriber must provide documentation of patient-specific, clinically
significant information (e.g., impacting member’s mental health or
ability to function in day-to-day living, reason why no treatment or
cosmetic solutions are not appropriate)to demonstrate the medical
necessity of this medication for this member;and

10 .Member must have documented trials within the last 6 months that
resulted in failure with at least 2 of the following therapies (or have a
contraindication or documented intolerance to all alternatives):

a. Medium potency to very-high potency Tier-1 topical corticosteroid
used for at least 12 weeks;or

b. Oral corticosteroid used for at least 6 weeks;or
c. Cyclosporine;or
d. Methotrexate;or
e. Contact immunotherapy (e.g.,diphenylcyclopropenone, squaric

acid dibutyl ester);and
11. Concurrent use with other Janus kinase (JAK)inhibitors, biologic

immunomodulators, cyclosporine, or other potent
immunosuppressants will not be approved;and

12 .Prescriber must verify female members are not breastfeeding;and
13.If the member is pregnant or becomes pregnant, prescriber must verify

member has been counseled on potential risks of this medication and
will report the exposure to the pregnancy registry;and

14.Initial approvals will be for a duration of 2 4 weeks of treatment;and



ORI-440 3• P.O.BOX 2 690 1 • OKLAHOMA CITY,OKLAHOMA 7312 6-0 90 1 • (40 5)2 71-90 39 • FAX: (40 5)2 71-2615

15.Reauthorization may be considered if the prescriber documents the
member is responding well to treatment as indicated by a reduction in
the member’s SALT score (current SALT score must be provided).

Riabni™ (Rituximab-arrx), Ruxience® (Rituximab-pvvr), and Truxima®

(Rituximab-abbs) Approval Criteria:
1. Member must meet Tier-3trial requirements;and
2 . A patient-specific, clinically significant reason why the member cannot

use Rituxan ® ( rituximab)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.

Tofidence™ (Tocilizumab-bavi) Approval Criteria:
1. Member must meet Special Prior Authorization (PA)approval criteria;

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

use Actemra ® ( tocilizumab)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.

Xeljanz® (Tofacitinib) Approval Criteria:
1. Member must meet Tier-3approval criteria;and
2 . Member must have a negative tuberculosis test, successful treatment

of active tuberculosis, or close evaluation and appropriate treatment of
latent tuberculosis;and

3. Severe hepatic impairment has been ruled out;and
4. Approval will be for 12 weeks,after which time, prescriber must confirm

performance of the following tests (and verification that the results are
acceptable to prescriber)for further approval:

a. Lymphocytes;and
b. Neutrophils;and
c. Hemoglobin;and
d. Liver enzymes;and
e. Lipid panel;and

5. Subsequent approvals will be for the duration of 1 year.Yearly approvals
require performance of repeat tuberculosis test.

Xeljanz® XR [Tofacitinib Extended-Release (ER)] Approval Criteria:
1. Member must meet Tier-3approval criteria and all Xeljanz® approval

criteria;and
2 . A patient-specific, clinically significant reason why the member cannot

take the twice daily formulation of Xeljanz® must be provided.
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Recommendation 6: Vote to Prior Authorize Veopoz™ (Pozelimab-bbfg)

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Veopoz™
(pozelimab-bbfg)with the following criteria (shown in red):

Veopoz™ (Pozelimab-bbfg) Approval Criteria:
1. An FDA approved diagnosis of CD55-deficient protein-losing

enteropathy (PLE)confirmed by all of the following:
a. Genetic testing identifying biallelic pathogenic mutations in the

CD55 gene (results of genetic testing must be submitted);and
b. A history of PLE;and

2 . Member has active disease defined by hypoalbuminemia (serum
albumin concentration ≤3.2 g/dL) with 1 or more of the following signs or 
symptoms within the last 6 months:abdominal pain, diarrhea,
peripheral edema, or facial edema;and

3. Member must be 1 year of age or older;and
4. Prescriber must verify the member has received the meningococcal

vaccine 2 weeks prior to treatment unless urgent treatment is needed;
and

5. Veopoz™ must be prescribed by,or in consultation with, a
gastroenterologist, geneticist, hematologist, or other specialist with
expertise in the treatment of CD55-deficient PLE;and

6. The prescriber must verify that Veopoz ™ will be administered by a
health care professional;and

7. The 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

8. Initial approvals will be for the duration of 6 months.Further approval
may be granted if the prescriber documents that the member is
responding well to treatment as indicated by a normalization of serum
albumin or documentation of a positive clinical response to therapy.

Recommendation 7: Vote to Prior Authorize Ojjaara (Momelotinib)

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the prior authorization of Ojjaara
(momelotinib)with the following criteria (shown in red):

Ojjaara (Momelotinib) Approval Criteria [Myelofibrosis (MF) Diagnosis]:
1. Diagnosis of intermediate or high-risk disease ( including MF,

polycythemia vera, or post-essential thrombocythemia);and
2 . Presence of anemia.
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Recommendation 8: Annual Review of Atopic Dermatitis (AD) Medications

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends updating the Cibinqo ™ (abrocitinib)
and Rinvoq ® (upadacitinib)approval criteria based on the FDA approved age
expansion for Cibinqo™ ( changes shown in red):

Cibinqo™ (Abrocitinib) and Rinvoq® (Upadacitinib) Approval Criteria
[Atopic Dermatitis (AD) Diagnosis]:

1. An FDA approved diagnosis of moderate-to-severe AD not adequately
controlled with other systemic drug products, including biologics, or
when those therapies are not advisable;and

2 . For Cibinqo ™ , member must be 18 12 years of age or older;and
3. For Rinvoq ® , member must be 12 years of age or older;and
4. Member must have a documented trial within the last 6 months for a

minimum of 2 weeks that resulted in failure with both of the following
topical therapies (or have a contraindication or documented
intolerance):

a. 1 medium potency to very-high potency Tier-1 topical
corticosteroid;and

b. 1 topical calcineurin inhibitor [e.g., Elidel® (pimecrolimus), Protopic®

( tacrolimus)];and
5. Member must have a documented 16-week trial with Adbry™

( tralokinumab-ldrm)or Dupixent ® (dupilumab)that resulted in
inadequate response (or have a contraindication or documented
intolerance);and

6. Requested medication must be prescribed by a dermatologist, allergist,
or immunologist or the member must have been evaluated by a
dermatologist, allergist, or immunologist within the last 12 months (or
an advanced care practitioner with a supervising physician who is a
dermatologist, allergist, or immunologist);and

7. For Cibinqo ™ , prescriber must verify the member will not use
antiplatelet therapies (e.g., clopidogrel, prasugrel, ticagrelor)
concurrently with Cibinqo ™ , except for low-dose aspirin, during the
first 3months of treatment;and

8. Cibinqo ™ and Rinvoq ® will not be approved for use in combination with
other Janus kinas (JAK)inhibitors, biologic immunomodulators, or with
other immunosuppressant medications;and

9. Initial approvals will be for the duration of 3months.Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment.Additionally, compliance will be evaluated for
continued approval;and

10 .For Rinvoq ® , the maximum approvable dose for AD is 30 mg once daily.
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Recommendation 9: Annual Review of Injectable and Vaginal
Progesterone Products

MOTION CARRIED by unanimous approval.

The College of Pharmacy recommends the removal of coverage and of the
prior authorization criteria for Makena ® (hydroxyprogesterone caproate
injection)and compounded hydroxyprogesterone caproate based on the
FDA withdrawal of approval for this medication and the updated American
College of Obstetricians and Gynecologists (ACOG)recommendations
(changes shown in red):

Makena® [Hydroxyprogesterone Caproate Intramuscular (IM) Injection
and Subcutaneous (Sub-Q) Auto-Injector] Approval Criteria:

1. Documented history of previous singleton spontaneous preterm
delivery (SPTD)prior to 37 weeks gestation;and

2 . Current singleton pregnancy;and
3. Gestational age between 16 weeks, 0 days and 2 6 weeks,6 days of

gestation;and
4. Authorizations will be for once weekly administration by a health care

professional through 36 weeks, 6 days of gestation;and
5. For Makena ® sub-Q auto-injector:

a. Initial dose must be administered by a health care professional;and
b. Member and caregiver must be trained by a health care

professional on sub-Q administration and storage of Makena® sub-
Q auto-injector;and

c. A patient-specific, clinically significant reason why Makena® IM
injection cannot be used must be provided.* ( *The manufacturer of
Makena ® has currently provided a supplemental rebate to make
the sub-Q auto-injector available with the current Makena® criteria;
however, use of Makena® sub-Q auto-injector will require a reason
why Makena ® IM injection cannot be used if the manufacturer
chooses not to participate in supplemental rebates.)

When it is determined to be appropriate to use the compounded
hydroxyprogesterone caproate product, this product is covered through
SoonerCare as a medical-only benefit without a prior authorization
requirement.

Additionally, the College of Pharmacy recommends the following changes to
the injectable and vaginal progesterone products based on the FDA
withdrawal of Makena ® (hydroxyprogesterone caproate injection)and
updated ACOG recommendations (changes shown in red):

Hydroxyprogesterone Caproate 250mg/mL Injection (Generic
Delalutin®/Delta-Lutin®) Approval Criteria:

1. An FDA approved indication of 1 of the following in non-pregnant
women:
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a. For the treatment of advanced adenocarcinoma of the uterine
corpus (Stage III or IV);or

b. For the management of amenorrhea (primary and secondary)or
abnormal uterine bleeding due to hormonal imbalance in the
absence of organic pathology, such as submucous fibroids or
uterine cancer;or

c. As a test for endogenous estrogen production or for the production
of secretory endometrium and desquamation;and

2 . The quantity approved will be patient-specific depending on member’s
diagnosis, maximum recommended dosage, and manufacturer
packaging;and

3. Requests for the prevention of preterm birth in pregnant women with a
history of previous singleton spontaneous preterm delivery (SPTD)prior
to 37 weeks gestation will not be approved for generic Delalutin ® /Delta-
Lutin ® .and should be resubmitted for authorization consideration of
Makena® (hydroxyprogesterone caproate).

Crinone® (Progesterone Vaginal Gel) Approval Criteria:
1. Current singleton pregnancy;and
2 . Member must not have history of previous singleton spontaneous

preterm delivery (SPTD);and
3. Cervical length of ≤ 2 0 2 5mm;and
4. Gestational age between 2 0 16 weeks, 0 days and 2 6 weeks, 6 days of

gestation;and
5. A patient-specific, clinically significant reason why the member cannot

use Endometrin ® (progesterone vaginal insert)must be provided;and
6. Authorizations will be given for treatment through 36 weeks, 6 days of

gestation;and
7. Crinone® will not be approved for use with assisted reproductive

technology (ART)for female infertility.

Endometrin® (Progesterone Vaginal Insert) Approval Criteria:
1. Current singleton pregnancy;and
2 . Member must not have history of previous singleton spontaneous

preterm delivery (SPTD);and
3. Cervical length of ≤ 2 0 2 5mm;and
4. Gestational age between 2 0 16 weeks, 0 days and 2 6 weeks, 6 days of

gestation;and
5. Authorizations will be given for treatment through 36 weeks, 6 days of

gestation;and
6. Endometrin ® will not be approved for use with assisted reproductive

technology (ART)for female infertility.
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Recommendation 10: Annual Review of Multiple Myeloma Medications
and 30-Day Notice to Prior Authorize Elrexfio™ (Elranatamab-bcmm) and
Talvey™ (Talquetamab-tgvs)

NO ACTION REQUIRED;WILL BE AN ACTION ITEM IN DECEMBER 2 0 2 3.

Recommendation 11: Annual Review of Asthma and Chronic Obstructive
Pulmonary Disease (COPD) Maintenance Medications and 30-Day Notice
to Prior Authorize Symbicort Aerosphere® (Budesonide/Formoterol
Fumarate)

NO ACTION REQUIRED;WILL BE AN ACTION ITEM IN DECEMBER 2 0 2 3.

Recommendation 12: 30-Day Notice to Prior Authorize Sohonos™
(Palovarotene)

NO ACTION REQUIRED;WILL BE AN ACTION ITEM IN DECEMBER 2 0 2 3.

Recommendation 13: Annual Review of Vasomotor Symptom (VMS)
Medications and 30-Day Notice to Prior Authorize Veozah™ (Fezolinetant)

NO ACTION REQUIRED;WILL BE AN ACTION ITEM IN DECEMBER 2 0 2 3.

Recommendation 14: Annual Review of Dry Eye Disease (DED)
Medications and 30-Day Notice to Prior Authorize Miebo™
(perfluorohexyloctane) and Vevye® (Cyclosporine Ophthalmic Solution)

NO ACTION REQUIRED;WILL BE AN ACTION ITEM IN DECEMBER 2 0 2 3.

Recommendation 15: Annual Review of Skysona® (Elivaldogene
Autotemcel)

NO ACTION REQUIRED.

Recommendation 16: U.S. Food and Drug Administration (FDA) and Drug
Enforcement Administration (DEA) Updates

NO ACTION REQUIRED.

Recommendation 17: Future Business

NO ACTION REQUIRED.
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Approved Denied

Average Length

of Approvals in

Days

74 14 356

1 1 177

219 40 112

27 22 248

21 17 229

130 7 303

118 66 280

607 547 358

7 1 315

10 0 274

27 20 339

144 252 272

190 21 181

0 17 0

7 2 18

14 8 127

3 4 334

259 73 351

2 6 347

204 42 305

13 33 339

1 4 361

40 6 352

43 15 132

7 2 360

68 6 345

58 76 348

76 101 189

15 4 360

8 3 172

238 181 226

210 55 175

8 1 315

34 26 283

18 4 103

4 2 359

2 1 360

6 9 360

49 30 230

4 0 234

PriorAuthorizationActivity

11/1/2023 T hrough 11/30/2023

Total Incomplete

Analgesic, Narcotic 461 202

Antiasthma 97 48

Advair/Symbicort/Dulera 203 115

Analgesic - NonNarcotic 11 9

Antidepressant 407 223

Antidiabetic 2,134 980

Antibiotic 64 26

Anticonvulsant 281 144

Antihistamine 88 41

Antimigraine 765 369

Antigout 14 6

Antihemophilic Factor 17 7

Antiparasitic 20 11

Antiulcers 63 41

Antineoplastic 282 71

Antiobesity 19 2

Benign Prostatic Hypertrophy 13 5

Biologics 374 128

Anxiolytic 45 38

Atypical Antipsychotics 694 362

Botox 59 13

Buprenorphine Medications 114 56

Bladder Control 111 65

Blood Thinners 38 33

Chronic Obstructive Pulmonary Disease 327 193

Constipation/Diarrhea Medications 347 170

Calcium Channel Blockers 23 14

Cardiovascular 156 82

Dermatological 658 239

Diabetic Supplies 576 311

Contraceptive 47 28

Corticosteroid 19 8

Erythropoietin Stimulating Agents 28 6

Estrogen Derivative 18 12

Diuretic 14 5

Endocrine & Metabolic Drugs 113 53

Gastrointestinal Agents 168 89

Genitourinary Agents 14 10

Fibric Acid Derivatives 10 7

Fish Oils 37 22

* Includes any therapeutic category with less than 10 prior authorizations for the month.



Approved Denied

Average Length

of Approvals in

Days

5 2 238

113 7 119

10 3 282

19 1 13

4 1 139

7 19 151

91 29 348

6 3 50

51 9 233

10 11 220

4 7 223

113 56 185

5 1 264

4 8 361

4 3 156

5 4 172

2 6 16

5 3 225

5 4 318

142 61 254

2 2 25

8 1 17

36 1 326

13 22 212

1,749 148 308

41 35 24

51 62 334

10 1 353

5 14 189

3 16 249

23 72 213

58 1 249

0 0

5,570 2,332

Hematopoietic Agents 23 10

Hepatitis C 33 13

Glaucoma 17 10

Growth Hormones 147 27

Insulin 280 160

Miscellaneous Antibiotics 32 23

HFA Rescue Inhalers 29 24

Insomnia 118 92

Nasal Allergy 36 25

Neurological Agents 307 138

Multiple Sclerosis 96 36

Muscle Relaxant 57 36

Ocular Allergy 12 5

Ophthalmic 25 16

Neuromuscular Agents 14 8

NSAIDs 43 31

Osteoporosis 26 17

Other* 420 217

Ophthalmic Anti-infectives 28 20

Ophthalmic Corticosteroid 25 17

Respiratory Agents 53 16

Statins 70 35

Otic Antibiotic 28 24

Pediculicide 19 10

Testosterone 213 100

Thyroid 30 19

Stimulant 3,235 1,338

Synagis 90 14

Vitamin 127 32

Pharmacotherapy 62 3

Topical Antifungal 50 31

Topical Corticosteroids 49 30

Emergency PAs 0 0

T otal 14,723 6,821

Total Incomplete

* Includes any therapeutic category with less than 10 prior authorizations for the month.



Approved Denied

Average Length

of Approvals in

Days

37 18 5 289

8 7 0 66

380 363 1 18

4 3 1 248

9 7 0 15

85 79 2 21

279 236 5 83

318 244 23 277

13 11 0 101

49 47 0 14

117 37 5 136

32 23 1 169

64 52 7 19

1 1 0 25

635 462 30 237

8 5 2 26

26 17 2 346

9 9 0 45

2 2 0 6

103 65 2 25

2,179 1,688 86

16,902 7,258 2,418

Overrides

Brand 14

Compound 1

Lost/Broken Rx 4

MAT Override 38

NDC vs Age 51

Dosage Change 16

High Dose 0

Ingredient Duplication 2

Opioid MME Limit 75

Opioid Quantity 8

Other 5

NDC vs Sex 2

Nursing Home Issue 2

Step Therapy Exception 7

Stolen 0

Prescriber Temp Unlock 0

Quantity vs Days Supply 143

STBS/STBSM 1

1,163

T otalR egularPAs + Overrides 7,226

DenialR easons

Temporary Unlock 0

Third Brand Request 36

Overrides T otal 405

PAs Missing Information 723

Total Incomplete

No Process 4

Changes to existing PAs 1,369

Helpdesk Initiated Prior Authorizations 1,052

OtherPA Activity

Duplicate Requests 1,798

Letters 42,821

Unable to verify required trials. 6,033

Does not meet established criteria. 2,447

Lack required information to process request.

* Includes any therapeutic category with less than 10 prior authorizations for the month.



Academic Detailing Program Update

Oklahoma Health Care Authority
December 2023

Background1,2

T he Academ icDetailing (AD)program is aneducationalinitiative com bining
standards ofcare w ith the m ostcurrentpeer-review ed studies and
presenting them inanunbiased,independent,evidence-based m anner.AD
program s linkprescribers w ith aneducator,resulting inim proved patient
health and costoutcom es.Historically,AD program s thatfocus specifically on
prescribing patterns are show ntoreduce inappropriate prescribing toa
m odest,butsignificantdegree,w ith am ediandifference ofup to7% .W hile
notspecifically designed tobe atoolofcostcontainm ent,traditionally AD
program s save $2 forevery dollarspent.

S ince July 2015,underthe directionofthe Oklahom aHealth Care Authority
(OHCA),Pharm acy M anagem entConsultants (PM C)has operated anAD
program toim prove im plem entationofpublished guidelines and standards
ofcare.Inconsultationw ith OHCA,PM C clinicalpharm acists,dataanalysts,
and pharm acy graduate students analyze prescriptionclaim s datato
determ ine AD topics,identify providers w hom ay benefitfrom individualized
supportfrom anAD pharm acist,and assess outcom es.Continued funding for
the PM C-AD program is through aHealth S ervice Initiative (HS I)grantunder
the Children’s Health Insurance Program (CHIP).As such,specialcare is taken
toidentify topics w ith particularrelevance tothe care ofpediatricm em bers.
Currentand previous areas offocus include treatm entofacute and chronic
conditions,preventive care,and specialized technicaltraining related tothe
delivery ofpharm acy services.

Foreach topic,the PM C-AD pharm acistprepares educationalm aterials in
consultationw ith the N ationalR esource CenterforAcadem icDetailing
(N aR CAD)and offers the program toproviders.Educationalm aterials include
the follow ing:
 Clinicaltreatm entguidelines
 Providerresources
 Patientand parentresources
 Diagnosticand treatm enttools
 T opic-specificcontinuing m edicaleducation(CM E)course listings
 Drug alerts and statem ents from the U .S .Food and Drug

Adm inistration(FDA)
 N ationalquality m easures [e.g.,Healthcare Effectiveness Dataand

Inform ationS et(HEDIS )]



 OHCA ProductBased PriorAuthorization(PBPA)coverage criteria

T odate,AD services have beenprovided tonearly 1,100health care providers
and/ortheiradm inistrative staff.As previously reported,changes in
prescribing patterns and associated im provem ents inhealth care utilization
have led tocostsavings toOHCA inthe am ountof$3,041,690through
Decem ber2022.T his am ountis inclusive ofallfederaland supplem ental
rebates forthe analysis periods follow ing AD onthe treatm entofthe
follow ing forpediatricS oonerCare m em bers:
 Attention-deficit/hyperactivity disorder(ADHD)
 U se ofsecond generation/atypicalantipsychoticm edications (S GAs)
 U pperrespiratory infections (U R Is)
 Persistentasthm a
 Diabetes

Current Topic: Usage of Prenatal Vitamins (PNVs)3,4,5,6,7,8

T he College ofPharm acy and OHCA have engaged inm ultiple efforts to
increase PN V utilizationam ong pregnantS oonerCare m em bers.PN Vs have a
$0copay and donotcounttow ard the m onthly prescriptionlim it.Prescribers
alsohave the optiontoselectfrom dozens ofPN Vs thatare covered w ithout
priorauthorization(PA).InJune 2020,prescribers and pharm acies received
aneducationaloutreach letteraddressing aconcerning decrease inPN V
utilizationinpregnantS oonerCare m em bers.T he educationaloutreach
highlighted S oonerCare’s preferred PN Vs and included specificN DCs to
encourage increased prescribing ofPN Vs.T he College ofPharm acy also
incorporates prenataleducationintoits w orkflow toincrease PN V utilization.
W henaPA forany non-PN V m edicationis received foram em berinthe
S oon-T o-Be-S ooners (S T BS )program ,the m em ber’s claim s history is
review ed forPN V paid claim s.Ifthe m em berdoes nothave apaid claim fora
PN V,arem inderis included inthe PA response tothe prescriberand the
pharm acy.A sim ilarrem inderis included w henPA responses are generated
forpregnancy-related m edications such as those forpregnancy-related
nauseaand vom iting.

PN V usage rates have beenhistorically difficulttoim prove forS oonerCare
m em bers,and adherence rem ains low .During calendaryear(CY)2021,only
26% ofm em bers w ith anoutcom e ofdelivery had atleast1claim foraPN V.
T his usage patternpersisted despite ongoing strong evidence infavorof
prescribing PN Vs toallw om enw hoare pregnantorplanning tobecom e
pregnant.PN Vs containm icronutrients necessary forfetaldevelopm entand
optim alm aternalnutrition.PN Vs play anespecially im portantrole during the
firsttrim esterinreducing the riskofneuraltube defects (N T Ds)associated
w ith deficits infolicacid.Additionally,m ultiple studies have em phasized the
im portance ofironsupplem entationinreducing the occurrence ofiron



deficiency anem iaw hich canlead topreterm births and low birth w eights.
Otherm icronutrients found inPN Vs have beenshow ntoreduce the risks of
m aternalhypertension,including pre-eclam psia.

W ith this inm ind,the AD program addressed PN V usage as the m ostrecent
providertopic.Providers w ere identified som ew hatdifferently as com pared
toprevious AD topics.Forprevious topics,providers m eeting 3 orm ore ofthe
follow ing criteriaw ere offered adetailing visit:

1. Having ≥50%  increase in the num ber of disease-state m edical claim s 
across 2 consecutive years

2. Having ≥50%  increase in the num ber of disease-state pharm acy claim s 
across 2 consecutive years

3. Having hospitalclaim s forany m em berw ith adiagnosis ofthe disease
state

4. Having >100m em bers intheirpractice w ith claim s forany disease state
m edication(excluding specialty providers)

5. Having ≥50%  m ore disease state m edical claim s than their sam e 
specialty peers (e.g.,generalpractitioner,physicianassistant)

6. Having ≥50%  m ore claim s for any disease state m edication than their 
sam e specialty peers (e.g.,generalpractitioner,physicianassistant)

Com pared tochronicdiseases such as asthm aand acute,butalso
predictable,illnesses such as U R Is,pregnancy care provideridentification
proved tobe m uch m ore difficult.T here w ere noguarantees thatdetailed
providers w ould treatpregnantm em bers inthe m onths follow ing theirAD
education.Providers frequently establish apregnancy diagnosis thenare only
partially involved orentirely uninvolved inpregnancy-related care fora
specificm em berduring the pregnancy.AD is historically offered tonon-
specialists,how everpregnancy-related care is frequently delivered by
specialists.InOklahom a,53.2% ofallcounties are defined as m aternity care
deserts,m eaning they are w ithoutbirthing facilities orm aternity care
providers.U ltim ately,43 providers m eeting 3 orm ore ofthe follow ing criteria
during the 6-m onth pre-AD period w ere offered and received aPN V-AD visit:

1. Having ≥1 paid claim  per pregnant m em ber for PN Vs  
2. Having ≥1 m em ber w ith a pregnancy diagnosis and ≤18 years of age 
3. Having a practice setting w ithin a county having ≥35.5 teen births per 

1,000fem ales
4. Having ≥1 m em ber w ith a pregnancy diagnosis and residing in a county 

having ≥35.5 teen births per 1,000 fem ales 
5. Having apractice setting w ithinacounty designated as am aternity

care desert
6. Having ≥1 m em ber w ith a pregnancy diagnosis and residing in a county 

designated as am aternity care desert



Results: Usage of PNVs9,10

Prescribing patterns w ere com pared forproviders w ith m em bers having paid
claim s forPN Vs during both the pre-and post-AD periods.PN V claim s w ere
30,60,or90days induration.Atthe end ofthe 6-m onth pre-AD period,169
m em bers received 12,570totaldays ofPN V treatm entresulting inanaverage
of2 PN V claim s and 74 days ofPN V treatm entperm em ber.Atthe end ofthe
6-m onth post-AD period,153 m em bers received 15,945 totaldays ofPN V
treatm entresulting inanaverage of3.35 PN V claim s and 104 days ofPN V
treatm entperm em ber.T his represents a67.5% im provem entinthe num ber
ofPN V claim s,and a40.5% im provem entinofdays ofPN V treatm ent.Longer
term PN V patterns w ere alsoassessed fordetailed providers.Changes inPN V
claim s perm em berare represented inFigure 1.

According tom ultiple clinicaltrials and m eta-analyses,N T Ds canbe
prevented w ith PN V usage w ith anestim ated num berneeded totreatof847.
Lifetim e costs associated w ith asingle child having spinabifida,1ofthe m ost
com m onN T Ds,is estim ated at$726,934.During the post-AD period,153
m em bers had paid claim s forPN Vs,resulting inanestim ated costsavings of
$131,311over6 m onths or$262,623 peryear.

During the pre-AD period,the highestnum berofPN V claim s perm em berfor
any individualproviderw as 4 PN V claim s perm em ber.During the post-AD
period,2 providers m anaged toachieve anaverage of7 PN V claim s per
m em ber,and 3 providers achieved 5 PN V claim s perm em ber.M ost
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significantly,m ore than77% ofalldetailed providers achieved atleast3 PN V
claim s perm em ber.T he num berofPN V providers achieving 1to9 claim s per
m em beris represented inFigure 2.

Figure 2: Number of Providers by Number of Average Claims per Member

Average # PNV Paid
Claims per Member # of Providers (Pre-AD) # of Providers (Post-AD)

1 21 0

2 10 13

3 8 22

4 4 3

5 0 3

6 0 0

7 0 2

8 0 0

9 0 0

Itis im portanttonote thatPN V utilizationm ay be som ew hatfalsely low due
tothe large num berofover-the-counter(OT C)products available.Datafor
the use ofOT C products inS oonerCare m em bers is notobtainable and is not
included inthis analysis.How ever,the im pactofOT C PN Vs is expected tobe
m inim aldue tothe high out-of-pocketcostofthese agents com pared tothe
$0copay costofprescriptionagents.S om e m em bers m ay have alsoreceived
prenatalcare through pregnancy resource centers and/ortheirlocalhealth
departm ents.Depending onPN V availability and m em beraccess,PN Vs m ay
have beenobtained through these additionalchannels.How ever,the im pact
is stillexpected tobe low as these channels regularly encourage theirclients
toaccess S oonerCare benefits w heneverpossible.

Provider Satisfaction

Providersatisfactioncontinues torem ainvery high as m easured by post-visit
satisfactionsurveys.Providers m eeting com parisoncriteriaand those inco-
practice w ere givensatisfactionsurveys inordertodeterm ine their
acceptance ofthe program and topredictthe likelihood ofparticipationin
future AD topics.Participants inthe detailing sessions w ere givenanonline
survey w ith ananonym ous linkand survey results are show ninFigure 3.T o
date,only 12 providers have beenexcluded from the PM C-AD program due to
anunw illingness toparticipate.Otherreasons forexclusionoftargeted
providers included the follow ing:
 N olongertreating the targeted disease orm edicationclass
 R etired,m oved outofstate,orinactive license
 N olongertreating pediatricpatients
 N olongertreating S oonerCare m em bers



Figure 3: AD Provider Satisfaction

The information provided was: % choosing agree or strongly agree

Easily understood 96%

Clearly presented 98%

Evidence-based 97%

Based on the information, I intend to: % choosing agree or strongly agree

M ake practice changes as aresult 84%

R ecom m end this program tocolleagues 88%

Participate infuture topics 90%
AD = academ icdetailing

Academic Meeting Presentation(s)

S ince July 2016,the PM C-AD program leaders have beeninvited topresent
program outcom es and breakoutsessions atthe InternationalConference on
Academ icDetailing,the Academ y ofM anaged Care Pharm acy (AM CP),and
the Am ericanDrug U tilizationR eview S ociety (ADU R S ).Additionally,aposter
presentationfeaturing ADHD-AD results w as aw arded asilverribbonatthe
N exus 2017 m eeting ofAM CP.T he prim ary PM C-AD pharm acistis also
currently 1of9 nationaltraining facilitators forN aR CAD.

Summary

As aresultofAD interventions,the currently available datashow s m edication
costs,PA subm issions,inappropriate prescribing,and health care utilization
costs have allbeenim proved substantially.Prescriptiondatahas been
analyzed using rebated and non-rebated data,pre-and post-detailing
patterns forindividualproviders,and federalfiscalyearand calendaryear
com parisons.Each analysis show s im provem ents follow ing delivery ofAD
services.

Providers reportsatisfactionw ith the program and intend toparticipate in
future topics.T he AD program is w ellreceived by providers and targeted
providers have fulfilled theirstated intentions tom ake practice changes as
prom pted by the AD sessions.Continued im plem entationand expansionof
the PM C-AD program is expected toincrease delivery ofevidence-based
health care and reduce health care costs toOHCA.
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SoonerCare Maintenance Drug List

Oklahoma Health Care Authority
December 2023

Introduction1

Most adult SoonerCare members have a 6 prescription limit each month;
therefore, prescribing for and dispensing 90-day supplies of chronic
maintenance medications will help members who are on multiple
medications obtain the maintenance medications necessary. Dispensing 90-
day supplies of chronic maintenance medications has been shown to
increase medication adherence and persistence, compared to dispensing 30-
day supplies. Additionally, 90-day supplies will reduce the SoonerCare
member’s financial burden as they will pay the same copay for a 90-day or
30-day supply.

In November 2019, the Oklahoma Health Care Authority (OHCA) Board voted
to update the current policy and rules regarding dispensing limitations.
Previously, medications could only be dispensed and reimbursed by
SoonerCare up to a 34-day supply or if the quantity did not exceed 100 units.
The updated OHCA policy and rules state the following regarding dispensing
limitations and a maintenance drug list (317:30-5-77.1):

“Prescription quantities shall be limited to a 34-day supply,
except in the following situations:
1. The Drug Utilization Review (DUR) Board has recommended a

different day supply or quantity limit based on published
medical data, including the manufacturer’s package insert; or

2. The product is included on the Maintenance List of
medications which are exempted from this limit and may be
dispensed up to a 90-day supply; or

3. The manufacturer of the drug recommends a dispensing
quantity less than a 34-day supply….”.

“The DUR Board shall develop a Maintenance List of medications
which are used in general practice on a continuing basis. These
drugs shall be made available through the Vendor Drug Program
in quantities up to a 90-day supply when approved by the
prescriber. The DUR Board shall review the Maintenance List at
least annually.”

The DUR Board recommended and voted on categories of medications for
inclusion on the maintenance drug list in December 2019, and the
SoonerCare Maintenance Drug List was implemented in January 2020. The



purpose of this report is to provide the DUR Board with the current
maintenance drug list for review, which is to be maintained by the DUR
Board. Medications included in the maintenance drug list allow a 90-day
supply of medications in the claims processing system without the need for
an override. Action by the DUR Board is not required unless changes are
recommended to the current maintenance drug list.

SoonerCare Maintenance Drug List

The current SoonerCare Maintenance Drug List is available on the OHCA
website (https://oklahoma.gov/ohca/rx) and includes the following categories
of medications:

 Alzheimer’s Medications
 Anticonvulsants
 Antidepressants/Anxiolytics
 Antihypertensive Medications
 Antipsychotic Medications
 Anti-Ulcer Medications
 Bladder Control Medications
 Benign Prostatic Hyperplasia (BPH) Medications
 Cardiovascular Medications
 Chronic Obstructive Pulmonary Disease (COPD) Medications
 Diabetes Medications
 Glaucoma Medications
 Hyperlipidemia Medications
 Parkinson’s Medications
 Thyroid Medications

Please note that not all medications in each category can be processed for a
90-day supply.

Recommendations

The College of Pharmacy recommends the addition of non-controlled
attention-deficit/hyperactivity disorder (ADHD) medications to the
maintenance drug list.

1 Taitel M, Fensterheim L, Kirkham H, et al. Medication Days’ Supply, Adherence, Wastage, and Cost
Among Chronic Patients in Medicaid. MMRR 2012; 2(3):E1-E13. doi: 10.5600/mmrr.002.03.a04.
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Vote to Prior Authorize Symbicort Aerosphere®

(Budesonide/Formoterol) and Update the Approval
Criteria for the Asthma and Chronic Obstructive
Pulmonary Disease (COPD) Maintenance Medications

Oklahoma Health Care Authority
December 2023

Market News and Updates1,2,3,4,5,6,7,8

New U.S. Food and Drug Administration (FDA) Approval(s) and Expanded
Indications(s):
 April 2021: T he FDA approved asupplem entalBiologics License

Application(sBLA)forXolair® (om alizum ab)prefilled syringe forself-
adm inistrationinappropriate patients forallindications.Before starting
self-adm inistration,patients should have nohistory ofanaphylaxis and
should be observed by ahealth care providerforatleast3 injections
and have noallergicreactions.

 February 2023: T he FDA approved T ezspire® (tezepelum ab-ekko)for
self-adm inistrationw ith apre-filled,single use peninpatients 12 years
ofage orolder.T ezspire® w as firstapproved by the FDA inDecem ber
2021and w as initially only recom m ended tobe adm inistered by a
health care provider.

 April 2023: T he FDA approved S ym bicortAerosphere® (budesonide/
form oterol)forthe m aintenance treatm entofpatients w ith COPD.
S ym bicortAerosphere® is notindicated forthe treatm entofasthm a.
T he new form ulationutilizes the Aerosphere® inhalationdevice thatis a
pressurized m etered dose inhaler.T he launch ofS ym bicort
Aerosphere® is stillpending.

 May 2023: Breo® Ellipta® (fluticasone furoate/vilanterol)w as FDA
approved foranage expansionforthe m aintenance treatm entof
asthm ainpatients 5 years ofage orolder.Along w ith the age
expansion,anew strength of50m cg/25m cg w as alsoapproved.Breo®

Ellipta® w as previously FDA approved forthose 18 years ofage orolder
forthe m aintenance treatm entofasthm aand COPD.

 July 2023: AnAbbreviated N ew Drug Application(AN DA)w as approved
by the FDA forBreyna™ (budesonide/form oterol),the firstgeneric
versionofS ym bicort® (budesonide/form oterol).Itw illbe available in
80m cg/4.5m cg and 160m g/4.5m cg strengths.

 August 2023: T he Xolair® Prescribing Inform ation has beenrevised to
include the autoinjectorinthe listofdosage form s and includes
updates tothe adm inistrationsectiontoinclude this new form ulation.



News:
 April 2023: Lonhala® M agnair® (glycopyrrolate inhalationsolutions)has

beendiscontinued by the m anufacturer.
 August 2023: A genericequivalentform ulationofS piriva® HandiHaler®

(tiotropium brom ide)has beenlaunched inthe U nited S tates forthe
treatm entofCOPD.

Recommendations

T he College ofPharm acy recom m ends the follow ing changes tothe
T ezspire® (tezepelum ab-ekko)and Xolair® (om alizum ab)approvalcriteria
based onthe new FDA approved labelexpansions (changes show ninred):

Tezspire® (Tezepelumab-ekko) Approval Criteria:
1. AnFDA approved diagnosis ofadd-onm aintenance treatm entfor

severe asthm a;and
2. M em berm ustbe 12 years ofage orolder;and
3. M em ber m ust have experienced ≥2 asthm a exacerbations requiring 

oralorinjectable corticosteroids orresulted inhospitalizationinthe last
12 m onths;and

4. M em berm usthave failed am edium -to-high dose inhaled
corticosteroid (ICS )used com pliantly foratleastthe past12 m onths (for
ICS /LABA com binationproducts,the ICS com ponentw ould m eet
criteriaatanequivalentm edium -to-high dose);and

5. M em berm usthave failed atleast1otherasthm acontrollerm edication
used inadditiontothe m edium -to-high dose ICS com pliantly forat
leastthe past3 m onths;and

6. ForauthorizationofT ezspire® vialorpre-filled syringe,prescriberm ust
verify thatthe injectionw illbe adm inistered by ahealth care provider
prepared tom anage anaphylaxis;and

7. ForauthorizationofT ezspire® pre-filled pen,prescriberm ustverify that
the injectionw illbe adm inistered by ahealth care providerprepared to
m anage anaphylaxis orthe m em berorcaregiverhas beentrained by a
health care professionalonsubcutaneous adm inistration,m onitoring
forany allergicreactions,and storage ofT ezspire® ;and

8. T ezspire® m ustbe prescribed by anallergist,pulm onologist,or
pulm onary specialist,orthe m em berm usthave beenevaluated by an
allergist,pulm onologist,orpulm onary specialistw ithinthe last12
m onths (oranadvanced care practitionerw ith asupervising physician
w hois anallergist,pulm onologist,orpulm onary specialist);and

9. Initialapprovals w illbe forthe durationof6 m onths afterw hich tim e
com pliance w illbe evaluated forcontinued approval;and

10.A quantity lim itof1.91m L (1single-dose glass vialorsingle-dose pre-
filled syringe)per28 days w illapply.



Xolair® (Omalizumab Injection) Approval Criteria [Asthma Diagnosis]:
1. Diagnosis ofsevere persistentasthm a[as perN ationalAsthm a

Educationand PreventionProgram (N AEPP)guidelines];and
2. M em berm ustbe betw een6 and 75 years ofage;and
3. M em berm usthave apositive skintesttoatleast1perennial

aeroallergen(positive perennialaeroallergens m ustbe listed onthe
priorauthorizationrequest);and

4. M em berm usthave apretreatm entserum IgE levelbetw een30and
1,300IU /m L (depending onm em berage);and

5. M em ber’s w eightm ustbe betw een20kg and 150kg;and
6. M em berm usthave beenonm edium -to-high dose inhaled

corticosteroids (ICS )(forICS /LABA com binationproducts,the ICS
com ponentw ould m eetcriteriaatanequivalentm edium -to-high
dose)foratm inim um the past12 m onths;and

7. Prescribed Xolair® dose m ustbe anFDA approved regim enper
package labeling;and

8. ForauthorizationofXolair® vial,prescriberm ustverify the injectionw ill
be adm inistered inahealth care setting by ahealth care professional
prepared tom anage anaphylaxis;and

9. ForauthorizationofXolair® prefilled autoinjectororprefilled syringe,
prescriberm ustverify the follow ing:

a. M em berhas nopriorhistory ofanaphylaxis;and
b.M em berm usthave had atleast3 doses ofXolair® underthe

guidance ofahealth care providerw ith nohypersensitivity
reactions;and

c. M em berhas beentrained by ahealth care professionalon
subcutaneous adm inistration,m onitoring forany allergicreactions,
and storage ofXolair® ;and

10.Xolair® m ustbe prescribed by anallergist,pulm onologist,orpulm onary
specialistorthe m em berm usthave beenevaluated by anallergist,
pulm onologist,orpulm onary specialistw ithinthe last12 m onths (oran
advanced care practitionerw ith asupervising physicianw hois an
allergist,pulm onologist,orpulm onary specialist);and

11.M em berm usthave beeninthe em ergency room (ER )orhospitalized,
due toanasthm aexacerbation,tw ice inthe past12 m onths (date of
visits m ustbe listed onthe priorauthorizationrequest),orm em ber
m usthave beendeterm ined tobe dependentonsystem ic
corticosteroids topreventserious exacerbations;and

12.Initialapprovals w illbe forthe durationof6 m onths afterw hich tim e
com pliance w illbe evaluated forcontinued approval.

Xolair® (Omalizumab Injection) Approval Criteria [Chronic Idiopathic
Urticaria (CIU) Diagnosis]:

1. AnFDA approved diagnosis ofCIU ;and



2. M em berm ustbe 12 years ofage orolder;and
3. Otherform s ofurticariam ustbe ruled out;and
4. Otherpotentialcauses ofurticariam ustbe ruled out;and
5. M em ber m ust have an U rticaria Activity S core (U AS ) ≥16; and 
6. ForauthorizationofXolair® vial,prescriberm ustverify the injectionw ill

be adm inistered inahealth care setting by ahealth care professional
prepared tom anage anaphylaxis;and

7. ForauthorizationofXolair® prefilled autoinjectororprefilled syringe,
prescriberm ustverify the follow ing:

a. M em berhas nopriorhistory ofanaphylaxis;and
b.M em berm usthave had atleast3 doses ofXolair® underthe

guidance ofahealth care providerw ith nohypersensitivity
reactions;and

c. M em berhas beentrained by ahealth care professionalon
subcutaneous adm inistration,m onitoring forany allergicreactions,
and storage ofXolair® ;and

8. Prescriberm ustbe anallergist,im m unologist,orderm atologist(oran
advanced care practitionerw ith asupervising physicianthatis an
allergist,im m unologist,orderm atologist);and

9. A trialofasecond generationantihistam ine dosed at4 tim es the
m axim um FDA dose w ithinthe last3 m onths foratleast4 w eeks (or
less ifsym ptom s are intolerable);and

10.Initialdosing w illonly be approved for150m g every 4 w eeks.Ifthe
m em berhas inadequate results atthis dose,thenthe dose m ay be
increased to300m g every 4 w eeks;and

11.Initialapprovals w illbe forthe durationof3 m onths atw hich tim e
com pliance w illbe evaluated forcontinued approval.

Xolair® (Omalizumab Injection) Approval Criteria [Nasal Polyps Diagnosis]:
1. AnFDA approved indicationforadd-onm aintenance treatm entof

nasalpolyps inadultm em bers w ith inadequate response tonasal
corticosteroids;and

2. M em berm ustbe 18 years ofage orolder;and
3. M em berm usthave atrialofintranasalcorticosteroids foratm inim um

the past4 w eeks;and
4. Prescriberm ustverify m em berw illcontinue toreceive intranasal

corticosteroid therapy,unless contraindicated;and
5. M em berhas sym ptom s ofchronicrhinosinusitis (e.g.,facial

pain/pressure,reductionorloss ofsm ell,nasalblockade/obstruction/
congestion,nasaldischarge)for12 w eeks orlongerdespite attem pts at
m edicalm anagem ent;and

6. M em berhas evidence ofnasalpolyposis by directexam ination,sinus
CT scan,orendoscopy;and



7. M em berm usthave apretreatm entserum IgE levelbetw een30and
1,500IU /m L;and

8. M em ber’s w eightm ustbe betw een31kg and 150kg;and
9. Prescribed Xolair® dose m ustbe anFDA approved regim enper

package labeling;and
10.ForauthorizationofXolair® vial,prescriberm ustverify the injectionw ill

be adm inistered inahealth care setting by ahealth care professional
prepared tom anage anaphylaxis;and

11.ForauthorizationofXolair® prefilled autoinjectororprefilled syringe,
prescriberm ustverify the follow ing:

a. M em berhas nopriorhistory ofanaphylaxis;and
b.M em berm usthave had atleast3 doses ofXolair® underthe

guidance ofahealth care providerw ith nohypersensitivity
reactions;and

c. M em berhas beentrained by ahealth care professionalon
subcutaneous adm inistration,m onitoring forany allergicreactions,
and storage ofXolair® ;and

12.Xolair® m ustbe prescribed by anotolaryngologist,allergist,
im m unologist,orpulm onologistorthe m em berm usthave been
evaluated by anotolaryngologist,allergist,im m unologist,or
pulm onologistw ithinthe last12 m onths (oranadvanced care
practitionerw ith asupervising physicianw hois anotolaryngologist,
allergist,im m unologist,orpulm onologist);and

13.Initialapprovals w illbe forthe durationof6 m onths.R eauthorization
m ay be granted ifthe prescriberdocum ents the m em beris responding
w elltotreatm ent.Additionally,com pliance w illbe evaluated for
continued approval.

Additionally,the College ofPharm acy recom m ends the follow ing changes to
the Asthm aand COPD M aintenance M edications ProductBased Prior
Authorization(PBPA)category (changes noted inred inthe follow ing PBPA
T iercharts and criteria):

1. U pdating the Breo® Ellipta® approvalcriteriabased onthe new FDA
approved age expansionand m aking itbrand preferred based onnet
cost;and

2. PriorauthorizationofBreyna™ (budesonide/form oterolfum arate)w ith
the follow ing criteria;and

3. PriorauthorizationofS ym bicortAerosphere® (budesonide/form oterol
fum arate)and placem entintoT ier-2 w ith the follow ing additional
criteria;and

4. M oving Arnuity® Ellipta® (fluticasone furoate)and Asm anex® HFA
50m cg (m om etasone furoate)toT ier-1based onnetcosts;and

5. M oving T udorza® PressAir® and Incruse® Ellipta® toT ier-1based onnet
costs;and



6. M aking S piriva® HandiHaler® brand preferred based onnetcosts;and
7. T he rem ovalofLonhala® M agnair® due toproductdiscontinuation.

Inhaled Corticosteroids (ICS) and Combination Products

Tier-1 Tier-2*

budesonide (Pulm icortFlexhaler® )
beclom ethasone dipropionate
(QVAR ® R ediHaler® )

budesonide/form oterol(S ym bicort® )β

–Brand Preferred
budesonide/formoterol (Symbicort
Aerosphere®)

ciclesonide (Alvesco® ) fluticasone furoate (Arnuity® Ellipta®)

fluticasone furoate (Arnuity®

Ellipta®)
fluticasone furoate/vilanterol
(Breo® Ellipta® )–Brand Preferred

fluticasone propionate (Flovent® )
fluticasone propionate
(Arm onAir® Digihaler® )

fluticasone propionate/salm eterol
(Advair® )α

fluticasone propionate/salm eterol
(AirDuo® Digihaler® )

m om etasone furoate (Asm anex® )¥ fluticasone propionate/salm eterol
(AirDuoR espiClick® )

m om etasone furoate/form oterol
(Dulera® )◊

mometasone furoate 50mcg
(Asmanex® HFA)

m om etasone furoate/form oterol
50m cg/5m cg (Dulera® )

T ier-1products indicated forthe m em ber’s age are covered w ith nopriorauthorizationrequired.
T ierstructure based onsupplem entalrebate participationand/orN ationalAverage Drug Acquisition
Costs (N ADAC),W holesale AcquisitionCosts (W AC),orS tate M axim um Allow able Costs (S M AC).
*U nique criteriaapply toeach T ier-2 product.
βDoes notinclude Breyna™ ;authorizationofBreyna™ requires areasonw hy the m em bercannotuse
the brand form ulation(S ym bicort® ).
αDoes notinclude W ixelaInhub® ;authorizationofW ixelaInhub® requires areasonw hy the m em ber
cannotuse the brand form ulation(Advair® )orothergenericform ulations offluticasone propionate/
salm eterol.
¥Includes allstrengths and form ulations otherthanAsm anex® HFA 50m cg.
◊Includes allstrengths otherthanDulera® 50m cg/5m cg.

Arnuity® Ellipta® (Fluticasone Furoate) Approval Criteria:
1. AnFDA approved diagnosis ofasthm a;and
2. M em berm ustbe atorabove the m inim um age indicated,and
3. A patient-specific,clinically significantreasonw hy Flovent® (fluticasone

propionate)is notappropriate forthe m em berm ustbe provided.

Asmanex® HFA (Mometasone Furoate) 50mcg and QVAR® RediHaler®

(Beclomethasone Dipropionate) Approval Criteria:
1. AnFDA approved diagnosis ofasthm a;and
2. M em berm ustbe atthe age indicated forthe requested product:

a. Asm anex® HFA 50m cg:M em berm ustbe betw een5 and 11years of
age;or

b.QVAR ® R ediHaler® :M em berm ustbe 4 years ofage orolder;and



3. A trialofallavailable T ier-1inhaled corticosteroids orapatient-specific,
clinically significantreasonw hy they are notappropriate forthe
m em berm ustbe provided.

Breo® Ellipta® (Fluticasone Furoate/Vilanterol) Approval Criteria:
1. AnFDA approved diagnosis ofchronicobstructive pulm onary disease

(COPD)orchronicbronchitis and/orem physem aassociated w ith
COPD;and

a. Foradiagnosis ofCOPD orchronicbronchitis and/orem physem a
associated w ith COPD,trials ofAdvair® and S ym bicort® ,consisting
ofatleast30days each w ithinthe last90days thatdid not
adequately controlCOPD sym ptom s;or

2. AnFDA approved diagnosis ofasthm ainpatients 5 18 years ofage and
older;and

a. Foradiagnosis ofasthm a,trials ofAdvair® ,Dulera® ,and S ym bicort®

consisting ofatleast30days each w ithinthe last120days thatdid
notadequately controlasthm asym ptom s;and

3. R equests forgenericfluticasone furoate/vilanterolw illrequire apatient-
specific,clinically significantreasonw hy brand nam e Breo® Ellipta®

cannotbe used.

Breyna™ (Budesonide/Formoterol Fumarate) Approval Criteria:
1. A patient-specific,clinically significantreasonw hy the m em bercannot

use brand nam e S ym bicort® m ustbe provided (brand form ulationis
preferred and does notrequire apriorauthorization).

Symbicort Aerosphere® (Budesonide/Formoterol Fumarate) Approval
Criteria:

1. AnFDA approved diagnosis ofchronicobstructive pulm onary disease
(COPD);and

2. A patient-specific,clinically significantreasonw hy the m em bercannot
use brand nam e S ym bicort® and Advair® m ustbe provided.

Long-Acting Beta2 Agonists (LABA) and
Long-Acting Muscarinic Antagonists (LAMA)

Tier-1 Tier-2

Long-Acting Beta2 Agonists* (LABA)

salm eterolinhalationpow der
(S erevent® )

arform oterolnebulizersolution
(Brovana® )

form oterolnebulizersolution
(Perforom ist® )

olodaterolinhalationspray
(S triverdi® R espim at® )



Long-Acting Beta2 Agonists (LABA) and
Long-Acting Muscarinic Antagonists (LAMA)

Tier-1 Tier-2

Long-Acting Muscarinic Antagonists (LAMA)

aclidinium inhalation powder
(Tudorza® PressAir®)

aclidinium inhalation powder
(Tudorza® PressAir®)

tiotropium inhalationpow der
(S piriva® HandiHaler® )–Brand Preferred

glycopyrrolate inhalation solution
(Lonhala® Magnair®)

tiotropium softm istinhaler
(S piriva® R espim at® )

revefenacininhalationsolution
(Yupelri® )

umeclidinium inhalation powder
(Incruse® Ellipta®)

umeclidinium inhalation powder
(Incruse® Ellipta®)

*T ier-1com binationproducts thatcontainalong-acting beta2 agonist(LABA)qualify forthe LABA trial
requirem ent.
T ier-1m edications donotrequire priorauthorization.
T ierstructure based onsupplem entalrebate participationand/orN ationalAverage Drug Acquisition
Costs (N ADAC),W holesale AcquisitionCosts (W AC),orS tate M axim um Allow able Costs (S M AC).

1N ovartis Pharm aceuticals.N ovartis R eceives FDA ApprovalofXolair® (Om alizum ab)S elf-injectionw ith
Prefilled S yringe Across AllIndications forAppropriate Patients.PR N ew sw ire.Available online at:
https://w w w .prnew sw ire.com /new s-releases/novartis-receives-fda-approval-of-xolair-om alizum ab-self-
injection-w ith-prefilled-syringe-across-all-indications-for-appropriate-patients-301266937.htm l.Issued
04/12/2021.Lastaccessed 11/21/2023.
2 Am gen.T ezspire® Approved forS elf-adm inistrationinthe U .S .w ith aN ew Pre-filled Pen.PR N ew sw ire.
Available online at:https://w w w .prnew sw ire.com /new s-releases/tezspire-approved-for-self-
adm inistration-in-the-us-w ith-a-new -pre-filled-pen-301736900.htm l.Issued 02/02/2023.Lastaccessed
11/21/2023.
3 S ym bicortAerosphere® (Budesonide/Form oterol)–New Form ulationApproval.O ptu m Rx ®.Available
online at:https://professionals.optum rx.com /content/dam /optum 3/professional-
optum rx/new s/rxnew s/drug-approvals/drugapproval_sym bicortaerosphere_2023-0509.pdf.Issued
04/28/2023.Lastaccessed 11/21/2023.
4BreoEllipta® (Fluticasone Furoate/Vilanterol)–Expanded Indicationand N ew S trength.O ptu m Rx ®.
Available online at:https://professionals.optum rx.com /content/dam /optum 3/professional-
optum rx/new s/rxnew s/clinical-updates/clinicalupdate_breoellipta_2023-0517_V2.pdf.Issued 05/12/2023.
Lastaccessed 11/21/2023.
5 Vitaris Inc.Viatris Announces Launch ofBreyna™ (Budesonide and Form oterolFum arate Dihydrate)
InhalationAerosol,the FirstFDA-Approved GenericVersionofS ym bicort® forPeople w ith Asthm aand
ChronicObstructive Pulm onary Disease,inPartnership w ith Kindeva.PR N ew sw ire.Available online at:
https://w w w .prnew sw ire.com /new s-releases/viatris-announces-launch-of-breyna-budesonide-and-
form oterol-fum arate-dihydrate-inhalation-aerosol-the-first-fda-approved-generic-version-of-sym bicort-
for-people-w ith-asthm a-and-chronic-obstructive-pulm onary-disease-in-partn-301888925.htm l.Issued
07/31/2023.Lastaccessed 11/21/2023.
6 Xolair® (Om alizum ab)Prescribing Inform ation.Genentech Inc.Available online at:
https://w w w .gene.com /dow nload/pdf/xolair_prescribing.pdf.Lastrevised 08/2023.Lastaccessed
11/21/2023.
7 U .S .Food and Drug Adm inistration(FDA).FDA Drug S hortages:Discontinuations.Available online at:
https://w w w .accessdata.fda.gov/scripts/drugshortages/default.cfm #tabs-2.Lastrevised 10/2023.Last
accessed 11/21/2023.
8 LupinPharm aceuticals.LupinLaunches T iotropium Dry Pow derforInhalerforthe T reatm entofCOPD
inthe U nited S tates.PR N ew sw ire.Available online at:https://w w w .prnew sw ire.com /new s-
releases/lupin-launches-tiotropium -dry-pow der-for-inhaler-for-the-treatm ent-of-copd-in-the-united-
states-301902771.htm l.Issued 08/16/2023.Lastaccessed 11/21/2023.
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Vote to Prior Authorize Sohonos™ (Palovarotene)

Oklahoma Health Care Authority
December 2023

Market News and Updates1

New U.S. Food and Drug Administration (FDA) Approval(s):
 August 2023: The FDA approved Sohonos™ (palovarotene)toredu ce

the volu m e ofnew heterotopic ossification in adu ltsand pediatric
patients8 y earsofage and older(forfem ales)or10 y earsofage and
older(form ales)w ith fibrody splasia ossificansprogressiva (FO P).
Sohonos™ isthe firstand only FDA approved m edication forFO P.

Sohonos™ (Palovarotene) Product Summary2

Therapeutic Class: Retinoid

Indication(s): Redu ction in the volu m e ofnew heterotopic ossification in
adu ltsand children8 y earsofage and olderforfem alesand 10 y earsofage
and olderform alesw ith FO P

How Supplied: 1m g,1.5m g,2.5m g,5m g,and 10m g oralcapsu les

Dosing and Administration: Dosing inclu desa chronic daily dose,w hich can
be increased forflare-u psy m ptom s:
 Adu ltsand Pediatric Patients14 YearsofAge and O lder:

 Daily Dose:5m g daily

 Flare-UpDose:20m g daily for4 w eeksthen 10m g daily for8 w eeks,
then retu rn to5m g daily dose

Ifdu ring flare-u ptreatm ent,the patientex periencesm arked
w orsening ofthe originalflare-u psite oranotherflare-u pata
new location,the 12-w eekflare-u pdosing shou ld be re-
started at20m g daily .

Ifflare-u psy m ptom shave notresolved atthe end ofthe 12-
w eekperiod,the 10m g daily dose m ay be ex tended in 4-w eek
intervalsand continu ed u ntilthe flare-u psy m ptom sresolve.
Ifnew flare-u psy m ptom soccu rafterthe 5m g daily dose is
resu m ed,flare-u pdosing m ay be restarted.



 Pediatric Patients8-13YearsofAge (forFem ales)or10-13YearsofAge
(forM ales):

Weight
Daily
Dose

Week 1-4
Flare-Up Dose

Week 5-12
Flare-Up Dose

10kg to19.9kg 2.5m g 10m g 5m g

20kg to39.9kg 3m g 12.5m g 6m g

40kg to59.9kg 4m g 15m g 7.5m g

≥ 60kg 5m g 20m g 10m g

 Dosage redu ctionsm ay be requ ired foradverse reactionsand dru g
interactions.

Cost: The W holesale Acqu isition Cost(W AC)ofSohonos™ is$342per
m illigram ($1,710 per5m g capsu le or$3,420 per10m g capsu le).Fora m em ber
w hois14 y earsofage orolder,thisresu ltsin an estim ated costof$47,880 per
28 day sforthe 5m g chronic daily dose.The costofthe 12-w eekflare-u p
dosing forthism em berw ou ld be $383,040 per12-w eekflare episode.Ifthe
m em berex periencesan average of(2)12-w eekflarespery ear,the estim ated
annu alcostw ou ld be $1,101,240 pery earbased on recom m ended dosing.

Recommendations

The College ofPharm acy recom m endsthe priorau thoriz ation ofSohonos™
(palovarotene)w ith the follow ing criteria (show n in red):

Sohonos™ (Palovarotene) Approval Criteria:
1. An FDA approved diagnosisoffibrody splasia ossificansprogressiva

(FO P);and
a. Diagnosism u stbe confirm ed by genetic testing identify ing a

pathogenic R206H m u tation in the ACVR1gene (resu ltsofgenetic
testing m u stbe su bm itted);and

2. M em berm u stbe:
a. 8 y earsofage orolderforfem ale m em bers;or
b.10 y earsofage orolderform ale m em bers;and

3. Form em bersy ou ngerthan 14 y earsofage,m em ber’srecentw eight
(taken w ithinthe past3w eeks)m u stbe provided in ordertoensu re
appropriate dosing in accordance w ith package labeling;and

4.M u stbe prescribed by a geneticistorotherspecialistw ith ex pertise in
the treatm entofFO P;and

5. Fem ale m em bersofreprodu ctive potentialm u stnotbe pregnantand
m u sthave a negative pregnancy testw ithin 1w eekpriortotherapy
initiation;and

6. Prescriberm u stverify fem ale m em bersofreprodu ctive potentialare
notbreastfeeding and w illu se effective contraception atleast1m onth
priortoinitiating treatm entw ith Sohonos™ and for1m onth afterthe
lastdose ofSohonos™;and



7. Prescriberm u stverify the m em berdoesnothave severe renal
im pairm ent(creatinine clearance <30m L/m in)orm oderate orsevere
hepatic im pairm ent(Child-Pu gh B orC);and

8. M em berm u stnotbe taking any ofthe follow ing m edications
concom itantly w ith Sohonos™:

a. Strong CYP3A4 inhibitors(e.g.,ketoconaz ole,itraconaz ole,
clarithrom y cin);or

b.Strong orm oderate CYP3A4 indu cers(e.g.,rifam pin,
carbam az epine,pheny toin,St.John’sw ort,phenobarbital,
prim idone);or

c. Vitam in A atdoseshigherthanthe recom m ended daily allow ance
(RDA);or

d.O theroralretinoids(e.g.,acitretin,isotretinoin,tretinoin);or
e. Tetracy clines(e.g.,dox y cy cline,m inocy cline,tetracy cline);and

9. Ifconcu rrentu se w ith a m oderate CYP3A4 inhibitor(e.g.,ciproflox acin,
diltiaz em ,ery throm y cin,im atinib,flu conaz ole,flu vox am ine,verapam il)
isrequ ired,prescriberm u stagree toredu ce the Sohonos™ dose as
recom m ended in the package labeling;and

10.Prescriberm u stverify the m em berorm em ber’scaregiverhasbeen
cou nseled on allw arningsand precau tionsrelated toSohonos™,
inclu ding the risksofem bry o-fetaltox icity ,prem atu re epiphy seal
closu re,m etabolic bone disorders,psy chiatric disorders,and night
blindness;and

11.The requ estm u stspecify ifitisfora chronic daily dose ora flare-u p
dose;and

12.Chronic Daily Dose Approvals:Initialapprovalsw illbe forthe du ration
of6 m onthsforthe appropriate dose based on m em berage orw eight.
Foradditionalapprovalconsideration after6 m onths,the prescriber
m u stverify the m em beristolerating and responding w elltothe
m edication.Su bsequ entapprovalsw illbe forthe du ration of1y ear;and

13.Flare-UpDose Approvals:Initialapprovalsw illbe forthe du ration of12
w eeksforthe appropriate dosesbased on m em berage orw eight.After
12w eeks,flare-u pdosing m ay be approved in additional4-w eek
increm entsifthe prescriberdocu m entsthe flare-u psy m ptom shave
notresolved atthe end ofthe 12-w eekperiod;and

14.M em berw illnotbe approved forthe chronic daily dose and flare-u p
dosing atthe sam e tim e.

1Ipsen.U.S.FDA ApprovesIpsen’sSohonos™ (Palovarotene)Capsu les,the Firstand O nly Treatm entfor
People w ith Fibrody splasia O ssificansProgressiva.Available online at:https://w w w .ipsen.com /press-
releases/u s-fda-approves-ipsens-sohonostm -palovarotene-capsu les-the-first-and-only -treatm ent-for-
people-w ith-fibrody splasia-ossificans-progressiva/.Issu ed 08/16/2023.Lastaccessed 11/28/2023.
2 Sohonos™ (Palovarotene)Prescribing Inform ation.Ipsen Biopharm aceu ticals,Inc.Available online at:
https://w w w .accessdata.fda.gov/dru gsatfda_docs/label/2023/215559s000lbl.pdf.Lastrevised 08/2023.
Lastaccessed 11/28/2023.
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Vote to Prior Authorize Miebo™ (Perfluorohexyloctane
Ophthalmic Solution) and Vevye® (Cyclosporine
Ophthalmic Solution)

Oklahoma Health Care Authority
December 2023

Market News and Updates1,2

New U.S. Food and Drug Administration (FDA) Approval(s):
 May 2023: M iebo™ (perfluorohexyloctane ophthalm icsolution)w as

approved by the FDA fortreatm entofthe signs and sym ptom s ofdry
eye disease (DED).M iebo™ is afirst-in-class sem i-fluorinated alkane
thatdirectly targets tearevaporation.

 May 2023: Vevye® (cyclosporine 0.1% ophthalm icsolution)w as
approved by the FDA fortreatm entofsigns and sym ptom s ofDED.
Vevye® is acyclosporine productthatis solubilized inaw ater-free
excipientthatdoes notcontainanti-m icrobialpreservatives,oils,or
surfactants.

Miebo™ (Perfluorohexyloctane Ophthalmic Solution) Product Summary3

Therapeutic Class: S em i-fluorinated alkane

Indication(s): T reatm entofthe signs and sym ptom s ofDED inpatients 18
years ofage and older

How Supplied: 3m L m ulti-dose bottle containing 100% perfluorohexyloctane
w ith droppertips and screw caps

Dosing and Administration: 1drop ineach affected eye 4 tim es aday

Vevye® (Cyclosporine 0.1% Ophthalmic Solution) Product Summary4

Therapeutic Class: Calcineurininhibitorim m unosuppressant

Indication(s): T reatm entofthe signs and sym ptom s ofDED inpatients 18
years ofage and older

How Supplied: 5m L bottle containing 0.1% cyclosporine solutionthatdelivers
0.01m L perdrop

Dosing and Administration: 1drop ineach affected eye tw ice daily,atleast12
hours apart



Cost Comparison

Product
Cost Per

Unit
Cost Per

Month
Cost Per

Year

Miebo™ (perfluorohexyloctane op sol) bottle $257.00 $3,084£ $37,008.00

R estasis® (cyclosporine 0.05% op em u)single-use vial $10.32 $619.20* $7,430.40

cyclosporine 0.05% op em u single-use vial(generic) $2.79 $167.40* $2,008.80

Xiidra® (lifitegrast 5%  op sol) single-use vial $10.96 $657.60* $7,891.20
Costs do not reflect rebated prices or net costs. Costs based on N ational Average Drug Acquisition Costs 

(N ADAC),W holesale AcquisitionCosts (W AC),orS tate M axim um Allow able Costs (S M AC).
£Costperm onth based onthe FDA approved dosing of1drop ineach affected eye 4 tim es daily.

*Costperm onth based onthe FDA approved dosing of1drop ineach eye every 12 hours.

em u = em ulsion;op = ophthalm ic;sol= solution

U nit= each m L forM iebo™ and each single-use vialforthe otherproducts listed

Please note:Costinform ationforVevye® is notavailable atthis tim e toallow foracostcom parison.

Recommendations

T he College ofPharm acy recom m ends the priorauthorizationofM iebo™ and
Vevye® w ith the follow ing criteria(show ninred):

Miebo™ (Perfluorohexyloctane) Approval Criteria:
1. AnFDA approved diagnosis ofdry eye disease (DED);and
2. M em berm ustbe 18 years ofage orolder;and
3. Prescriberm ustverify thatenvironm entalfactors (e.g.,hum idity,fans)

have beenaddressed;and
4. M em berm usthave trials w ith atleast3 over-the-counter(OT C)

products for3 days inthe last30days thatfailed torelieve signs and
sym ptom s ofdry eyes;and

5. A patient-specific,clinically significantreasonw hy the m em bercannot
use R estasis® (cyclosporine ophthalm icem ulsion)single-use vials,
w hich are available w ithoutapriorauthorization,and Xiidra® (lifitegrast
ophthalm icsolution)m ustbe provided;and

6. A quantity lim itof12m L per30days w illapply.

Vevye® (Cyclosporine 0.1% Solution) Approval Criteria:
1. AnFDA approved diagnosis ofdry eye disease (DED);and
2. M em berm ustbe 18 years ofage orolder;and
3. Prescriberm ustverify thatenvironm entalfactors (e.g.,hum idity,fans)

have beenaddressed;and
4. M em berm usthave trials w ith atleast3 over-the-counter(OT C)

products for3 days inthe last30days thatfailed torelieve signs and
sym ptom s ofdry eyes;and

5. A patient-specific,clinically significantreasonw hy the m em bercannot
use R estasis® (cyclosporine ophthalm icem ulsion)single-use vials,
w hich are available w ithoutpriorauthorization,and Xiidra® (lifitegrast
ophthalm icsolution)m ustbe provided;and



6. A quantity lim itof5m L per25 days w illapply.

1Antrim A.FDA Approves Perfluorohexyloctane Ophthalm icS olutionforDry Eye Disease.Pharmacy
Times.Available online at:https://w w w .pharm acytim es.com /view /fda-approves-perfluorohexyloctane-
ophthalm ic-solution-for-dry-eye-disease.Issued 05/19/2023.Lastaccessed 11/29/2023.
2 N ovaliq.N ovaliq Announces FDA ApprovalofVevye® (Cyclosporine Ophthalm icS olution)0.1% forthe
T reatm entofthe S igns and S ym ptom s ofDry Eye Disease.Available Online at:
https://w w w .novaliq.com /press-releases/2023/06/08/novaliq-announces-fda-approval-of-vevye-
cyclosporine-ophthalm ic-solution-0-1-for-the-treatm ent-of-the-signs-and-sym ptom s-of-dry-eye-
disease/.Issued 06/08/2023.Lastaccessed 11/29/2023.
3 M iebo™ (Perfluorohexyloctane Ophthalm icS olution)Prescribing Inform ation.Bausch & Lom b.
Available online at:https://w w w .bausch.com /globalassets/pdf/packageinserts/pharm a/m iebo-package-
insert.pdf.Lastrevised 05/2023.Lastaccessed 11/29/2023.
4 Vevye® (Cyclosporine 0.1% Ophthalm icS olution)Prescribing Inform ation.N ovaliq.Available online at:
https://w w w .accessdata.fda.gov/drugsatfda_docs/label/2023/217469s000lbl.pdf.Lastrevised 05/2023.
Lastaccessed 11/29/2023.
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Vote to Prior Authorize Veozah™ (Fezolinetant) and
Update the Approval Criteria for the Vasomotor
Symptom (VMS) Medications

Oklahoma Health Care Authority
December 2023

Market News and Updates1

New U.S. Food and Drug Administration (FDA) Approval(s):
 May 2023: The FDA approved Veoz ah™ (fez olinetant),an oral

m edication u sed forthe treatm entofm oderate-to-severe VM S cau sed
by m enopau se.Veoz ah™ isthe firstneu rokinin 3(N K3)receptor
antagonistapproved by the FDA forthisindication.

Veozah™ (Fezolinetant) Product Summary2

Therapeutic Class: N K3 receptorantagonist

Indication(s): Treatm entofm oderate-to-severe VM S du e tom enopau se

How Supplied: 45m g tablet

Dosing and Administration:

 O ne 45m g tabletonce daily w ith orw ithou tfood
 Baseline blood w orkshou ld be evalu ated forhepatic fu nction and

inju ry before beginning Veoz ah™.
 Follow -u pblood w orkshou ld be perform ed at3m onths,6 m onths,and

9 m onthsafterinitiation oftherapy and w hen sy m ptom ssu ggestliver
inju ry .



Cost Comparison3

Product
Cost Per

Unit
Cost Per

Month
Cost Per

Year

Veozah™ (fezolinetant) 45mg tablet $17.53 $525.90* $6,310.80

estradiol1m g tablet(generic) $0.08 $1.68α $20.16

estradiol-norethindrone 0.5-0.1m g tablet(generic) $0.59 $17.70* $212.40

gabapentin300m g capsu le (generic) $0.04 $3.60β $43.20

parox etine 10m g tablet(generic) $0.06 $1.80+ $21.60

venlafax ine 75m g ER capsu le (generic) $0.11 $3.30+ $39.60
Costs do not reflect rebated prices or net costs. Costs based on N ational Average Dru g Acqu isition Costs 

(N ADAC),W holesale Acqu isition Costs(W AC),orState M ax im u m Allow able Costs(SM AC).

ER =ex tended-release;Unit=capsu le ortablet

*Costperm onth isbased on the FDA approved once daily dose.
αCostperm onth isbased on the FDA approved dosing of1m g once daily in a cy clicalpattern (3w eeks

on,1w eekoff)
βCostperm onth isbased on the N orth Am erican M enopau se Society (N AM S)N onhorm one Therapy

Position Statem ent2023recom m ended dosing of300m g three tim esdaily .
+Costperm onth isbased on the N AM S N onhorm one Therapy Position Statem ent2023recom m ended

dosing foreach produ ctadm inistered once daily .

Recommendations

The College ofPharm acy recom m endsthe priorau thoriz ation ofVeoz ah™
(fez olinetant)w ith the follow ing criteria (show n in red):

Veozah™ (Fezolinetant) Approval Criteria:
1. An FDA approved diagnosisofm oderate-to-severe vasom otor

sy m ptom s(VM S)du e tom enopau se;and
2. M em berm u stnotu se CYP1A2inhibitors(e.g.,cim etidine,ciproflox acin,

ethiny lestradiol,flu vox am ine,m ex iletine)concom itantly w ith
Veoz ah™;and

3. M em berm u stnothave a history ofsevere renalim pairm ent,end-stage
renaldisease,orcirrhosis;and

4.Prescriberm u stverify baseline renalfu nction and m em berm u sthave
an estim ated glom eru lar filtration rate (eGFR) ≥30m L/m in/1.73m 2;and

5. Prescriberm u stverify liverfu nction tests(LFTs)(e.g.,ALT,AST,biliru bin)
w illbe m onitored priortothe initiation ofVeoz ah™,every 3m onthsfor
the first9 m onthsoftreatm ent,and asclinically indicated thereafter;
and

6. A patient-specific,clinically significantreason w hy the m em bercannot
u se m enopau salhorm one therapy m u stbe provided;and

7. A patient-specific,clinically significantreason w hy the m em bercannot
u se othergu ideline su pported non-horm onaltherapy forVM S (e.g.,
gabapentin,parox etine,venlafax ine)m u stbe provided;and

8. A qu antity lim itof30 tabletsper30 day sw illapply .



Additionally ,the College ofPharm acy recom m endsthe rem ovalofthe prior
au thoriz ation forElestrin® (estradiol0.6% gel)based on netcost(changes
show n in red):

Elestrin® (Estradiol 0.06% Gel) Approval Criteria:
1. An FDA approved indication forthe treatm entofm oderate-to-severe

vasom otorsy m ptom sdu e tom enopau se;and
2. M em berm u stnothave any contraindicationsforu se ofElestrin®;and
3. A patient-specific,clinically significantreason w hy othertopical

estradiolform u lations(e.g.,Divigel®)are notappropriate forthe
m em berm u stbe provided;and

4.M em bersolderthan 65y earsofage w illgenerally notbe approved
w ithou tsu pporting inform ation;and

5. Approvalsw illbe forthe du ration of6 m onthstoensu re the need for
continu ed therapy isreassessed periodically and the m edication is
being u sed forthe shortestdu ration possible;and

6. A qu antity lim itof52gram sper30 day sw illapply .

1U.S.Food and Dru g Adm inistration (FDA).FDA ApprovesN ovelDru g toTreatM oderate toSevere Hot
FlashesCau sed by M enopau se.Available online at:https://w w w .fda.gov/new s-events/press-
annou ncem ents/fda-approves-novel-dru g-treat-m oderate-severe-hot-flashes-cau sed-m enopau se.
Issu ed 05/12/2023.Lastaccessed 11/09/2023.
2 Veoz ah™ Prescribing Inform ation.AstellasPharm a,Inc.Available online at:
https://w w w .astellas.com /u s/sy stem /files/veoz ah_u spi.pdf,Lastrevised 05/2023.Lastaccessed 11/09/2023.
3 Shu feltC,Brow n V,CarpenterJ,etal.The 2023N onhorm one Therapy Position Statem entofThe N orth
Am erican M enopau se Society .Menopause 2023;30(6):573-590.doi:10.1097/GM E.0000000000002200.
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Vote to Prior Authorize Elrexfio™ (Elranatamab-bcmm)
and Talvey™ (Talquetamab-tgvs) and Update the
Approval Criteria for the Multiple Myeloma Medications

Oklahoma Health Care Authority
December 2023

Market News and Updates1,2,3,4

New U.S. Food and Drug and Administration (FDA) Approval(s):
 August 2023: T he FDA granted accelerated approvaltoT alvey™

(talquetam ab-tgvs)forthe treatm entofadultpatients w ith relapsed or
refractory m ultiple m yelom aw hohave received atleast4 priorlines of
therapy,including aproteasom e inhibitor,anim m unom odulatory
agent,and ananti-CD38 m onoclonalantibody.T his indicationis
approved underaccelerated approvalbased onresponse rate and
durability ofresponse.Continued approvalforthis indicationm ay be
contingentuponverificationand descriptionofclinicalbenefitina
confirm atory trial(s).

 August 2023: T he FDA granted accelerated approvaltoElrexfio™
(elranatam ab-bcm m )forthe treatm entofadultpatients w ith relapsed
orrefractory m ultiple m yelom aw hohave received atleast4 priorlines
oftherapy including aproteasom e inhibitor,anim m unom odulatory
agent,and ananti-CD38 m onoclonalantibody.T his indicationis
approved underaccelerated approvalbased onresponse rate and
durability ofresponse.Continued approvalforthis indicationm ay be
contingentuponverificationofclinicalbenefitinaconfirm atory trial(s).

News:
 November 2022: GS K,the m anufacturerofBlenrep (belantam ab

m afodotin-blm f),announced itinitiated the process forw ithdraw ing
the FDA’s accelerated approvalforthe m edicationbased onresults
from aPhase 3 confirm atory trial.

 December 2022: T he FDA requested w ithdraw alofits accelerated
approvalforPepaxto® (m elphalanflufenam ide)based onresults from a
Phase 3 confirm atory trial.

Elrexfio™ (Elranatamab-bcmm) Product Summary5

Therapeutic Class: BispecificB-cellm aturationantigen(BCM A)-directed CD3
T -cellengager



Indication(s): T reatm entofadultpatients w ith relapsed orrefractory m ultiple
m yelom aw hohave received atleast4 priorlines oftherapy including a
proteasom e inhibitor,anim m unom odulatory agent,and ananti-CD38
m onoclonalantibody
 T his indicationis approved underaccelerated approvalbased on

response rate and durability ofresponse.Continued approvalforthis
indicationm ay be contingentuponverificationofclinicalbenefitina
confirm atory trial(s).

How Supplied:
 76m g/1.9m L single-dose vial(S DV)
 44m g/1.1m L S DV

Dosing and Administration: Adm inistered as asubcutaneous (sub-Q)
injectionaccording tothe follow ing schedule:
 S tep-up Dosing:12m g onday 1,32m g onday 4,and 76m g onday 8
 W eekly Dosing:76m g once w eekly starting 1w eekafterthe previous

dose
 Biw eekly (Every 2 W eeks)Dosing:76m g every 2 w eeks starting onw eek

24 and thereafter(only forpatients w horeceived atleast24 w eeks of
treatm entand achieved atleastapartialresponse and m aintained this
response foratleast2 m onths)

Cost: T he W holesale AcquisitionCost(W AC)forElrexfio™ is $6,868.80per
m illiliter,resulting inacostof$7,555.68 foreach step-up dose or$13,050.72 for
each 76m g dose.T he costoftreatm entforthe first24 w eeks (including step-
up dosing)w ould be $315,277.92.Forpatients w horespond and continue to
biw eekly dosing,the estim ated costw ould be $26,101.44 per28 days.

Talvey™ (Talquetamab-tgvs) Product Summary6

Therapeutic Class: BispecificGPR C5D-directed CD3 T -cellengager

Indication(s): T reatm entofadultpatients w ith relapsed orrefractory m ultiple
m yelom aw hohave received atleast4 priorlines oftherapy,including a
proteasom e inhibitor,anim m unom odulatory agent,and ananti-CD38
m onoclonalantibody
 T his indicationis approved underaccelerated approvalbased on

response rate and durability ofresponse.Continued approvalforthis
indicationm ay be contingentuponverificationand descriptionof
clinicalbenefitinaconfirm atory trial(s).

How Supplied:
 3m g/1.5m L S DV

 40m g/1m L S DV



Dosing and Administration: Adm inistered as asub-Q injectionaccording to
eitherthe w eekly orbiw eekly dosing schedule:
 W eekly Dosing S chedule:

 S tep-up Dosing:0.01m g/kg onday 1,0.06m g/kg onday 4,0.4m g/kg
onday 7

 W eekly Dosing:0.4m g/kg once w eekly starting 1w eekafterthe
previous dose

 Biw eekly (Every 2 W eeks)Dosing S chedule:
 S tep-up Dosing:0.01m g/kg onday 1,0.06m g/kg onday 4,0.4m g/kg

onday 7,0.8m g/kg onday 10

 Biw eekly Dosing:0.8m g/kg every 2 w eeks starting 2 w eeks after
the previous dose

Cost: T he W AC forT alvey™ is $777 forthe 3m g/1.5m L S DV and $10,360forthe
40m g/m L S DV.Foran80kg adultusing the w eekly dosing schedule,the
estim ated costw ould be $777 forthe firststep-up dose,$1,554 forthe second
step-up dose,and $10,360foreach subsequentdose.T he costoftreatm ent
forthe first24 w eeks (including step-up dosing)w ould be $240,611.For
patients w hocontinue w eekly dosing,the estim ated costw ould be $41,440
per28 days.

Recommendations

T he College ofPharm acy recom m ends the priorauthorizationofElrexfio™
(elranatam ab-bcm m )and T alvey™ (talquetam ab-tgvs)w ith the follow ing
criteria(show ninred):

Elrexfio™ (Elranatamab-bcmm) Approval Criteria [Multiple Myeloma
Diagnosis]:

1. Diagnosis ofrelapsed orrefractory m ultiple m yelom a;and
2. M em berhas received atleast4 priorlines oftherapy,including a

proteasom e inhibitor,anim m unom odulatory agent,and ananti-CD38
m onoclonalantibody;and

3. Health care facilities m ustbe trained inthe m anagem entofcytokine
release syndrom e (CR S ),neurologictoxicities,and com ply w ith the risk
evaluationand m itigationstrategy (R EM S )requirem ents.

Talvey™ (Talquetamab-tgvs) Approval Criteria [Multiple Myeloma
Diagnosis]:

1. Diagnosis ofrelapsed orrefractory m ultiple m yelom a;and
2. M em berhas received atleast4 priorlines oftherapy,including a

proteasom e inhibitor,anim m unom odulatory agent,and ananti-CD38
m onoclonalantibody;and



3. Health care facilities m ustbe trained inthe m anagem entofcytokine
release syndrom e (CR S ),neurologictoxicities,and com ply w ith the risk
evaluationand m itigationstrategy (R EM S )requirem ents.

Additionally,the College ofPharm acy recom m ends rem ovalofcoverage and
ofthe priorauthorizationcriteriaforBlenrep (belantam ab m afodotin-blm f)
and Pepaxto® (m elphalanflufenam ide)based onthe FDA w ithdraw alof
approvalforthese m edications (changes show ninred):

Blenrep (Belantamab Mafodotin-blmf) Approval Criteria [Multiple
Myeloma Diagnosis]:

1. Diagnosis ofrelapsed orrefractory m ultiple m yelom a(R R M M )inadults;
and

2. M em ber has received ≥4 prior therapies including an anti-CD38 
m onoclonalantibody,aproteasom e inhibitor(PI),and an
im m unom odulatory agent;and

3. Prescriberm ustverify the m em berw illreceive eye exam s,including
visualacuity and slitlam p ophthalm icexam inations,w ith each cycle
(every 3 w eeks).

Pepaxto® (Melphalan Flufenamide) Approval Criteria [Multiple Myeloma
Diagnosis]:

1. Diagnosis ofrelapsed orrefractory m ultiple m yelom a(R R M M );and
2. M em berhas received atleast4 priorlines oftherapy (including being

refractory toatleast1proteasom e inhibitor,1im m unom odulatory
agent,and 1CD-38 directed m onoclonalantibody);and

3. M em bers w hoare new totreatm entw ith Pepaxto® w illgenerally notbe
approved.

1U .S .Food and Drug Adm inistration(FDA).FDA Grants Accelerated ApprovaltoT alquetam ab-tgvs for
R elapsed orR efractory M ultiple M yelom a.Available online at:https://w w w .fda.gov/drugs/resources-
inform ation-approved-drugs/fda-grants-accelerated-approval-talquetam ab-tgvs-relapsed-or-
refractory-m ultiple-m yelom a.Issued 08/09/2023.Lastaccessed 11/28/2023.
2 U .S .FDA.FDA Grants Accelerated ApprovaltoElranatam ab-bcm m forM ultiple M yelom a.Available
online at:https://w w w .fda.gov/drugs/resources-inform ation-approved-drugs/fda-grants-accelerated-
approval-elranatam ab-bcm m -m ultiple-m yelom a.Issued 08/14/2023.Lastaccessed 11/28/2023.
3 GS K.GS K Provides anU pdate onBlenrep (Belantam ab M afodotin-blm f)U .S .M arketing Authorization.
Available online at:https://w w w .gsk.com /en-gb/m edia/press-releases/gsk-provides-update-on-blenrep-
us-m arketing-authorisation/.Issued 11/22/2022.Lastaccessed 11/28/2023.
4 Oncopeptides AB.Oncopeptides Provides U pdate onPepaxto® U .S .M arketing Authorization.Available
online at:https://w w w .prnew sw ire.com /new s-releases/oncopeptides-provides-update-on-pepaxto-us-
m arketing-authorization-301697061.htm l.Issued 12/07/2022.Lastaccessed 11/28/2023.
5 Elrexfio™ (Elranatam ab-bcm m )Prescribing Inform ation.Pfizer,Inc.Available online at:
https://w w w .accessdata.fda.gov/drugsatfda_docs/label/2023/761345Orig1s000lbl.pdf.Lastrevised
08/2023.Lastaccessed 11/28/2023.
6 T alvey™ (T alquetam ab-tgvs)Prescribing Inform ation.JanssenBiotech,Inc.Available online at:
https://w w w .accessdata.fda.gov/drugsatfda_docs/label/2023/761342s000lbl.pdf.Lastrevised 08/2023.
Lastaccessed 11/28/2023.
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Fiscal Year 2023 Annual Review of Anticoagulants and
Platelet Aggregation Inhibitors

Oklahoma Health Care Authority
December 2023

Current Prior Authorization Criteria

Aggrenox® (Aspirin/Dipyridamole Extended-Release) Approval Criteria:
1. An FDA approved indication for the prophylaxis of recurrent

thromboembolic stroke in patients who have had transient ischemia of
the brain or completed ischemic stroke due to thrombosis; and

2. Member must be 18 years of age or older; and
3. A patient-specific, clinically significant reason why the member cannot

use immediate-release dipyridamole and over-the-counter (OTC)
aspirin in place of Aggrenox® must be provided; and

4. A quantity limit of 60 capsules for a 30-day supply will apply.

Brilinta® (Ticagrelor) Approval Criteria:
1. The first 365 days of therapy with Brilinta® 90mg twice daily does not

require prior authorization.
2. After the first 365 days, a patient-specific, clinically significant reason for

continuing the 90mg twice daily dosage will need to be provided or the
member should be switched to the 60mg twice daily dosage.

3. Approvals will be for the duration of 1 year.

Pradaxa® (Dabigatran) Approval Criteria:
1. Pradaxa® (dabigatran) capsules require the following:

a. An FDA approved indication of 1 of the following:
i. Non-valvular atrial fibrillation; or

ii. Treatment of deep vein thrombosis (DVT) or pulmonary
embolism (PE) after treatment with a parenteral
anticoagulant for 5 to 10 days; or

iii. To reduce the risk of recurrent DVT or PE in members who
have been previously treated; or

iv. For the prophylaxis of DVT and PE in members who have
undergone hip replacement surgery; or

v. Treatment of venous thromboembolic events (VTE) in
pediatric members 8 to 18 years of age who have been
treated with a parenteral anticoagulant for at least 5 days; or

vi. To reduce the risk of recurrent VTE in pediatric members 8 to
18 years of age who have been previously treated.

2. Pradaxa® (dabigatran) oral pellets require the following:



a. An FDA approved indication of 1 of the following:
i. Treatment of VTE in members who have been treated with a

parenteral anticoagulant for at least 5 days; or
ii. To reduce the risk of recurrent VTE in members who have

been previously treated; and
b. Member must be 3 months of age or older; and
c. Members older than 10 years of age require a patient-specific,

clinically significant reason why the oral capsule formulation
cannot be used.

Savaysa® (Edoxaban) Approval Criteria:
1. An FDA approved indication of 1 of the following:

a. To reduce the risk of stroke and systemic embolism (SE) in patients
with non-valvular atrial fibrillation (NVAF); or

b. Treatment of deep vein thrombosis (DVT) or pulmonary embolism
(PE) following 5 to 10 days of initial therapy with a parenteral
anticoagulant; and

2. Requests for therapy for the treatment of DVT and PE must verify that
the member has undergone 5 to 10 days of initial therapy with a
parenteral anticoagulant; and

3. Members with NVAF must not have a creatinine clearance (CrCl)
>95mL/min due to increased risk of ischemic stroke compared to
warfarin at the highest dose studied (60mg); and

4. A patient-specific, clinically significant reason why the member cannot
use Eliquis® (apixaban), Pradaxa® (dabigatran), and Xarelto®

(rivaroxaban) must be provided; and
5. A quantity limit of 30 tablets per 30 days will apply.

Zontivity® (Vorapaxar) Approval Criteria:
1. An FDA approved indication for the reduction of thrombotic

cardiovascular events in members with 1 of the following:
a. History of myocardial infarction (MI); or
b. Peripheral arterial disease (PAD); and

2. Zontivity® must be used in combination with aspirin and/or clopidogrel
(not monotherapy); and

3. Zontivity® will not be approved for members with history of transient
ischemic attack (TIA), stroke, or intracranial hemorrhage (ICH) or with
active pathological bleeding; and

4. A quantity limit of 30 tablets per 30 days will apply.



Utilization of Anticoagulants and Platelet Aggregation Inhibitors: Fiscal
Year 2023

Comparison of Fiscal Years: Anticoagulants

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 4,626 19,731 $9,499,944.26 $481.47 $11.81 1,262,298 804,589

2023 6,424 27,156 $14,503,514.77 $534.08 $13.11 1,818,562 1,106,449

% Change 38.9% 37.6% 52.7% 10.9% 11.0% 44.1% 37.5%

Change 1,798 7,425 $5,003,570.51 $52.61 $1.30 556,264 301,860
Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
Please note: The prior authorization requirement for Eliquis® and Xarelto® was removed 05/2023.
Fiscal Year 2022 = 07/01/2021 to 06/30/2022; Fiscal Year 2023 = 07/01/2022 to 06/30/2023

 Aggregate drug rebates collected during fiscal year 2023 for the
anticoagulants totaled $14,298,924.15.Δ Rebates are collected after
reimbursement for the medication and are not reflected in this report.
The costs included in this report do not reflect net costs.

Comparison of Fiscal Years: Platelet Aggregation Inhibitors

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 5,158 18,034 $1,305,134.83 $72.37 $1.40 1,013,869 934,763

2023 6,403 23,493 $1,906,875.41 $81.17 $1.56 1,341,192 1,225,331

% Change 24.1% 30.3% 46.1% 12.2% 11.4% 32.3% 31.1%

Change 1,245 5,459 $601,740.58 $8.80 $0.16 327,323 290,568
Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
Fiscal Year 2022 = 07/01/2021 to 06/30/2022; Fiscal Year 2023 = 07/01/2022 to 06/30/2023

 Aggregate drug rebates collected during fiscal year 2023 for the
platelet aggregation inhibitors totaled $1,369,918.59.Δ Rebates are
collected after reimbursement for the medication and are not reflected
in this report. The costs included in this report do not reflect net costs.

Δ Important considerations: Aggregate drug rebates are based on the date the claim is paid rather than
the date dispensed. Claims data are based on the date dispensed.



Demographics of Members Utilizing Anticoagulants

Demographics of Members Utilizing Platelet Aggregation Inhibitors

Top Prescriber Specialties of Anticoagulants and Platelet Aggregation

Inhibitors by Number of Claims
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Prior Authorization of Anticoagulants and Platelet Aggregation Inhibitors

There were 8,495 prior authorization requests submitted for anticoagulants
and platelet aggregation inhibitors during fiscal year 2023. The prior
authorization requirement was removed from Eliquis® (apixaban) and
Xarelto® (rivaroxaban) in May 2023, which should result in a decrease in prior
authorization requests in fiscal year 2024. The following chart shows the
status of the submitted petitions for fiscal year 2023.

Status of Petitions

Market News and Updates1,2,3,4,5,6,7

Anticipated Patent Expiration(s):
 Xarelto® (rivaroxaban oral suspension): August 2024
 Pradaxa® (dabigatran pellets): March 2026
 Zontivity® (vorapaxar tablets): December 2027
 Savaysa® (edoxaban tablets): March 2028
 Eliquis® (apixaban tablets): February 2031
 Pradaxa® (dabigatran capsules): July 2031
 Brilinta® (ticagrelor tablets): January 2036
 Xarelto® (rivaroxaban tablets): July 2039

New U.S. Food and Drug Administration (FDA) Approval(s):
 July 2023: The FDA approved Balfaxar® (prothrombin complete

concentrate, human-lans) for the urgent reversal of vitamin K
antagonists (e.g., warfarin) in adults who require urgent surgery or
invasive procedures. Balfaxar® is a non-activated 4 factor prothrombin
complex concentrate (4F-PCC) containing vitamin K-dependent
factors. It was compared head-to-head to Kcentra® (prothrombin
complex concentrate, human) and found to be non-inferior.

News:
 June 2023: The Andexxa® [coagulation factor Xa (recombinant),

inactivated-zhzo] Phase 4 post-marketing trial was stopped early due
to achieving the pre-specified stopping criteria of superior hemostatic
efficacy versus usual care. Andexxa® rapidly reverses the

Approved,
5,256, 62%

Incomplete,
2,978, 35%

Denied,
261, 3%



anticoagulation effects of direct acting factor Xa (FXa) inhibitors,
Eliquis® and Xarelto®, and was granted accelerated approval by the FDA
in 2018. AstraZeneca will now proceed with regulatory filings to obtain
full label approval.

Pipeline:
 Abelacimab: Abelacimab is a highly selective monoclonal antibody

that keeps FXI in an inactive state leading to dual inhibition of both FXI
and FXIa. Data was presented at the American Heart Association (AHA)
meeting showing that abelacimab had a 67% reduction in the primary
endpoint of major or clinically relevant non-major bleeding compared
with rivaroxaban in patients with atrial fibrillation. Abelacimab is also
being studied in cancer-associated thrombosis.

 Milvexian: Milvexian is an investigational oral FXIa inhibitor that is
being studied in the Librexia program which includes 3 different trials
looking at 3 different indications: stroke, acute coronary syndrome, and
atrial fibrillation. All 3 indications were granted Fast Track designation
from the FDA.

 Tecarfarin: Tecarfarin is a vitamin K antagonist that is being studied for
the prevention of systemic thromboembolism of cardiac origin in
patients with end-stage renal disease and atrial fibrillation. Tecarfarin
was developed using a process that targets a different pathway than
other anticoagulants, potentially allowing for a better safety profile and
fewer drug-drug interactions. Tecarfarin was granted Orphan Drug
designation and has now been granted Fast Track designation from
the FDA.

Recommendations

The College of Pharmacy recommends the following changes to the
anticoagulant medications based on net costs (changes shown in red):

Pradaxa® (Dabigatran) Approval Criteria:
1. Pradaxa (dabigatran) capsules require the following:

a. An FDA approved indication of 1 of the following:
i. Non-valvular atrial fibrillation; or

ii. Treatment of deep vein thrombosis (DVT) or pulmonary
embolism (PE) after treatment with a parenteral
anticoagulant for 5 to 10 days; or

iii. To reduce the risk of recurrent DVT or PE in members who
have been previously treated; or

iv. For the prophylaxis of DVT and PE in members who have
undergone hip replacement surgery; or



v. Treatment of venous thromboembolic events (VTE) in
pediatric members 8 to 18 years of age who have been
treated with a parenteral anticoagulant for at least 5 days; or

vi. To reduce the risk of recurrent VTE in pediatric members 8 to
18 years of age who have been previously treated; and

b. A patient-specific, clinically significant reason why the member
cannot use Eliquis® (apixaban) and Xarelto® (rivaroxaban) must be
provided.

2. Pradaxa (dabigatran) oral pellets require the following:
a. An FDA approved indication of 1 of the following:

i. Treatment of VTE in members who have been treated with a
parenteral anticoagulant for at least 5 days; or

ii. To reduce the risk of recurrent VTE in members who have
been previously treated; and

b. Member must be 3 months of age or older; and
c. Members older than 7 10 years of age require a patient-specific,

clinically significant reason why the oral capsule formulation
cannot be used; and

d. A patient-specific, clinically significant reason why the member
cannot use Xarelto® (rivaroxaban) oral suspension must be
provided.

Utilization Details of Anticoagulants: Fiscal Year 2023

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

APIXABAN PRODUCTS

ELIQUIS TAB 5MG 13,592 3,621 $9,302,694.61 $684.42 3.75 64.14%

ELIQUIS TAB 2.5MG 1,495 391 $928,654.86 $621.17 3.82 6.40%

ELIQUIS ST P TAB 5MG 55 53 $36,032.73 $655.14 1.04 0.25%

SUBTOTAL 15,142 4,065 $10,267,382.20 $678.07 3.72 70.79%

WARFARIN PRODUCTS

WARFARIN TAB 5MG 1,976 540 $22,656.94 $11.47 3.66 0.16%

WARFARIN TAB 4MG 742 179 $8,380.44 $11.29 4.15 0.06%

WARFARIN TAB 1MG 703 193 $8,324.27 $11.84 3.64 0.06%

WARFARIN TAB 3MG 571 152 $6,668.75 $11.68 3.76 0.05%

WARFARIN TAB 6MG 486 132 $5,943.23 $12.23 3.68 0.04%

WARFARIN TAB 2MG 422 125 $5,256.39 $12.46 3.38 0.04%

WARFARIN TAB 7.5MG 421 148 $4,894.58 $11.63 2.84 0.03%

WARFARIN TAB 2.5MG 402 125 $4,888.53 $12.16 3.22 0.03%

WARFARIN TAB 10MG 377 108 $4,025.55 $10.68 3.49 0.03%

JANTOVEN TAB 5MG 51 19 $694.34 $13.61 2.68 0.00%

JANTOVEN TAB 1MG 15 6 $226.37 $15.09 2.5 0.00%

JANTOVEN TAB 6MG 14 4 $156.81 $11.20 3.5 0.00%

JANTOVEN TAB 2MG 11 4 $153.99 $14.00 2.75 0.00%



Costs do not reflect rebated prices or net costs.

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

JANTOVEN TAB 3MG 8 4 $113.00 $14.13 2 0.00%

JANTOVEN TAB 7.5MG 5 2 $66.05 $13.21 2.5 0.00%

JANTOVEN TAB 2.5MG 2 2 $28.36 $14.18 1 0.00%

JANTOVEN TAB 4MG 1 1 $8.27 $8.27 1 0.00%

SUBTOTAL 6,207 1,744 $72,485.87 $11.68 3.56 0.50%

RIVAROXABAN PRODUCTS

XARELTO TAB 20MG 3,462 928 $2,645,678.46 $764.21 3.73 18.24%

XARELTO TAB 10MG 854 357 $518,279.13 $606.88 2.39 3.57%

XARELTO TAB 2.5MG 691 178 $432,815.80 $626.36 3.88 2.98%

XARELTO TAB 15MG 392 141 $275,434.87 $702.64 2.78 1.90%

XARELTO SUS 1MG/ML 212 62 $160,703.39 $758.03 3.42 1.11%

XARELTO ST P TAB 15/20MG 23 23 $19,603.22 $852.31 1 0.14%

SUBTOTAL 5,634 1,689 $4,052,514.87 $719.30 3.34 27.94%

DABIGATRAN PRODUCTS

PRADAXA CAP 150MG 103 24 $67,244.48 $652.86 4.29 0.46%

DABIGATRAN CAP 150MG 42 13 $19,991.85 $476.00 3.23 0.14%

PRADAXA CAP 75MG 8 2 $3,865.60 $483.20 4 0.03%

PRADAXA CAP 110MG 1 1 $507.41 $507.41 1 0.00%

PRADAXA PACK 30MG 1 1 $9,446.33 $9,446.33 1 0.07%

SUBTOTAL 155 41 $101,055.67 $651.97 3.78 0.70%

EDOXABAN PRODUCTS

SAVAYSA TAB 30MG 12 1 $4,794.12 $399.51 12 0.03%

SAVAYSA TAB 60MG 6 2 $5,282.04 $880.34 3 0.04%

SUBTOTAL 18 3 $10,076.16 $559.79 6 0.07%

TOTAL 27,156 6,424* $14,503,514.77 $534.08 4.23 100%

Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
CAP = capsule; ST P = starter pack; SUS = suspension; TAB = tablet
Fiscal Year 2023 = 07/01/2022 to 06/30/2023

Utilization Details of Platelet Aggregation Inhibitors: Fiscal Year 2023

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

CLOPIDOGREL PRODUCTS

CLOPIDOGREL TAB 75MG 17,580 5,485 $227,925.34 $12.97 3.21 11.95%

CLOPIDOGREL TAB 300MG 1 1 $20.44 $20.44 1 0.00%

SUBTOTAL 17,581 5,486 $227,945.78 $12.97 3.2 11.95%

TICAGRELOR PRODUCTS

BRILINTA TAB 90MG 3,635 761 $1,487,846.84 $409.31 4.78 78.03%

BRILINTA TAB 60MG 382 69 $155,872.94 $408.04 5.54 8.17%

SUBTOTAL 4,017 830 $1,643,719.78 $409.19 4.84 86.20%

PRASUGREL PRODUCTS

PRASUGREL TAB 10MG 1,780 298 $32,012.83 $17.98 5.97 1.68%

PRASUGREL TAB 5MG 97 19 $1,991.67 $20.53 5.11 0.10%



PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

SUBTOTAL 1,877 317 $34,004.50 $18.12 5.92 1.78%

ASPIRIN/DIPYRIDAMOLE PRODUCTS

ASA/DIPYRIDA CAP 25-200MG 18 2 $1,205.35 $66.96 9 0.06%

SUBTOTAL 18 2 $1,205.35 $66.96 9 0.06%

TOTAL 23,493 6,403* $1,906,875.41 $81.17 3.67 100%

1 U.S. Food and Drug Administration (FDA). Orange Book: Approved Drug Products with Therapeutic
Equivalence Evaluations. Available online at: http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm.
Last revised 11/2023. Last accessed 11/15/2023.
2 Octapharma. Octapharma's Prothrombin Complex Concentrate, Balfaxar®, Receives FDA Approval for
Warfarin Reversal in Urgent Surgery & Invasive Procedures. PR Newswire. Available online at:
https://www.prnewswire.com/news-releases/octapharmas-prothrombin-complex-concentrate-
balfaxar-receives-fda-approval-for-warfarin-reversal-in-urgent-surgery--invasive-procedures-
301886222.html. Issued 07/26/2023. Last accessed 11/15/2023.
3 AstraZeneca. Andexxa® Phase IV Trial Stopped Early After Achieving Pre-Specified Criteria on
Hemostatic Efficacy Versus Usual Care. Available online at: https://www.astrazeneca-
us.com/media/press-releases/2023/andexxa-phase-iv-trial-stopped-early-after-achieving-pre-specified-
criteria-on-hemostatic-efficacy-versus-usual-care.html. Issued 06/05/2023. Last accessed 11/15/2023.
4 Janssen Pharmaceutical. Milvexian Granted U.S. FDA Fast Track Designation for All Three Indications
Under Evaluation in Phase 3 Librexia Program: Ischemic Stroke, Acute Coronary Syndrome and Atrial
Fibrillation. PR Newswire. Available online at: https://www.prnewswire.com/news-releases/milvexian-
granted-us-fda-fast-track-designation-for-all-three-indications-under-evaluation-in-phase-3-librexia-
program-ischemic-stroke-acute-coronary-syndrome-and-atrial-fibrillation-301834509.html. Issued
05/25/2023. Last accessed 11/15/2023.
5 Cadrenal Therapeutics. Cadrenal Therapeutics (Nasdaq: CVKD) Granted FDA Fast Track Designation
for Tecarfarin for Prevention of Systemic Thromboembolism of Cardiac Origin in Patients with End-
Stage Renal Disease and Atrial Fibrillation. PR Newswire. Available online at:
https://www.prnewswire.com/news-releases/cadrenal-therapeutics-nasdaq-cvkd-granted-fda-fast-
track-designation-for-tecarfarin-for-prevention-of-systemic-thromboembolism-of-cardiac-origin-in-
patients-with-end-stage-renal-disease-and-atrial-fibrillation-301727778.html. Issued 01/23/2023. Last
accessed 11/15/2023.
6 Cadrenal Therapeutics. Tecarfarin: A Late-Stage Novel Therapy with Orphan Drug Indication for the
Treatment of ESRD + AFib. Available online at: https://www.cadrenal.com/tecarfarin/. Last accessed
11/15/2023.
7 Anthos Therapeutics. Anthos Therapeutics' Novel Dual-Acting Factor XI/XIa Inhibitor, Abelacimab
150mg, Demonstrated a 67% Reduction in the Primary Endpoint of Major or Clinically Relevant Non-
Major Bleeding Compared with Rivaroxaban in Patients with Atrial Fibrillation. Businesswire. Available
online at: https://www.businesswire.com/news/home/20231112917868/en/. Issued 11/12/2023. Last
accessed 11/15/2023.
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Fiscal Year 2023 Annual Review of Constipation and
Diarrhea Medications

Oklahoma Health Care Authority
December 2023

Current Prior Authorization Criteria: Constipation Medications

Amitiza® (Lubiprostone) Approval Criteria [Chronic Idiopathic
Constipation (CIC) or Irritable Bowel Syndrome with Constipation (IBS-C)
Diagnosis]:

1. AnFDA approved diagnosis ofCIC inm em bers 18 years ofage orolder,
orIBS -C infem ale m em bers 18 years ofage orolder;and

2. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

4. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
5. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents m em beris responding w ellto
treatm ent;and

6. A quantity lim itof60capsules per30days w illapply.

Amitiza® (Lubiprostone) Approval Criteria [Opioid-Induced Constipation
(OIC) Diagnosis]:

1. AnFDA approved diagnosis ofOIC inm em bers 18 years ofage orolder
w ith chronic,non-cancerpainw hoare currently onchronicopioid
therapy,exceptm ethadone,including m em bers w ith chronicpain
related topriorcancerorits treatm entw hodonotrequire frequent
(e.g.,w eekly)opioid dosage escalation;and

2. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
m em beris onchronicopioid therapy;and

3. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

4. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe



w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
5. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents m em beris responding w ellto
treatm ent;and

6. Am itiza® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

7. A quantity lim itof60capsules per30days w illapply.

Ibsrela® (Tenapanor) Approval Criteria:
1. AnFDA approved diagnosis ofirritable bow elsyndrom e w ith

constipation(IBS -C)inm em bers 18 years ofage orolder;and
2. Docum entationthatconstipation-causing therapies forotherdisease

states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

4. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
5. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

7. A quantity lim itof60tablets per30days w illapply.

Linzess® (Linaclotide) Approval Criteria:
1. AnFDA approved diagnosis ofchronicidiopathicconstipation(CIC)or

irritable bow elsyndrom e w ith constipation(IBS -C)inm em bers 18 years
ofage orolder;and

2. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and



4. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
5. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

6. A quantity lim itof30capsules per30days w illapply.

Motegrity® (Prucalopride) Approval Criteria:
1. AnFDA approved diagnosis ofchronicidiopathicconstipation(CIC)in

m em bers 18 years ofage orolder;and
2. Docum entationthatconstipation-causing therapies forotherdisease

states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

4. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
5. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

7. A quantity lim itof30tablets per30days w illapply.

Movantik® (Naloxegol) Approval Criteria:
1. AnFDA approved diagnosis ofopioid-induced constipation(OIC)in

m em bers 18 years ofage orolderw ith chronic,non-cancerpainw ho
are currently onchronicopioid therapy including m em bers w ith
chronicpainrelated topriorcancerorits treatm entw hodonotrequire
frequent(e.g.,w eekly)opioid dosage escalation;and

2. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and



3. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
m em beris onchronicopioid therapy;and

4. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

7. M ovantik® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

8. A quantity lim itof30tablets per30days w illapply.

Pizensy™ (Lactitol) Approval Criteria:
1. AnFDA approved indicationfortreatm entofchronicidiopathic

constipation(CIC)inm em bers 18 years ofage orolder;and
2. M em berm ustnothave aknow ncontraindicationtoPizensy™ (i.e.,

suspected gastrointestinalobstruction,galactosem ia);and
3. Docum entationthatconstipation-causing therapies forotherdisease

states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

4. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
7. U se ofthe unit-dose packets w illrequire apatient-specific,clinically

significantreasonw hy the m em bercannotuse the m ulti-dose bottle;
and

8. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and



9. A quantity lim itof560gram s per28 days w illapply.

Relistor® (Methylnaltrexone) Injection Approval Criteria [Opioid-Induced
Constipation (OIC) in Chronic Non-Cancer Pain Diagnosis]:

1. AnFDA approved diagnosis ofOIC inm em bers 18 years ofage orolder
w ith chronic,non-cancerpain,including patients w ith chronicpain
related topriorcancerorits treatm entw hodonotrequire frequent
(e.g.,w eekly)opioid dosage escalation;and

2. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
the m em beris onchronicopioid therapy;and

3. M em berm usthave currentuse ofopioid m edications;and
4. Docum ented and updated colonscreening form em bers olderthan50

years ofage;and
5. Docum entationofhydrationattem pts and trials ofatleast3 different

products thatfailed torelieve constipation.T rials m ustbe w ithinthe
past90days.Products m ay be over-the-counter(OT C)orprescription
(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom trial

requirem ents;and
6. M em berm ustnothave know norsuspected gastrointestinal

obstruction;and
7. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),M ovantik® (naloxegol),orS ym proic®

(naldem edine)m ustbe provided;and
8. A patient-specific,clinically significantreasonw hy the m em bercannot

use the tabletform ulationofR elistor® m ustbe provided;and
9. T he 12m g single-use vials,syringes,orkits w illbe the preferred

products.Criteriaforconsiderationof8m g single-use syringes:
a. W eightrange of38kg to62kg;and/or
b.Caregiverunable todraw up dose from vial;and

10.Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

11.R elistor® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

12.A quantity lim itof30units perm onth w illapply.

Relistor® (Methylnaltrexone) Injection Approval Criteria [Opioid-Induced
Constipation (OIC) in Terminal Disease Diagnosis]:

1. AnFDA approved diagnosis ofOIC inm em bers w ith severe term inal
disease w hoare receiving only palliative care (life expectancy <6
m onths);and

2. M em berm usthave currentuse ofopioid m edications;and



3. Docum ented treatm entattem pts w ith am inim um of3 alternative
products,excluding bulkform ing laxatives;and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom trial

requirem ents;and
4. M echanicalgastrointestinalobstructionhas beenruled out;and
5. T he 12m g single-use vials,syringes,orkits w illbe the preferred

products.Criteriaforconsiderationof8m g single-use syringes:
a. W eightrange of38kg to62 kg;and/or
b.Caregiverunable todraw up dose from vial;and

6. A quantity lim itof30units perm onth w illapply;and
7. Approvals w illbe forthe durationof16 w eeks oftherapy.U se of

R elistor® beyond 4 m onths has notbeenstudied inpatients w ith severe
term inaldisease.

Relistor® (Methylnaltrexone) Tablets Approval Criteria:
1. AnFDA approved diagnosis ofopioid-induced constipation(OIC)in

m em bers 18 years ofage orolderw ith chronic,non-cancerpainw ho
are currently onchronicopioid therapy,including m em bers w ith
chronicpainrelated topriorcancerorits treatm entw hodonotrequire
frequent(e.g.,w eekly)opioid dosage escalation;and

2. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

3. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
the m em beris onchronicopioid therapy;and

4. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thathave failed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom trial

requirem ents;and
6. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),M ovantik® (naloxegol),orS ym proic®

(naldem edine)m ustbe provided;and
7. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

8. R elistor® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

9. A quantity lim itof90tablets per30days w illapply.



Symproic® (Naldemedine) Approval Criteria:
1. AnFDA approved diagnosis ofopioid-induced constipation(OIC)in

m em bers 18 years ofage orolderw ith chronic,non-cancerpainw ho
are currently onchronicopioid therapy,including m em bers w ith
chronicpainrelated topriorcancerorits treatm entw hodonotrequire
frequent(e.g.,w eekly)opioid dosage escalation;and

2. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

3. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
m em beris onchronicopioid therapy;and

4. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. A patient-specific,clinically significantreasonw hy m em bercannotuse

Am itiza® (lubiprostone)orM ovantik® (naloxegol)m ustbe provided;and
7. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

8. S ym proic® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

9. A quantity lim itof30tablets per30days w illapply.

Trulance® (Plecanatide) Approval Criteria:
1. AnFDA approved diagnosis ofchronicidiopathicconstipation(CIC)or

irritable bow elsyndrom e w ith constipation(IBS -C)inm em bers 18 years
ofage orolder;and

2. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

4. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners;and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and



5. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

6. A quantity lim itof30tablets per30days w illapply.

Zelnorm® (Tegaserod) Approval Criteria:
1. AnFDA approved diagnosis ofirritable bow elsyndrom e w ith

constipation(IBS -C)infem ale m em bers 18 to64 years ofage;and
2. M em berm ustbe fem ale forauthorizationofZelnorm ® (the safety and

efficacy ofZelnorm ® inm enw ith IBS -C have notbeenestablished);and
3. M em berm ustnothave any ofthe contraindications foruse of

Zelnorm ® [i.e.,history ofm yocardialinfarction(M I),stroke,transient
ischem icattack(T IA),orangina;history ofischem iccolitis orother
form s ofintestinalischem ia;severe renalim pairm ent(estim ated
glom erularfiltrationrate {eGFR }<15m L/m in/1.73m 2)orend-stage renal
disease (ES R D);m oderate orsevere hepaticim pairm ent(Child-Pugh B
orC);history ofbow elobstruction,sym ptom aticgallbladderdisease,
suspected sphincterorOddidysfunction,orabdom inaladhesions;
hypersensitivity totegaserod)];and

4. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

5. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

6. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
7. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
8. Approvalw illinitially be for6 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent.Zelnorm ® should be discontinued inpatients w hohave not
had adequate controlofsym ptom s after4 to6 w eeks oftreatm ent;and

9. A quantity lim itof60tablets per30days w illapply.



Current Prior Authorization Criteria: Diarrhea Medications

Aemcolo® (Rifamycin) Approval Criteria:
1. AnFDA approved diagnosis oftraveler’s diarrhea;and
2. M em berm ustbe 18 years ofage orolder;and
3. T raveler’s diarrheam ustbe due tonon-invasive strains ofEscherichia

coli;and
4. A patient-specific,clinically significantreasonw hy the m em bercannot

use Xifaxan® (rifaxim in)oraltablets m ustbe provided;and
5. A quantity lim itof12 tablets per3 days w illapply.

Motofen® (Difenoxin/Atropine) Approval Criteria:
1. AnFDA approved diagnosis ofacute nonspecificdiarrheaoracute

exacerbations ofchronicfunctionaldiarrhea;and
2. M em berm ustnotbe 2 years ofage oryounger;
3. M em berm ustnothave diarrheaassociated w ith organism s that

penetrate the intestinalm ucosa(e.g.,toxigenicEscherichia coli,
Salm onella species,Shigella)orpseudom em branous colitis associated
w ith broad spectrum antibiotics;and

4. A patient-specific,clinically significantreasonw hy the m em bercannot
use Lom otil® (diphenoxylate/atropine)and loperam ide m ustbe
provided;and

5. A quantity lim itof16 tablets per2 days w illapply.

Mytesi® (Crofelemer) Approval Criteria:
1. AnFDA approved diagnosis ofnon-infectious diarrheainadult

m em bers w ith hum anim m unodeficiency virus (HIV)/acquired
im m unodeficiency syndrom e (AIDS )currently onanti-retroviral
therapy;and

2. Duration of diarrhea has been ≥4 w eeks; and 
3. Dietary m odifications have failed;and
4. Prescribers m ustverify thatinfectious diarrheahas beenruled outvia

confirm ationofallofthe follow ing:
a. CD4 counthas beenm easured and possible opportunistic

infections have beenruled out;and
b.M em berdoes nothave fever;and
c. S toolstudies forpathogens are negative including:

i. Bacterialcultures;and
ii. Ova,parasite,cryptosporidium ,and/orgiardia;and

iii. Clostridiu m difficile (Clostridiu m difficile testing should
include aglutam ate dehydrogenase screenand ifpositive,
should be follow ed by aconfirm atory testornucleicacid
am plificationtestinm em bers w ith docum ented diarrhea;a
toxinenzym e im m unoassay should notbe used as astand-
alone test);and



5. Ifstoolstudy results are negative and the m em berhas severe
sym ptom s,particularly inthe case ofadvanced im m unodeficiency,an
endoscopy w ith biopsy is recom m ended,atthe prescriber’s discretion,
torule outinflam m atory bow eldisease,cancer,cytom egalovirus (CM V)
infection,m icrosporidium ,orm ycobacterium avium com plex (M AC);
and

6. A quantity lim itof60tablets per30days w illapply.Initialapprovals w ill
be for4 w eeks oftherapy.S ubsequentapprovals m ay be granted for6
m onths ifthe prescriberdocum ents the m em beris responding w ellto
treatm ent.

Viberzi® (Eluxadoline) Approval Criteria:
1. AnFDA approved diagnosis ofirritable bow elsyndrom e w ith diarrhea

(IBS -D);and
2. M em berm ustbe 18 years ofage orolder;and
3. M em berm ustnothave any ofthe contraindications foruse ofViberzi®

(i.e.,rem oved gallbladder;biliary ductobstructionorsphincterofOddi
disease ordysfunction;alcoholism ,alcoholabuse,oralcoholaddiction;
history ofpancreatitis orstructuraldiseases ofthe pancreas;severe
hepaticim pairm ent;history ofchronicorsevere constipation;
m echanicalgastrointestinalobstruction);and

4. Docum entationoftrials of2 ofthe follow ing 3 m edications thatfailed
torelieve diarrhea:loperam ide,dicyclom ine,ordiphenoxylate/atropine
(each trialshould be foratleast10to14 consecutive days atthe
recom m ended dosing).T rials m ustbe w ithinthe past90days.
Docum entationshould be provided including dates,dosing,and reason
fortrialfailure;and

5. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

6. A quantity lim itof60tablets per30days w illapply.

Xermelo® (Telotristat Ethyl) Approval Criteria:
1. AnFDA approved diagnosis ofcarcinoid syndrom e diarrheain

com binationw ith som atostatinanalog (S S A)therapy inadults
inadequately controlled by S S A therapy;and

2. M em berm ustbe 18 years ofage orolder;and
3. M em berm usthave beentaking astable dose ofS S A therapy forthe

last3 m onths and be inadequately controlled (4 orm ore bow el
m ovem ents perday);and

4. Prescriberm ustverify m em berw illcontinue taking S S A therapy in
com binationw ith Xerm elo® ;and



5. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

6. A quantity lim itof90tablets per30days w illapply.

Xifaxan® (Rifaximin) 200mg Approval Criteria:
1. AnFDA approved diagnosis oftraveler’s diarrhea;and
2. M em berm ustbe 12 years ofage orolder;and
3. T raveler’s diarrheam ustbe due tononinvasive strains ofEscherichia

coli;and
4. A quantity lim itof9 tablets per3 days w illapply.

Xifaxan® (Rifaximin) 550mg Approval Criteria:
1. AnFDA approved indicationforthe reductioninriskofoverthepatic

encephalopathy (HE)recurrence;or
2. AnFDA approved diagnosis ofirritable bow elsyndrom e w ith diarrhea

(IBS -D);and
a. Forthe diagnosis ofIBS -D:Docum entationoftrials of2 ofthe

follow ing 3 m edications thatfailed torelieve diarrhea:loperam ide,
dicyclom ine,ordiphenoxylate/atropine (each trialshould be forat
least10to14 consecutive days atthe recom m ended dosing).T rials
m ustbe w ithinthe past90days.Docum entationshould be
provided including dates,dosing,and reasonfortrialfailure;and

b.Forthe diagnosis ofIBS -D:M em berm ustbe 18 years ofage or
older;and

3. A quantity lim itof60tablets per30days w illapply.Patients w ith the
diagnosis ofIBS -D needing 42 tablets fora14-day treatm entregim en
(550m g 3 tim es daily for14 days)w illbe approved foraquantity lim it
override uponm eeting Xifaxan® approvalcriteria.Patients w ith IBS -D
w hoexperience arecurrence ofsym ptom s canbe retreated up to2
tim es w ith the sam e 14-day treatm entregim en(550m g 3 tim es daily
for14 days).

Utilization of Constipation and Diarrhea Medications: Fiscal Year 2023

Comparison of Fiscal Years: Constipation Medications

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 314 1,376 $587,106.56 $426.68 $14.08 48,138 41,699

2023 451 1,988 $901,055.34 $453.25 $14.96 65,924 60,228

% Change 43.60% 44.50% 53.50% 6.20% 6.30% 36.90% 44.40%

Change 137 612 $313,948.78 $26.57 $0.88 17,786 18,529
Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
FiscalYear2022 = 07/01/2021to06/30/2022;FiscalYear2023 = 07/01/2022 to06/30/2023



Comparison of Fiscal Years: Diarrhea Medications

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 369 1,409 $3,621,132.93 $2,570.00 $90.37 81,786 40,070

2023 459 1,972 $5,567,899.41 $2,823.48 $97.19 114,056 57,288

% Change 24.40% 40.00% 53.80% 9.90% 7.50% 39.50% 43.00%

Change 90 563 $1,946,766.48 $253.48 $6.82 32,270 17,218
Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
FiscalYear2022 = 07/01/2021to06/30/2022;FiscalYear2023 = 07/01/2022 to06/30/2023
T he above table includes Xifaxan® (rifaxim in),w hich w as firstapproved by the FDA in2004 and has a
significantfederalrebate.Please note,the m ajority ofutilizationofrifaxim inw as forthe 550m g
strength forthe reductioninriskofoverthepaticencephalopathy (HE)recurrence.

 Aggregate drug rebates collected during fiscalyear2023 forthe
constipationand diarrheam edications totaled $5,255,089.39.Δ R ebates
are collected afterreim bursem entforthe m edicationand are not
reflected inthis report.T he costs included inthis reportdonotreflect
netcosts.

Demographics of Members Utilizing
Constipation and Diarrhea Medications

Δ Im portantconsiderations:Aggregate drug rebates are based onthe date the claim is paid ratherthan
the date dispensed.Claim s dataare based onthe date dispensed.
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Top Prescriber Specialties of Constipation and Diarrhea Medications
by Number of Claims

Prior Authorization of Constipation and Diarrhea Medications

T here w ere 4,424 priorauthorizationrequests subm itted forconstipationand
diarrheam edications during fiscalyear2023.T he follow ing chartshow s the
status ofthe subm itted petitions forfiscalyear2023.

Status of Petitions

Market News and Updates1,2,3,4,5,6,7,8,9,10

Anticipated Patent Expiration(s):
 Aem colo® (rifam ycin):M ay 2025
 Am itiza® (lubiprostone):October2027
 Xifaxan® (rifaxim in):October2029
 Ibsrela® (tenapanor):M ay 2030
 R elistor® (m ethylnaltrexone injection):Decem ber2030
 Xerm elo® (telotristatethyl):February 2031
 R elistor® (m ethylnaltrexone tablet):M arch 2031
 M ytesi® (crofelem er):October2031
 M ovantik® (naloxegol):April2032
 Viberzi® (eluxadoline):M arch 2033
 S ym proic® (naldem edine):M ay 2033
 Linzess® (linaclotide):August2033
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 Pizensy™ (lactitol):M ay 2037

New U.S. Food and Drug Administration (FDA) Approval(s):
 June 2023: Linzess® (linaclotide)w as FDA approved forthe treatm ent

offunctionalconstipation(FC)inpatients 6 to17 years ofage.T he
approvalw as the resultofaclinicaltrialthatevaluated patients w ith FC
and irritable bow elsyndrom e w ith constipation(IBS -C)and is still
ongoing forthe IBS -C diagnosis.T he prim ary efficacy endpointofthe
triallooked atthe im provem entfrom baseline innum berof
spontaneous bow elm ovem ents (S BM s)and found astatistically
significantim provem entinthe num berofS BM s inpatients treated
w ith linaclotide.

News:
 June 2022: Zelnorm ® (tegaserod)w as w ithdraw nfrom m arketby its

m anufacturer,Alfasigm aU S A,Inc.,follow ing apress release thatstated
the decisionw as abusiness decisionand notdue toany safety or
efficacy concerns.T he m edicationw as pulled from the m arketonce
before in2007 due toasafety issue concerning findings ofanincreased
riskofheartattackand stroke butw as m ade available againin2019 for
the treatm entofIBS -C inadultw om enyoungerthan65 years ofage.

Guideline Update(s):
 May 2021: T he U .S .Preventative S ervices T askForce (U S PS T F)released a

R ecom m endationS tatem entagreeing w ith the previous
recom m endations putoutby the Am ericanCancerS ociety (ACS )
regarding colorectalcancerscreening.T he U S PS T F recom m ends
routine screening forcolorectalcancerinpatients w ith anaverage risk
starting as young as 45 years ofage,w hich is 5 years soonerthanthe
previous recom m endationof50years ofage.T he recom m endationis
based onfindings thatsuggestthere is aslightincrease inriskfor
youngerpatients todevelop colorectalcancerand the observationof
anincrease inyoungerpatients being diagnosed w ith colorectal
cancers overthe pastfew years.

 June 2023: T he Am ericanGastroenterologicalAssociationand the
Am ericanCollege ofGastroenterology released anupdated guideline
forthe treatm entofchronicidiopathicconstipation(CIC)inadults.T his
guideline update continues tostrongly recom m end the use of
polyethylene glycol(PEG)fortreatm entofCIC.S tim ulantlaxatives,such
as bisacodyl,are recom m ended forshortterm reliefofconstipation.
U se ofprescriptionm edications,such as lubiprostone and linaclotide,
should be reserved afterfailed trials ofover-the-counter(OT C)
m edications.



Pipeline:
 Pradigastat: Pradigastatis anoraldiacyglycerolacyltransferase 1

(DGAT 1)inhibitorthatw as originally being studied inpatients w ith
hypertriglyceridem iabutw as show ninclinicaltrials toincrease bow el
m ovem ents and resultinsofterstools.Due tothis discovery,
pradigastatis currently being evaluated inaPhase 2 trialforthe
m anagem entofCIC.T rialresults are notyetavailable and aPhase 3
trialhas notbeeninitiated.

 Crofelemer: Crofelem eris anoralcyclicadenosine m onophosphate
(cAM P)-stim ulated cysticfibrosis transm em brane conductance
regulator(CFT R )inhibitorthatinhibits the chloride ionchannels and
calcium activated chloride ionchannels toregulate fluid secretionand
high-volum e w aterloss.Crofelem erw as previously FDA approved in
2012 underbrand nam e M ytesi® totreatdiarrheainpatients w ith
hum anim m unodeficiency virus and acquired im m unodeficiency
syndrom e (HIV/AIDS )w hoare onantiretroviraltherapy (AR T ).
Crofelem eris being studied inirritable bow elsyndrom e w ith diarrhea
(IBS -D),and patients are currently being recruited foraPhase 3 trial
evaluating the efficacy ofcrofelem erinIBS -D.

Recommendations

T he College ofPharm acy recom m ends updating the Linzess® (linaclotide)
approvalcriteriabased onthe new FDA approved pediatricindicationand to
alignw ith the updates tothe U S PS T F guidelines w ith the follow ing changes
(show ninred):

Linzess® (Linaclotide) Approval Criteria:
1. AnFDA approved diagnosis of1ofthe follow ing:

a. Chronicidiopathicconstipation(CIC)inm em bers 18 years ofage or
older;or

b.Irritable bow elsyndrom e w ith constipation(IBS -C)inm em bers 18
years ofage orolder;or

c. Functionalconstipationinm em bers 6 to17 years ofage;and
2. Docum entationthatconstipation-causing therapies forotherdisease

states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and



4. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

7. A quantity lim itof30capsules per30days w illapply.

Additionally,the College ofPharm acy recom m ends updating the colon
screening criteriaforallotherconstipationm edications toreflectthe updates
tothe U S PS T F guidelines and recom m ends updating the CIC and IBS -C
approvalcriteriaforAm itiza® (lubiprostone)and the approvalcriteriafor
S ym proic® (naldem edine)based onnetcosts (changes show ninred):

Amitiza® (Lubiprostone) Approval Criteria [Chronic Idiopathic
Constipation (CIC) or Irritable Bowel Syndrome with Constipation (IBS-C)
Diagnosis]:

1. AnFDA approved diagnosis ofCIC inm em bers 18 years ofage orolder,
orIBS -C infem ale m em bers 18 years ofage orolder;and

2. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

4. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and



6. A patient-specific,clinically significantreasonw hy the m em bercannot
use Linzess® (linaclotide)orT rulance® (plecanatide)m ustbe provided;
and

7. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifthe prescriberdocum ents m em beris responding w ellto
treatm ent;and

8. A quantity lim itof60capsules per30days w illapply.

Amitiza® (Lubiprostone) Approval Criteria [Opioid-Induced Constipation
(OIC) Diagnosis]:

1. AnFDA approved diagnosis ofOIC inm em bers 18 years ofage orolder
w ith chronic,non-cancerpainw hoare currently onchronicopioid
therapy,exceptm ethadone,including m em bers w ith chronicpain
related topriorcancerorits treatm entw hodonotrequire frequent
(e.g.,w eekly)opioid dosage escalation;and

2. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
m em beris onchronicopioid therapy;and

3. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

4. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents m em beris responding w ellto
treatm ent;and

7. Am itiza® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

8. A quantity lim itof60capsules per30days w illapply.

Ibsrela® (Tenapanor) Approval Criteria:
1. AnFDA approved diagnosis ofirritable bow elsyndrom e w ith

constipation(IBS -C)inm em bers 18 years ofage orolder;and



2. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

4. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
7. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

8. A quantity lim itof60tablets per30days w illapply.

Motegrity® (Prucalopride) Approval Criteria:
1. AnFDA approved diagnosis ofchronicidiopathicconstipation(CIC)in

m em bers 18 years ofage orolder;and
2. Docum entationthatconstipation-causing therapies forotherdisease

states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

4. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe



w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
7. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifthe prescriberdocum ents the m em beris responding w ell
totreatm ent;and

8. A quantity lim itof30tablets per30days w illapply.

Movantik® (Naloxegol) Approval Criteria:
1. AnFDA approved diagnosis ofopioid-induced constipation(OIC)in

m em bers 18 years ofage orolderw ith chronic,non-cancerpainw ho
are currently onchronicopioid therapy including m em bers w ith
chronicpainrelated topriorcancerorits treatm entw hodonotrequire
frequent(e.g.,w eekly)opioid dosage escalation;and

2. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

3. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
m em beris onchronicopioid therapy;and

4. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

7. M ovantik® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

8. A quantity lim itof30tablets per30days w illapply.



Pizensy™ (Lactitol) Approval Criteria:
1. AnFDA approved indicationfortreatm entofchronicidiopathic

constipation(CIC)inm em bers 18 years ofage orolder;and
2. M em berm ustnothave aknow ncontraindicationtoPizensy™ (i.e.,

suspected gastrointestinalobstruction,galactosem ia);and
3. Docum entationthatconstipation-causing therapies forotherdisease

states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

4. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

5. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

6. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
7. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
8. U se ofthe unit-dose packets w illrequire apatient-specific,clinically

significantreasonw hy the m em bercannotuse the m ulti-dose bottle;
and

9. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

10.A quantity lim itof560gram s per28 days w illapply.

Relistor® (Methylnaltrexone) Injection Approval Criteria [Opioid-Induced
Constipation (OIC) in Chronic Non-Cancer Pain Diagnosis]:

1. AnFDA approved diagnosis ofOIC inm em bers 18 years ofage orolder
w ith chronic,non-cancerpain,including patients w ith chronicpain
related topriorcancerorits treatm entw hodonotrequire frequent
(e.g.,w eekly)opioid dosage escalation;and

2. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
the m em beris onchronicopioid therapy;and

3. M em berm usthave currentuse ofopioid m edications;and



4. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
products thatfailed torelieve constipation.T rials m ustbe w ithinthe
past90days.Products m ay be over-the-counter(OT C)orprescription
(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom trial

requirem ents;and
6. M em berm ustnothave know norsuspected gastrointestinal

obstruction;and
7. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),M ovantik® (naloxegol),orS ym proic®

(naldem edine)m ustbe provided;and
8. A patient-specific,clinically significantreasonw hy the m em bercannot

use the tabletform ulationofR elistor® m ustbe provided;and
9. T he 12m g single-use vials,syringes,orkits w illbe the preferred

products.Criteriaforconsiderationof8m g single-use syringes:
a. W eightrange of38kg to62kg;and/or
b.Caregiverunable todraw up dose from vial;and

10.Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay
be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

11.R elistor® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

12.A quantity lim itof30units perm onth w illapply.

Relistor® (Methylnaltrexone) Tablets Approval Criteria:
1. AnFDA approved diagnosis ofopioid-induced constipation(OIC)in

m em bers 18 years ofage orolderw ith chronic,non-cancerpainw ho
are currently onchronicopioid therapy,including m em bers w ith
chronicpainrelated topriorcancerorits treatm entw hodonotrequire
frequent(e.g.,w eekly)opioid dosage escalation;and

2. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

3. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
the m em beris onchronicopioid therapy;and



4. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thathave failed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom trial

requirem ents;and
6. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),M ovantik® (naloxegol),orS ym proic®

(naldem edine)m ustbe provided;and
7. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

8. R elistor® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

9. A quantity lim itof90tablets per30days w illapply.

Symproic® (Naldemedine) Approval Criteria:
1. AnFDA approved diagnosis ofopioid-induced constipation(OIC)in

m em bers 18 years ofage orolderw ith chronic,non-cancerpainw ho
are currently onchronicopioid therapy,including m em bers w ith
chronicpainrelated topriorcancerorits treatm entw hodonotrequire
frequent(e.g.,w eekly)opioid dosage escalation;and

2. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

3. Docum entationofthe underlying cause ofchronicpain,orreasonw hy
m em beris onchronicopioid therapy;and

4. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe



w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. A patient-specific,clinically significantreasonw hy m em bercannotuse

Am itiza® (lubiprostone)orM ovantik® (naloxegol)m ustbe provided;and
7. Approvalw illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

8. S ym proic® m ustbe discontinued iftreatm entw ith the opioid pain
m edicationis alsodiscontinued;and

9. A quantity lim itof30tablets per30days w illapply.

Trulance® (Plecanatide) Approval Criteria:
1. AnFDA approved diagnosis ofchronicidiopathicconstipation(CIC)or

irritable bow elsyndrom e w ith constipation(IBS -C)inm em bers 18 years
ofage orolder;and

2. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

3. Docum ented and updated colonscreening form em bers olderthan50
45 years ofage orolderusing 1ofthe follow ing m ethods (results m ust
be subm itted):

a. R ecentcolonoscopy (w ithinthe last10years orsoonerdepending
onriskfactors and/orprevious screening results);or

b.R ecentnegative Cologuard® test(w ithinthe last3 years orsooner
depending onriskfactors and/orprevious screening results);and

4. M em berm ustnothave know norsuspected gastrointestinal
obstruction;and

5. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the-counter(OT C)or
prescription(does notinclude fiberorstoolsofteners;and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
6. Approvals w illinitially be for12 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent;and

7. A quantity lim itof30tablets per30days w illapply.



Finally,the College ofPharm acy recom m ends the rem ovalofcoverage and of
the priorauthorizationcriteriaforZelnorm ® (tegaserod)based onits rem oval
from the m arket(changes show ninred):

Zelnorm® (Tegaserod) Approval Criteria:
1. AnFDA approved diagnosis ofirritable bow elsyndrom e w ith

constipation(IBS -C)infem ale m em bers 18 to64 years ofage;and
2. M em berm ustbe fem ale forauthorizationofZelnorm ® (the safety and

efficacy ofZelnorm ® inm enw ith IBS -C have notbeenestablished);and
3. M em berm ustnothave any ofthe contraindications foruse of

Zelnorm ® [i.e.,history ofm yocardialinfarction(M I),stroke,transient
ischem icattack(T IA),orangina;history ofischem iccolitis orother
form s ofintestinalischem ia;severe renalim pairm ent(estim ated
glom erularfiltrationrate {eGFR }<15m L/m in/1.73m 2)orend-stage renal
disease (ES R D);m oderate orsevere hepaticim pairm ent(Child-Pugh B
orC);history ofbow elobstruction,sym ptom aticgallbladderdisease,
suspected sphincterorOddidysfunction,orabdom inaladhesions;
hypersensitivity totegaserod)];and

4. Docum entationthatconstipation-causing therapies forotherdisease
states have beendiscontinued (excluding opioid painm edications for
cancerpatients);and

5. Docum ented and updated colonscreening form em bers olderthan50
years ofage;and

6. Docum entationofhydrationattem pts and trials ofatleast3 different
types ofproducts thatfailed torelieve constipation.T rials m ustbe
w ithinthe past90days.Products m ay be over-the counter(OT C)or
prescription(does notinclude fiberorstoolsofteners);and

a. 1ofthe 3 trials m ustbe polyethylene glycol3350(PEG-3350);and
b.M em bers w ith anoncology-related diagnosis are exem ptfrom the

trialrequirem ents;and
7. A patient-specific,clinically significantreasonw hy the m em bercannot

use Am itiza® (lubiprostone),Linzess® (linaclotide),orT rulance®

(plecanatide)m ustbe provided;and
8. Approvalw illinitially be for6 w eeks oftherapy.Furtherapprovalm ay

be granted ifprescriberdocum ents m em beris responding w ellto
treatm ent.Zelnorm ® should be discontinued inpatients w hohave not
had adequate controlofsym ptom s after4 to6 w eeks oftreatm ent;and

9. A quantity lim itof60tablets per30days w illapply.



Utilization Details of Constipation Medications: Fiscal Year 2023

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

LINACLOTIDE PRODUCTS

LIN ZES S CAP 290M CG 578 177 $272,190.64 $470.92 4.94 30.21%

LIN ZES S CAP 145M CG 542 133 $258,278.31 $476.53 4.08 28.66%

LIN ZES S CAP 72M CG 263 64 $124,812.93 $474.57 4.11 13.85%

SUBTOTAL 1,383 314 $655,281.88 $473.81 4.4 72.72%

LUBIPROSTONE PRODUCTS

LU BIPR OS T ON E CAP 24M CG 135 38 $31,465.88 $233.08 3.55 3.49%

LU BIPR OS T ON E CAP 8M CG 59 25 $13,815.11 $234.15 2.36 1.53%

AM IT IZA CAP 24M CG 30 10 $10,144.75 $338.16 3 1.13%

AM IT IZA CAP 8M CG 2 2 $375.82 $187.91 1 0.04%

SUBTOTAL 226 75 $55,801.56 $246.91 3.01 6.19%

PLECANATIDE PRODUCTS

T R U LAN CE T AB 3M G 234 73 $120,369.75 $514.40 3.21 13.36%

SUBTOTAL 234 73 $120,369.75 $514.40 3.21 13.36%

NALOXEGOL PRODUCTS

M OVAN T IK T AB 25M G 66 19 $25,140.92 $380.92 3.47 2.79%

M OVAN T IK T AB 12.5M G 15 7 $5,459.41 $363.96 2.14 0.61%

SUBTOTAL 81 26 $30,600.33 $377.78 3.12 3.40%

PRUCALOPRIDE PRODUCTS

M OT EGR IT YT AB 2M G 39 10 $18,633.34 $477.78 3.9 2.07%

M OT EGR IT YT AB 1M G 4 1 $1,015.12 $253.78 4 0.11%

SUBTOTAL 43 11 $19,648.46 $456.94 3.91 2.18%

NALDEMEDINE PRODUCTS

S YM PR OIC T AB 0.2M G 11 4 $4,520.12 $410.92 2.75 0.50%

SUBTOTAL 11 4 $4,520.12 $410.92 2.75 0.50%

METHYLNALTREXONE PRODUCTS

R ELIS T OR T AB 150M G 5 2 $6,587.74 $1,317.55 2.5 0.73%

SUBTOTAL 5 2 $6,587.74 $1,317.55 2.5 0.73%

TENAPANOR PRODUCTS

IBS R ELA T AB 50M G 5 1 $8,245.50 $1,649.10 5 0.92%

SUBTOTAL 5 1 $8,245.50 $1,649.10 5 0.92%

TOTAL 1,988 451* $901,055.34 $453.25 3.39 100%

Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
CAP = capsule;T AB = tablet
FiscalYear2023 = 07/01/2022 to06/30/2023



Utilization Details of Diarrhea Medications: Fiscal Year 2023

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

RIFAXIMIN PRODUCTS

XIFAXAN T AB 550M G 1,935 448 $5,528,221.17 $2,856.96 4.32 99.29%

XIFAXAN T AB 200M G 9 6 $2,346.94 $260.77 1.5 0.04%

SUBTOTAL 1,944 454 $5,530,568.11 $2,844.94 4.28 99.33%

ELUXADOLINE PRODUCTS

VIBER ZIT AB 100M G 24 5 $31,608.32 $1,317.01 4.8 0.57%

VIBER ZIT AB 75M G 4 1 $5,722.98 $1,430.75 4 0.10%

SUBTOTAL 28 6 $37,331.30 $1,333.26 4.67 0.67%

TOTAL 1,972 459* $5,567,899.41 $2,823.48 4.29 100%

Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
T AB = tablet
FiscalYear2023 = 07/01/2022 to06/30/2023
Xifaxan® (rifaxim in)w as firstFDA approved in2004 and has asignificantfederalrebate.Please note,the
m ajority ofutilizationofrifaxim inw as forthe 550m g strength forthe reductioninriskofoverthepatic
encephalopathy (HE)recurrence.
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Fiscal Year 2023 Annual Review of Skin Cancer
Medications and 30-Day Notice to Prior Authorize
Hepzato Kit™ (Melphalan) and Zynyz™ (Retifanlimab-
dlwr)

Oklahoma Health Care Authority
December 2023

Current Prior Authorization Criteria

U tilizationdataforT ecentriq ® (atezolizum ab)and approvalcriteriafor
indications otherthanskincancercanbe found inthe April2023 Drug
U tilizationR eview (DU R )Board packet.T his m edicationand criteriaare
review ed annually w ith the lung cancerm edications.

Bavencio® (Avelumab) Approval Criteria [Merkel Cell Carcinoma (MCC)
Diagnosis]:

1. Diagnosis ofm etastaticM CC;and
2. M em berm ustbe 12 years ofage orolder.

Bavencio® (Avelumab) Approval Criteria [Renal Cell Carcinoma (RCC)
Diagnosis]:

1. Diagnosis ofadvanced R CC;and
2. U sed as first-line treatm ent;and
3. U sed incom binationw ith axitinib.

Bavencio® (Avelumab) Approval Criteria [Urothelial Carcinoma Diagnosis]:
1. Diagnosis oflocally advanced orm etastaticurothelialcarcinom a;and
2. Disease has progressed during orfollow ing platinum -containing

chem otherapy orw ithin12 m onths ofneoadjuvantoradjuvant
platinum -containing chem otherapy;or

3. U sed as m aintenance therapy form em bers notprogressing onafirst-
line platinum -containing regim en.

Braftovi® (Encorafenib) Approval Criteria [Colorectal Cancer (CRC)
Diagnosis]:

1. Diagnosis ofadvanced orm etastaticCR C;and
2. BRAFV600E m utationpositive;and
3. U sed incom binationw ith cetuxim ab orpanitum um ab;and
4. Disease m usthave progressed follow ing adjuvanttherapy w ithin12

m onths;or
5. U sed follow ing progressionofany line ofm etastatictherapy.



Braftovi® (Encorafenib) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600E orV600K m utation;and
3. U sed incom binationw ith binim etinib.

Cotellic® (Cobimetinib) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600E orV600K m utation;and

a. Cobim etinib is notindicated forw ild-type BRAFm elanom a;and
3. M em berm eets 1ofthe follow ing:

a. U sed as first-line therapy incom binationw ith vem urafenib;or
b.U sed as second-line therapy orsubsequenttherapy w ith

vem urafenib.

Erivedge® (Vismodegib) Approval Criteria [Basal Cell Carcinoma (BCC)
Diagnosis]:

1. Diagnosis oflocally advanced BCC thathas either:
a. R ecurred follow ing surgery orradiationtherapy;or
b.S urgery orradiationis contraindicated;or

2. Diagnosis ofm etastaticBCC.

Imlygic® (Talimogene Laherparepvec) Approval Criteria [Melanoma
Diagnosis]:

1. Diagnosis ofunresectable cutaneous,subcutaneous,ornodallesions
thatare recurrentafterinitialsurgery;and

a. N otindicated inm em bers w ith visceralm etastases;and
2. M em beris notim m unocom prom ised orpregnant.

Keytruda® (Pembrolizumab) Approval Criteria [Breast Cancer Diagnosis]:
1. Diagnosis oflocally recurrentunresectable orm etastatictriple-negative

breastcancer;and
a. T um ors express program m ed death ligand 1(PD-L1)w ith a

com bined positive score (CPS ) ≥10; and  
b.U sed incom binationw ith chem otherapy;or

2. Diagnosis ofearly stage triple-negative breastcancer;and
a. Disease is considered high-risk;and
b.U sed incom binationw ith chem otherapy as neoadjuvanttherapy.

Keytruda® (Pembrolizumab) Approval Criteria [Cervical Cancer Diagnosis]:
1. Diagnosis ofrecurrentorm etastaticcervicalcancer;and
2. T um orm ustexpress program m ed death ligand 1(PD-L1)[com bined

positive score (CPS ) ≥1)]; and 
3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)];and
a. Disease progressiononorafterchem otherapy;or



b.As first-line therapy incom binationw ith chem otherapy,w ith or
w ithoutbevacizum ab.

Keytruda® (Pembrolizumab) Approval Criteria [Colorectal Cancer (CRC)
Diagnosis]:

1. Diagnosis ofunresectable orm etastaticCR C;and
2. M etastaticm icrosatellite instability-high (M S I-H)orm ism atch repair

deficient(dM M R ).

Keytruda® (Pembrolizumab) Approval Criteria [Cutaneous Squamous Cell
Carcinoma (cSCC) Diagnosis]:

1. Diagnosis ofrecurrentorm etastaticdisease;and
2. N otcurable by radiationorsurgery.

Keytruda® (Pembrolizumab) Approval Criteria [Endometrial Cancer
Diagnosis]:

1. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Opdivo(nivolum ab)];and

2. Disease progressionfollow ing priorsystem ictherapy;and
3. M em beris notacandidate forcurative surgery orradiation;and
4. U sed in1ofthe follow ing settings:

a. Incom binationw ith lenvatinib foradvanced endom etrialcancer
thatis notm icrosatellite instability-high (M S I-H)orm ism atch repair
deficient(dM M R );or

b.As asingle agentforadvanced endom etrialcancerthatis M S I-H or
dM M R .

Keytruda® (Pembrolizumab) Approval Criteria [Esophageal or
Gastroesophageal Junction (GEJ) Carcinoma Diagnosis]:

1. Diagnosis oflocally advanced,recurrent,orm etastaticesophagealor
GEJcarcinom a;and

2. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Opdivo® (nivolum ab)];and

3. Forfirst-line therapy:
a. Incom binationw ith platinum -and fluoropyrim idine-based

chem otherapy;or
4. Forsecond-line orgreatertherapy:

a. Follow ing disease progressionafter1orm ore priorlines ofsystem ic
therapy;and

b.T um orm ustbe squam ous cellhistology;and
c. U sed as asingle agent;and
d.T um orexpresses program m ed death ligand 1(PD-L1)[com bined

positive score (CPS  ≥10). 



Keytruda® (Pembrolizumab) Approval Criteria [Gastric or
Gastroesophageal Junction (GEJ) Adenocarcinoma Diagnosis]:

1. Diagnosis oflocally advanced,unresectable,orm etastaticgastricor
GEJadenocarcinom a;and

2. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Opdivo® (nivolum ab)];and

3. Forfirst-line therapy:
a. Hum anepiderm alreceptor2 (HER 2)-positive disease;and
c. U sed incom binationw ith trastuzum ab,fluoropyrim idine-and

platinum -containing chem otherapy.

Keytruda® (Pembrolizumab) Approval Criteria [Head and Neck Cancer
Diagnosis]:

1. U sed infirst-line orrecurrentsetting;and
2. S quam ous cellhistology;and
3. Ifused inthe recurrentsetting,m em berhas notpreviously failed other

program m ed death 1(PD-1)inhibitors [e.g.,Opdivo® (nivolum ab)].

Keytruda® (Pembrolizumab) Approval Criteria [Hepatocellular Carcinoma
(HCC) Diagnosis]:

1. Diagnosis ofrelapsed orprogressive HCC;and
2. M em berm usthave beenpreviously treated w ith sorafenib;and
3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)].

Keytruda® (Pembrolizumab) Approval Criteria [Classical Hodgkin
Lymphoma (cHL) Diagnosis]:

1. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [i.e.,Opdivo® (nivolum ab)];and

2. Foradultm em bers:
a. Diagnosis ofrelapsed orrefractory cHL;and

i. U sed as asingle agent;or
ii. Exception:lym phocyte-predom inantHodgkinlym phom a;or

iii. U sed inS econd-line orsubsequentsystem ictherapy in
com binationw ith gem citabine,vinorelbine,and liposom al
doxorubicin;or

3. Forpediatricm em bers:
a. U sed as asingle agent;and
b.Diagnosis ofrefractory cHL;or
c. R elapsed disease after ≥2 therapies 

Keytruda® (Pembrolizumab) Approval Criteria [Melanoma Diagnosis]:
1. M em berm eets 1ofthe follow ing:



a. Adjuvanttreatm entofadultand pediatricm em bers 12 years ofage
orolderw ith stage 2B,2C,or3 m elanom afollow ing com plete
resection;or

b.Diagnosis ofunresectable orm etastaticm elanom a;and
2. U sed as asingle agent;and
3. M em berm eets 1ofthe follow ing:

a. U sed as first-line therapy;or
b.U sed as second-line therapy orsubsequenttherapy fordisease

progressionifnotpreviously used;and
4. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)];and
5. Foradjuvanttreatm entofm elanom a,approvals w illbe foram axim um

durationof1year.

Keytruda® (Pembrolizumab) Approval Criteria [Merkel Cell Carcinoma
(MCC) Diagnosis]:

1. Diagnosis ofrecurrent,locally advanced,orm etastaticM CC;and
2. N ohistory ofpriorsystem icchem otherapy;and
3. U sed as asingle agent;and
4. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)].

Keytruda® (Pembrolizumab) Approval Criteria [Metastatic Non-Small Cell
Lung Cancer (NSCLC) Diagnosis]:

1. Diagnosis ofm etastaticN S CLC;and
2. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)];and
3. T um orproportionscores forprogram m ed death ligand 1(PD-L1)

expressionas follow s:
a. As a single agent, first-line: ≥1% ; or  
b.First-line incom bination:N oexpressionrequired;or
c. As a single agent, second-line: ≥1% ; and  

4. M em berm eets 1ofthe follow ing:
a. Previously untreated,m etastaticsquam ous N S CLC incom bination

w ith carboplatinand eitherpaclitaxelornab-paclitaxel;or
b.Previously untreated,m etastaticnon-squam ous N S CLC in

com binationw ith pem etrexed and carboplatin;or
c. N ew diagnosis as first-line therapy (m em berhas notreceived

chem otherapy totreatdisease)if:
i. T um ordoes notexpress sensitizing epiderm algrow th factor

receptor(EGFR )m utations oranaplasticlym phom akinase
(ALK)translocations;or

d.U sed as asingle agentfordisease progressiononorafterplatinum -
containing chem otherapy (i.e.,cisplatin,carboplatin):



i. M em bers w ith EGFR -m utation-positive tum ors should have
disease progressiononFDA-approved therapy forthese
aberrations priortoreceiving pem brolizum ab.Thisdoesnot
apply iftu m orsdonothave these m u tations(ex am plesof
dru gsforEGFR-m u tation-positive tu m ors:osim ertinib,
erlotinib,afatinib,orgefitinib);and

ii. M em bers w ith ALK genom ictum oraberrations should have
disease progressiononFDA-approved therapy forthese
aberrations priortoreceiving pem brolizum ab.Thisdoesnot
apply iftu m orsdonothave these m u tations(ex am plesof
dru gsforALK-m u tation-positive tu m ors:criz otinib,ceritinib,
oralectinib).

Keytruda® (Pembrolizumab) Approval Criteria [Microsatellite Instability-
High (MSI-H) or Mismatch Repair Deficient (dMMR) Solid Tumor
(Tissue/Site-Agnostic) Diagnosis]:

1. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [i.e.,Opdivo® (nivolum ab)];and

2. M S I-H ordM M R solid tum ors thathave progressed follow ing prior
treatm entw ith nosatisfactory alternative treatm entoptions.

Keytruda® (Pembrolizumab) Approval Criteria [Nonmetastatic Non-Small
Cell Lung Cancer (NSCLC) Diagnosis]:

1. Diagnosis ofstage 3 N S CLC;and
a. Ineligible forsurgery ordefinitive chem oradiation;and
b.T um orproportionscores forprogram m ed death ligand 1(PD-L1)

expression ≥1% ; and  
c. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)].

Keytruda® (Pembrolizumab) Approval Criteria [Non-Muscle Invasive
Bladder Cancer (NMIBC) Diagnosis]:

1. Diagnosis ofhigh-risk,N M IBC;and
2. M em berm usthave failed therapy w ith Bacillus Calm ette-Guerin(BCG)-

therapy;and
3. M em berm ustbe ineligible fororhas elected nottoundergo

cystectom y.

Keytruda® (Pembrolizumab) Approval Criteria [Primary Mediastinal Large
B-cell Lymphoma (PMBCL) Diagnosis]:

1. Diagnosis ofPM BCL;and
2. M em berm usthave refractory disease orrelapsed after2 orm ore prior

lines oftherapy;and
3. Authorizations w illnotbe granted form em bers w horequire urgent

cytoreduction;and



4. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Opdivo® (nivolum ab)].

Keytruda® (Pembrolizumab) Approval Criteria [Renal Cell Carcinoma (RCC)
Diagnosis]:

1. Diagnosis ofnew orrecurrentstage 4 clear-cellR CC;and
a. M em berhas notreceived previous system ictherapy foradvanced

disease;and
b.M ustbe used incom binationw ith axitinib orlenvatinib;and
c. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)];or
2. Diagnosis ofR CC atinterm ediate-high orhigh riskofrecurrence

follow ing nephrectom y orfollow ing nephrectom y and resectionof
m etastaticlesions.

Keytruda® (Pembrolizumab) Approval Criteria [Small Cell Lung Cancer
(SCLC) Diagnosis]:

1. Diagnosis ofm etastaticS CLC;and
2. Progressed onorfollow ing aplatinum -based regim enand atleast1

otherregim en;and
3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Opdivo® (nivolum ab)].

Keytruda® (Pembrolizumab) Approval Criteria [Tumor Mutational Burden-
High (TMB-H) Solid Tumors Diagnosis]:

1. Diagnosis of unresectable or m etastatic T M B-H [≥10 
m utations/m egabase (m ut/M b)]solid tum ors;and

2. U sed follow ing disease progressionafterpriortreatm ent;and
3. N osatisfactory alternative treatm entoptions.

Keytruda® (Pembrolizumab) Approval Criteria [Urothelial Carcinoma
Diagnosis]:

1. M em berm usthave 1ofthe follow ing:
a. Locally advanced orm etastaticurothelialcarcinom aw ith disease

progressionduring orfollow ing platinum -containing
chem otherapy;or

b.W ithin12 m onths ofneoadjuvantoradjuvanttreatm entw ith
platinum -containing chem otherapy;or

c. Frontline form em bers w ith locally advanced orm etastatic
urothelialcarcinom aw hoare ineligible forcisplatin-containing
chem otherapy;and

i. Cisplatinineligibility is defined as:
1. Baseline creatinine clearance of<60m L/m in;or
2. ECOG perform ance status of2;or
3. Class IIIheartfailure;or



4. Grade 2 orgreaterperipheralneuropathy;or
5. Grade 2 orgreaterhearing loss;and

2. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [i.e.,Opdivo® (nivolum ab)].

Kimmtrak® (Tebentafusp-tebn) Approval Criteria [Uveal Melanoma
Diagnosis]:

1. Diagnosis ofunresectable orm etastaticuvealm elanom a;and
2. Positive expressionofHLA-A*02:01genotype.

Libtayo® (Cemiplimab-rwlc) Approval Criteria [Basal Cell Carcinoma (BCC)
Diagnosis]:

1. Diagnosis oflocally advanced orm etastaticBCC;and
2. M em berhas previously beentreated w ith ahedgehog pathw ay

inhibitor(HHI);or
3. T reatm entw ith aHHIis notappropriate forthe m em ber.

Libtayo® (Cemiplimab-rwlc) Approval Criteria [Cutaneous Squamous Cell
Carcinoma (cSCC) Diagnosis]:

1. Diagnosis ofm etastaticorlocally advanced cS CC;and
2. M em beris ineligible forcurative surgery orradiation;and
3. M em berhas notreceived priorim m unotherapy agent(s)[e.g.,

Keytruda® (pem brolizum ab),Opdivo® (nivolum ab),Yervoy®

(ipilim um ab)].

Libtayo® (Cemiplimab-rwlc) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofadvanced,unresectable,orm etastaticN S CLC;and
2. U sed inthe first-line setting;and
3. N oepiderm algrow th factorreceptor(EGFR ),anaplasticlym phom a

kinase (ALK),orR OS 1m utations;and
4. U sed in1ofthe follow ing settings:

a. U sed as asingle agent;and
i. High program m ed death ligand 1(PD-L1)expression[tum or

proportion score (T PS ) ≥50% ]; or 
b.U sed incom binationw ith platinum -based chem otherapy;and

i. N orequirem entforPD-L1expression.

Mekinist® (Trametinib) Approval Criteria [Anaplastic Thyroid Cancer (ATC)
Diagnosis]:

1. Diagnosis ofAT C;and
2. Locally advanced orm etastaticdisease;and
3. BRAFV600E m utation;and
4. N osatisfactory locoregionaltreatm entoptions.



Mekinist® (Trametinib) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600E orV600K m utation;and

a. T ram etinib is notindicated forw ild-type BRAFm elanom a;and
3. M ustm eet1ofthe follow ing:

a. U sed as first-line therapy incom binationw ith dabrafenib;or
b.U sed as second-line orsubsequenttherapy w ith dabrafenib;or
c. U sed as second-line therapy orsubsequenttherapy as asingle

agentif:
i. M em berw as intoleranttopriorBRAFinhibitortherapy (i.e.,

dabrafenib,vem urafenib);and
ii. N oevidence ofdisease progressiononpriorBRAFinhibitor

therapy (i.e.,dabrafenib,vem urafenib).

Mekinist® (Trametinib) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofrefractory orm etastaticN S CLC;and
2. BRAFV600E orV600K m utation;and

a. T ram etinib is notindicated forw ild-type BRAFN S CLC;and
3. U sed incom binationw ith dabrafenib.

Mekinist® (Trametinib) Approval Criteria [Serous Ovarian Cancer
Diagnosis]:

1. Diagnosis ofpersistentdisease orrecurrentlow -grade serous
carcinom a;and

2. M eets 1ofthe follow ing:
a. Im m ediate treatm entforserially rising CA-125 inm em bers w ho

previously received chem otherapy;or
b.Progressiononprim ary,m aintenance,orrecurrence therapy;or
c. S table orpersistentdisease (ifnotonm aintenance therapy);or
d.Com plete rem issionand relapse aftercom pleting chem otherapy.

Mekinist® (Trametinib) Approval Criteria [Solid Tumor Diagnosis]:
1. Diagnosis ofm etastaticsolid tum or;and
2. BRAFV600E m utation;and
3. M em berhas progressed onpriortherapies w ith nosatisfactory

alternative treatm entoptions;and
4. U sed incom binationw ith dabrafenib.

Mektovi® (Binimetinib) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600E orV600K m utation;and
3. U sed incom binationw ith encorafenib.



Odomzo® (Sonidegib) Approval Criteria [Basal Cell Carcinoma (BCC)
Diagnosis]:

1. Diagnosis oflocally advanced BCC thathas either:
a. R ecurred follow ing surgery orradiationtherapy;or
b.S urgery orradiationis contraindicated;or

2. Diagnosis ofm etastaticBCC.

Opdivo® (Nivolumab) Approval Criteria [Adjuvant Treatment of Melanoma
Diagnosis]:

1. M em berhas had com plete resectionofm elanom a;and
2. Diagnosis ofstage 3 m elanom afollow ing com plete resection;and
3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Keytruda® (pem brolizum ab)];and
4. U sed as asingle agent;and
5. Dose as follow s:

a. S ingle agent:240m g every 2 w eeks or480m g every 4 w eeks;and
b.M axim um durationof1year.

Opdivo® (Nivolumab) Approval Criteria [Colorectal Cancer (CRC)
Diagnosis]:

1. Diagnosis ofunresectable orm etastaticCR C;and
2. T um oris m icrosatellite-instability high (M S I-H)orm ism atch repair

deficient(dM M R ).

Opdivo® (Nivolumab) Approval Criteria [Esophageal Squamous Cell
Carcinoma (ESCC) or Esophageal or Gastroesophageal Junction (GEJ)
Cancer Diagnosis]:

1. Diagnosis ofunresectable advanced orm etastaticES CC;and
a. U sed inthe first-line setting;and
b.U sed incom binationw ith 1ofthe follow ing:

i. Fluoropyrim idine-and platinum -based chem otherapy;or
ii. Ipilim um ab;or

2. Diagnosis ofesophagealorGEJcancer;and
a. M em berhas received preoperative chem oradiation;and
b.M em berunderw entR 0(com plete)resectionand has residual

disease;and
c. As asingle agent;or

3. Palliative therapy form em bers w hoare notsurgicalcandidates orhave
unresectable locally advanced,recurrent,orm etastaticdisease;and

a. Hum anepiderm alreceptor2 (HER 2)-negative disease;and
i. U sed infirst-line setting;and

1. U sed incom binationw ith oxaliplatinand fluorouracilor
capecitabine;and

2. Adenocarcinom apathology;or
ii. U sed inthe second-line orgreatersetting;and



1. As asingle agent;and
2. S quam ous cellpathology.

Opdivo® (Nivolumab) Approval Criteria [Gastric Cancer Diagnosis]:
1. Diagnosis ofadvanced orm etastaticdisease;and
2. U sed incom binationw ith fluoropyrim idine-and platinum -containing

chem otherapy.

Opdivo® (Nivolumab) Approval Criteria [Head and Neck Cancer Diagnosis]:
1. Diagnosis ofrecurrentorm etastatichead and neckcancer;and
2. S quam ous cellhistology;and
3. M em berhas received priorplatinum -containing regim en(i.e.,cisplatin,

carboplatin);and
4. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Keytruda® (pem brolizum ab)];and
5. Dose as follow s:240m g every 2 w eeks or480m g every 4 w eeks.

Opdivo® (Nivolumab) Approval Criteria [Hepatocellular Carcinoma (HCC)
Diagnosis]:

1. M em berm usthave unresectable disease and is notatransplant
candidate;or

2. M etastaticdisease orextensive livertum orburden;and
3. M ustm eet1ofthe follow ing:

a. Ifused as first-line therapy,m ustbe used as single agent;and
i. Ineligible fortyrosine kinase inhibitors oranti-angiogenic

agents;or
b.Ifused as second-line orgreatertherapy,m ay be used as single

agentorincom binationw ith ipilim um ab;and
i. M ustnothave failed othercheckpointinhibitors.

Opdivo® (Nivolumab) Approval Criteria [Hodgkin Lymphoma Diagnosis]:
1. Diagnosis ofrelapsed orrefractory classicalHodgkinlym phom a;and

a. Exception:Lym phocyte-predom inantHodgkinlym phom a;and
2. U sed as asingle agent;and
3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Keytruda® (pem brolizum ab)].

Opdivo® (Nivolumab) Approval Criteria [Mesothelioma Diagnosis]:
1. Diagnosis ofm alignantpleuralm esotheliom athatcannotbe surgically

rem oved;and
2. U sed as first-line therapy;and
3. U sed incom binationw ith ipilim um ab.

Opdivo® (Nivolumab) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofN S CLC;and



2. Forfirst-line therapy forrecurrent,advanced,orm etastaticdisease,
m eeting the follow ing:

a. U sed incom binationw ith Yervoy® (ipilim um ab)and 2 cycles of
platinum -doubletchem otherapy;and

b.N oepiderm algrow th factorreceptor(EGFR )oranaplastic
lym phom akinase (ALK)genom ictum oraberrations;and

c. Expresses program m ed death ligand 1 (PD-L1) ≥1% ; or 
3. Forfirst-line therapy forresectable disease (>4cm ornode positive),

m eeting the follow ing:
a. U sed inthe neoadjuvantsetting incom binationw ith platinum -

doubletchem otherapy forup to3 treatm entcycles;or
4. Forsecond-line therapy form etastaticdisease,m eeting the follow ing:

a. T um orhistology is 1ofthe follow ing:
i. Adenocarcinom a;or

ii. S quam ous cell;or
iii. Large cell;and

b.Disease progressiononorafterplatinum -containing
chem otherapy (e.g.,cisplatin,carboplatin);and

c. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Keytruda® (pem brolizum ab)];and

d.U sed as asingle agent;and
e. Dose as follow s:240m g every 2 w eeks or480m g every 4 w eeks.

Opdivo® (Nivolumab) Approval Criteria [Renal Cell Carcinoma (RCC)
Diagnosis]:

1. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Keytruda® (pem brolizum ab)];and

2. U sed in1ofthe follow ing settings:
a. Fornivolum ab m onotherapy:

i. Diagnosis ofrelapsed orsurgically unresectable stage 4
disease;and

ii. Failed priortherapy w ith 1ofthe follow ing m edications:
1. S unitinib;or
2. S orafenib;or
3. Pazopanib;or
4. Axitinib;or

b. Fornivolum ab use incom binationw ith ipilim um ab:
i. Diagnosis ofrelapsed orsurgically unresectable stage 4

disease inthe initialtreatm entofm em bers w ith interm ediate
orpoorrisk,previously untreated,advanced R CC;or

c. Fornivolum ab use incom binationw ith cabozantinib:
i. Diagnosis ofrelapsed orsurgically unresectable stage 4

disease inthe initialtreatm entofm em bers w ith advanced
R CC;and



ii. N ivolum ab,w henused incom binationw ith cabozantinib for
R CC,w illbe approved foram axim um durationof2 years;and

3. Dose as follow s:
a. S ingle agent:240m g every 2 w eeks or480m g every 4 w eeks;or
b.Incom binationw ith ipilim um ab:nivolum ab 3m g/kg follow ed by

ipilim um ab 1m g/kg onthe sam e day,every 3 w eeks foram axim um
of4 doses,thennivolum ab 240m g every 2 w eeks or480m g every 4
w eeks thereafter;or

c. Incom binationw ith cabozantinib:cabozantinib 40m g once daily
w ith nivolum ab 240m g every 2 w eeks or480m g every 4 w eeks;
nivolum ab,w henused incom binationw ith cabozantinib forR CC,
w illbe approved foram axim um durationof2 years.

Opdivo® (Nivolumab) Approval Criteria [Small Cell Lung Cancer (SCLC)
Diagnosis]:

1. M ustm eet1ofthe follow ing criteria:
a. Disease relapsed w ithin6 m onths ofinitialchem otherapy;or
b.Disease is progressive oninitialchem otherapy;and

2. U sed as asingle agentorincom binationw ith ipilim um ab;and
3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Keytruda® (pem brolizum ab)].

Opdivo® (Nivolumab) Approval Criteria [Unresectable or Metastatic
Melanoma Diagnosis]:

1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. U sed as asingle agentorincom binationw ith ipilim um ab:

a. As first-line therapy foruntreated m elanom a;or
b.As second-line orsubsequenttherapy fordocum ented disease

progressionw hile receiving orsince com pleting m ostrecent
therapy;and

i. M em berhas notpreviously failed otherprogram m ed death 1
(PD-1)inhibitors [e.g.,Keytruda® (pem brolizum ab)];and

3. Dose as follow s:
a. S ingle agent:240m g every 2 w eeks or480m g every 4 w eeks;or
b.Incom binationw ith ipilim um ab:nivolum ab 1m g/kg,follow ed by

ipilim um ab onthe sam e day,every 3 w eeks for4 doses,then
240m g every 2 w eeks or480m g every 4 w eeks.

Opdivo® (Nivolumab) Approval Criteria [Urothelial Bladder Cancer
Diagnosis]:

1. Diagnosis ofurothelialcarcinom a;and
a. M em berhas undergone radicalresection;and
b.Disease is athigh riskofrecurrence;or

2. Diagnosis ofm etastaticorunresectable locally advanced disease;and
a. U sed as second-line orgreatertherapy;and



b.Previous failure ofaplatinum -containing regim en;and
c. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Keytruda® (pem brolizum ab)].

Opdualag™ (Nivolumab/Relatlimab-rmbw) Approval Criteria
[Unresectable or Metastatic Melanoma Diagnosis]:

1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. M em berm ustbe 12 years ofage orolder;and
3. As first-line therapy;and
4. M em berhas notpreviously failed program m ed death 1(PD-1)inhibitors

[e.g.,Keytruda® (pem brolizum ab),Opdivo® (nivolum ab)].

Tafinlar® (Dabrafenib) Approval Criteria [Anaplastic Thyroid Cancer (ATC)
Diagnosis]:

1. Diagnosis ofAT C;and
2. Locally advanced orm etastaticdisease;and
3. BRAFV600E m utation;and
4. N osatisfactory locoregionaltreatm entoptions.

Tafinlar® (Dabrafenib) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600E orV600K m utation;and

a. Dabrafenib is notindicated forw ild-type BRAFm elanom a;and
3. U sed as asingle agentorincom binationw ith tram etinib;and
4. M ustm eet1ofthe follow ing:

a. U sed as first-line therapy;or
b.U sed as second-line orsubsequenttherapy.

Tafinlar® (Dabrafenib) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofrefractory orm etastaticN S CLC;and
2. BRAFV600E orV600K m utation;and

a. N otindicated forw ild-type BR AF N S CLC;and
3. U sed as asingle agentorincom binationw ith tram etinib.

Tafinlar® (Dabrafenib) Approval Criteria [Solid Tumor Diagnosis]:
1. Diagnosis ofm etastaticsolid tum or;and
2. BRAFV600E m utation;and
3. M em berhas progressed onpriortherapies w ith nosatisfactory

alternative treatm entoptions;and
4. U sed incom binationw ith tram etinib.

Tecentriq® (Atezolizumab) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600m utation-positive;and
3. U sed incom binationw ith cobim etinib and vem urafenib.



Yervoy® (Ipilimumab) Approval Criteria [Adjuvant Treatment of Melanoma
Diagnosis]:

1. M em berhas had com plete resectionofm elanom aw ith
lym phadenectom y;and

2. M em berhas stage 3 disease w ith regionalnodes of>1m m and noin-
transitm etastasis;and

3. U sed as asingle agent;and
4. M axim um dose of10m g/kg w illapply.

Yervoy® (Ipilimumab) Approval Criteria [Colorectal Cancer (CRC)
Diagnosis]:

1. Diagnosis ofunresectable orm etastaticCR C;and
2. T um oris m icrosatellite instability-high (M S I-H)orm ism atch repair

deficient(dM M R );and
3. U sed incom binationw ith nivolum ab.

Yervoy® (Ipilimumab) Approval Criteria [Esophageal Squamous Cell
Carcinoma (ESCC) Diagnosis]:

1. Diagnosis ofunresectable advanced orm etastaticES CC;and
a. U sed inthe first-line setting;and
b.U sed incom binationw ith nivolum ab.

Yervoy® (Ipilimumab) Approval Criteria [Hepatocellular Carcinoma (HCC)
Diagnosis]:

1. M em berm usthave unresectable disease and is notatransplant
candidate;or

2. M etastaticdisease orextensive livertum orburden;and
3. U sed as second-line orgreatertherapy;and
4. U sed incom binationw ith nivolum ab;and
5. M ustnothave failed othercheckpointinhibitors.

Yervoy® (Ipilimumab) Approval Criteria [Mesothelioma Diagnosis]:
1. Diagnosis ofm alignantpleuralm esotheliom athatcannotbe surgically

rem oved;and
2. U sed as first-line therapy;and
3. U sed incom binationw ith nivolum ab.

Yervoy® (Ipilimumab) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofrecurrent,advanced,orm etastaticN S CLC;and
a. U sed forfirst-line therapy and m ustm eetthe follow ing:

i. N oepiderm algrow th factorreceptor(EGFR )oranaplastic
lym phom akinase (ALK)genom ictum oraberrations;and

ii. U sed incom binationw ith nivolum ab and 2 cycles of
platinum -doubletchem otherapy;and



iii. Expresses program m ed death ligand 1 (PD-L1) ≥1% . 

Yervoy® (Ipilimumab) Approval Criteria [Renal Cell Carcinoma (RCC)
Diagnosis]:

1. Diagnosis ofrelapsed orsurgically unresectable stage 4 disease inthe
initialtreatm entofm em bers w ith interm ediate orpoorrisk,previously
untreated,advanced R CC;and

2. U sed incom binationw ith nivolum ab;and
3. M em berhas notfailed previous program m ed death 1(PD-1)inhibitors

[e.g.,Keytruda® (pem brolizum ab)];and
4. Dose as follow s:nivolum ab 3m g/kg follow ed by ipilim um ab 1m g/kg on

the sam e day,every 3 w eeks foram axim um of4 doses,thennivolum ab
240m g every 2 w eeks or480m g every 4 w eeks.

Yervoy® (Ipilimumab) Approval Criteria [Small Cell Lung Cancer (SCLC)
Diagnosis]:

1. Diagnosis ofS CLC;and
2. M ustm eet1ofthe follow ing criteria:

a. Disease relapsed w ithin6 m onths ofinitialchem otherapy;or
b.Disease is progressive oninitialchem otherapy;and

3. U sed incom binationw ith nivolum ab.

Yervoy® (Ipilimumab) Approval Criteria [Unresectable or Metastatic
Melanoma Diagnosis]:

1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. U sed incom binationw ith nivolum ab as:

a. First-line therapy;or
b.S econd-line orsubsequenttherapy fordisease progressionif

nivolum ab w as notpreviously used;or
3. U sed as asingle agentfor1ofthe follow ing:

a. First-line therapy as asingle course of4 treatm ents;or
b.S econd-line orsubsequentlines oftherapy as asingle course of4

treatm ents;or
c. R etreatm ent,consisting ofa4-dose lim it,foram em berw hohad:

i. N osignificantsystem ictoxicity during prioripilim um ab
therapy;and

ii. W hose disease progressed afterbeing stable >6 m onths
follow ing com pletionofapriorcourse ofipilim um ab;and

iii. Forw hom nointervening therapy has beenadm inistered;
and

4. M axim um dose of3m g/kg w illapply.

Zelboraf® (Vemurafenib) Approval Criteria [Erdheim-Chester Disease
(ECD) Diagnosis]:

1. Diagnosis ofECD;and



2. BRAFV600E orV600K m utation;and
3. U sed as asingle agent.

Zelboraf® (Vemurafenib) Approval Criteria [Hairy-Cell Leukemia
Diagnosis]:

1. Diagnosis ofhairy-cellleukem ia;and
2. U sed as asingle agent;and
3. Disease progressionfollow ing failure ofpurine analog therapy (i.e.,

pentostatin,cladribine).

Zelboraf® (Vemurafenib) Approval Criteria [Melanoma Diagnosis]:
1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. BRAFV600E orV600K m utation;and

a. Vem urafenib is notindicated forw ild-type BRAFm elanom a;and
3. M ustm eet1ofthe follow ing:

a. U sed as first-line therapy;or
b.U sed as second-line orsubsequenttherapy;and

4. U sed as asingle agentorincom binationw ith cobim etinib.

Zelboraf® (Vemurafenib) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofrefractory orm etastaticN S CLC;and
2. BRAFV600E orV600K m utation;and

a. Vem urafenib is notindicated forw ild-type BRAFN S CLC;and
3. U sed as asingle agent.

Utilization of Skin Cancer Medications: Fiscal Year 2023

T he follow ing utilizationdataincludes m edications indicated forskincancer;
how ever,the datadoes notdifferentiate betw eenskincancerdiagnoses and
otherdiagnoses,forw hich use m ay be appropriate.

Comparison of Fiscal Years: Pharmacy Claims

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 27 183 $1,668,536.09 $9,117.68 $317.63 11,925 5,253

2023 39 330 $3,244,376.20 $9,831.44 $338.45 24,874 9,586

% Change 44.40% 80.30% 94.40% 7.80% 6.60% 108.60% 82.50%

Change 12 147 $1,575,840.11 $713.76 $20.82 12,949 4,333
Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
FiscalYear2022 = 07/01/2021to06/30/2022;FiscalYear2023 = 07/01/2022 to06/30/2023



Comparison of Fiscal Years: Medical Claims

Fiscal
Year

*Total
Members

+Total
Claims

Total
Cost

Cost/
Claim

Claims/
Member

2022 276 1,315 $15,027,704.13 $11,427.91 4.76

2023 431 2,511 $28,312,651.99 $11,275.45 5.83

% Change 56.16% 90.95% 88.40% -1.33% 22.48%

Change 155 1,196 $13,284,947.86 -$152.46 1.07
Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
+T otalnum berofunduplicated claim s.
FiscalYear2022 = 07/01/2021to06/30/2022;FiscalYear2023 = 07/01/2022 to06/30/2023

 Aggregate drug rebates collected during fiscalyear2023 forskincancer
m edications totaled $5,826,893.97. R ebates are collected after
reim bursem entforthe m edicationand are notreflected inthis report.
T he costs included inthis reportdonotreflectnetcosts.

Demographics of Members Utilizing Skin Cancer Medications:
Pharmacy Claims

Top Prescriber Specialties of Skin Cancer Medications
by Number of Claims: Pharmacy Claims

 Im portantconsiderations:Aggregate drug rebates are based onthe date the claim is paid ratherthan
the date dispensed.Claim s dataare based onthe date dispensed.
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Prior Authorization of Skin Cancer Medications

T here w ere 1,163 priorauthorizationrequests subm itted forskincancer
m edications during fiscalyear2023.T he follow ing chartshow s the status of
the subm itted petitions forfiscalyear2023.

Status of Petitions

Market News and Updates1,2,3,4,5,6,7,8,9,10,11,12,13,14,15,16,17

Anticipated Patent Expiration(s):
 Erivedge® (vism odegib):Decem ber2028
 Zelboraf® (vem urafenib):June 2032
 Braftovi® (encorafenib):August2033
 M ektovi® (binim etinib):October2033
 M ekinist® (tram etinib dim ethylsulfoxide):M arch 2034
 Odom zo® (sonidegib phosphate):M arch 2036
 Cotellic® (cobim etinib fum arate):Decem ber2036
 T afinlar® (dabrafenib m esylate):June 2038

New U.S. Food and Drug Administration (FDA) Approval(s):
 October 2022: T he FDA approved Cotellic® (cobim etinib)foranew

indicationforthe treatm entofadultpatients w ith histiocytic
neoplasm s.

 January 2023: T he FDA approved Keytruda® (pem brolizum ab)fora
new  indication for the adjuvant treatm ent of stage 1B (T 2a ≥4cm ), stage 
2,orstage 3A non-sm allcelllung cancer(N S CLC)follow ing resection
and platinum -based chem otherapy.

 February 2023: T he FDA approved Opdivo® (nivolum ab)foranage
expansionfor2 m elanom aindications:(1)treatm entofadultand
pediatricpatients 12 years ofage and olderw ith unresectable or
m etastaticm elanom a,as asingle agentorincom binationw ith
ipilim um ab and (2)treatm entofadultand pediatricpatients 12 years of
age and olderw ith m elanom aw ith lym ph node involvem entor
m etastaticdisease w hohave undergone com plete resection,inthe
adjuvantsetting.

Approved,
808,70%

Incom plete,
294,25%

Denied,
61,5%



 March 2023: T he FDA approved M ekinist® (tram etinib)incom bination
w ith T afinlar® (dabrafenib)foranew indicationforthe treatm entof
pediatricpatients 1yearofage and olderw ith low -grade gliom a(LGG)
w ith aBRAFV600E m utationw horequire system ictherapy.

 March 2023: T he FDA granted accelerated approvaltoZynyz™
(retifanlim ab-dlw r)forthe treatm entofadultpatients w ith m etastatic
orrecurrentlocally advanced M erkelcellcarcinom a(M CC).

 April 2023: T he FDA granted accelerated approvalforKeytruda® fora
new indicationincom binationw ith Padcev® (enfortum ab vedotin-ejfv)
forthe treatm entofadultpatients w ith locally advanced orm etastatic
urothelialcarcinom aw hoare noteligible forcisplatin-containing
chem otherapy.

 August 2023: T he FDA approved HepzatoKit™ (m elphalan)as aliver-
directed treatm entforadultpatients w ith uvealm elanom aw ith
unresectable hepaticm etastases affecting <50% ofthe liverand no
extrahepaticdisease,orextrahepaticdisease lim ited tothe bone,lym ph
nodes,subcutaneous tissues,orlung thatis am enable toresectionor
radiation.

 August 2023: T he FDA granted accelerated approvaltoM ekinist®

(tram etinib)incom binationw ith T afinlar® (dabrafenib)foranexpanded
age range inpatients 1yearofage and olderw ith unresectable or
m etastaticsolid tum ors w ith BRAFV600E m utationw hohave
progressed follow ing priortreatm entand have nosatisfactory
alternative treatm entoptions.T his com binationw as previously granted
accelerated FDA approvalforthis indicationinpatients 6 years ofage
and olderinJune 2022.

 October 2023: T he FDA approved Braftovi® (encorafenib)in
com binationw ith M ektovi® (binim etinib)foranew indicationforthe
treatm entofadultpatients w ith m etastaticN S CLC w ith aBRAFV600E
m utation,as detected by anFDA-approved test.

 October 2023: T he FDA approved Opdivo® foranexpanded indication
forthe adjuvanttreatm entofadultand pediatricpatients 12 years of
age and olderw ith com pletely resected stage 2B,2C,3,or4 m elanom a.

 October 2023: T he FDA approved Keytruda® foranew indicationfor
the treatm ent of patients w ith resectable (tum ors ≥4cm  or node 
positive)N S CLC incom binationw ith platinum -containing
chem otherapy as neoadjuvanttreatm ent,and thencontinued as a
single agentas adjuvanttreatm entaftersurgery.

 October 2023: T he FDA approved Keytruda® foranew indication,in
com binationw ith gem citabine and cisplatin,forthe treatm entof
patients w ith locally advanced unresectable orm etastaticbiliary tract
cancer.

 November 2023: T he FDA approved arevised indicationforKeytruda® ,
incom binationw ith trastuzum ab,fluoropyrim idine,and platinum -



containing chem otherapy,forthe first-line treatm entofpatients w ith
locally advanced unresectable orm etastaticHER 2-positive gastricor
gastroesophagealjunction(GEJ)adenocarcinom a.T he new indication
now restricts use topatients w hose tum ors express program m ed death
ligand 1 (PD-L1) [com bined positive score (CPS ) ≥1] as determ ined by an 
FDA-approved test.

 November 2023: T he FDA approved Keytruda® foranew indication,in
com binationw ith fluoropyrim idine-and platinum -containing
chem otherapy,forthe first-line treatm entofadults w ith locally
advanced unresectable orm etastaticHER 2-negative gastricorGEJ
adenocarcinom a.

Guideline Update(s):
 T he N ationalCom prehensive CancerN etw ork(N CCN )now

recom m ends Opdivo® (nivolum ab)incom binationw ith Adcetris®

(brentuxim ab vedotin)as second line orsubsequenttherapy for
relapsed/refractory classicalHodgkinlym phom aafterfailure of
autologous stem celltransplant(S CT ),allogeneicS CT ,orinthose w ho
are transplant-ineligible.

Hepzato Kit™ (Melphalan) Product Summary18

Therapeutic Class: Alkylating drug

Indication(s): Liver-directed treatm entforadultpatients w ith uveal
m elanom aw ith unresectable hepaticm etastases affecting less than50% of
the liverand noextrahepaticdisease,orextrahepaticdisease lim ited tothe
bone,lym ph nodes,subcutaneous tissues,orlung thatis am enable to
resectionorradiation

How Supplied: HepzatoKit™ includes the follow ing com ponents:
 (5)single-dose vials (S DVs)containing 50m g lyophilized m elphalanfor

reconstitution
 (5)S DVs containing 10m L sterile diluentforreconstitution
 (2)plasticcontainers containing 250m L 0.9% sodium chloride injection
 Hepaticdelivery system (HDS )device

Dosing and Administration:
 Adm inistered by infusionintothe hepaticartery viathe HDS device

every 6-8 w eeks forup to6 totalinfusions
 R ecom m ended dose is 3m g/kg based onidealbody w eight(IBW )up to

am axim um of220m g during asingle treatm ent

Cost: Costinform ationforHepzatoKit™ is notavailable atthis tim e.



Zynyz™ (Retifanlimab-dlwr) Product Summary19

Therapeutic Class: Program m ed death receptor-1(PD-1)–blocking antibody

Indication(s): T reatm entofadultpatients w ith m etastaticorrecurrentlocally
advanced M CC

How Supplied: 500m g/20m L solutioninaS DV

Dose: 500m g by IV infusionover30m inutes every 4 w eeks untildisease
progression,unacceptable toxicity,orup to24 m onths

Cost: T he W holesale AcquisitionCost(W AC)ofZynyz™ is $712 perm illiliter,
resulting inacostof$14,240perdose or$185,120peryearbased onthe
recom m ended dosing.

Recommendations

T he College ofPharm acy recom m ends the priorauthorizationofHepzato
Kit™ (m elphalan)and Zynyz™ (retifanlim ab-dlw r)w ith the follow ing criteria
(show ninred):

Hepzato Kit™ (Melphalan) Approval Criteria [Uveal Melanoma Diagnosis]:
1. Diagnosis ofm etastaticuvealm elanom a;and
2. Presence ofhepaticm etastases affecting <50% ofthe liver;and
3. N ootherextrahepaticm etastases;or
4. Presence ofextrahepaticm etastases lim ited tothe bone,lym ph nodes,

subcutaneous tissue,and/orlung thatis am enable toresectionor
radiation.

Zynyz™ (Retifanlimab-dlwr) Approval Criteria [Merkel Cell Carcinoma
(MCC) Diagnosis]:

1. Diagnosis ofm etastaticorrecurrentlocally advanced M CC;and

2. M em berm ustbe 18 years ofage orolder;and

3. A m axim um treatm entdurationof24 m onths w illapply.

T he College ofPharm acy alsorecom m ends updating the approvalcriteriafor
Braftovi® (encorafenib),Cotellic® (cobim etinib),Keytruda® (pem brolizum ab),
M ekinist® (tram etinib),Opdivo® (nivolum ab),and T afinlar® (dabrafenib)based
onrecentFDA approvals (new criteriaand changes show ninred):

Braftovi® (Encorafenib) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofm etastaticN S CLC;and
2. BRAFV600E m utation;and
3. U sed incom binationw ith binim etinib.



Cotellic® (Cobimetinib) Approval Criteria [Histiocytic Neoplasm Diagnosis]:
1. Diagnosis ofahistiocyticneoplasm ;and
2. M em berm ustbe 18 years ofage orolder;and
3. U sed as asingle agent.

Keytruda® (Pembrolizumab) Approval Criteria [Biliary Tract Cancer (BTC)
Diagnosis]:

1. Diagnosis oflocally advanced unresectable orm etastaticBT C;and
2. U sed incom binationw ith gem citabine and cisplatin.

Keytruda® (Pembrolizumab) Approval Criteria [Gastric or
Gastroesophageal Junction (GEJ) Adenocarcinoma Diagnosis]:

1. Diagnosis oflocally advanced,unresectable,orm etastaticgastricor
GEJadenocarcinom a;and

2. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [e.g.,Opdivo® (nivolum ab)];and

3. Forfirst-line therapy:
a. Hum anepiderm alreceptor2 (HER 2)-positive disease;and

i. U sed incom binationw ith trastuzum ab,fluoropyrim idine-
and platinum -containing chem otherapy;and

ii. T um oris positive forexpressionofprogram m ed death ligand
1 (PD-L1) w ith a com bined positive score (CPS ) ≥1; or

b.HER 2-negative disease;and
i. U sed incom binationw ith fluoropyrim idine-and platinum -

containing chem otherapy.

Keytruda® (Pembrolizumab) Approval Criteria [Nonmetastatic Non-Small
Cell Lung Cancer (NSCLC) Diagnosis]:

1. Diagnosis ofstage 3 N S CLC;and
a. Ineligible forsurgery ordefinitive chem oradiation;and
b. T um or proportion scores for PD-L1 expression ≥1% ; and  
c. M em berhas notpreviously failed otherPD-1inhibitors [e.g.,Opdivo

(nivolum ab)];or
2. Diagnosis ofstage 1B (T 2a>4cm ),stage 2,orstage 3A N S CLC;and

a. U sed as adjuvanttreatm entfollow ing resectionand platinum -
based chem otherapy;or

3. Diagnosis of resectable (tum ors ≥4cm  or node positive) N S CLC; and 
a. U sed as neoadjuvanttreatm entincom binationw ith platinum -

containing chem otherapy;and
b.Continued as asingle agentas adjuvanttreatm entaftersurgery.

Keytruda® (Pembrolizumab) Approval Criteria [Urothelial Carcinoma
Diagnosis]:

1. M em berm usthave 1ofthe follow ing:



a. Locally advanced orm etastaticurothelialcarcinom aw ith disease
progressionduring orfollow ing platinum -containing
chem otherapy;or

b.W ithin12 m onths ofneoadjuvantoradjuvanttreatm entw ith
platinum -containing chem otherapy;or

c. Frontline form em bers w ith locally advanced orm etastatic
urothelialcarcinom aw hoare ineligible forcisplatin-containing
chem otherapy;and

i. Cisplatinineligibility is defined as:
1. Baseline creatinine clearance of<60m L/m in;or
2. ECOG perform ance status of2;or
3. Class IIIheartfailure;or
4. Grade 2 orgreaterperipheralneuropathy;or
5. Grade 2 orgreaterhearing loss;and

2. U sed as m onotherapy orincom binationw ith enfortum abvedotin-ejfv;
and

3. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)
inhibitors [i.e.,Opdivo® (nivolum ab)].

Mekinist® (Trametinib) Approval Criteria [Low-Grade Glioma (LGG)
Diagnosis]:

1. Diagnosis ofLGG;and
2. M ustbe apediatricm em ber1yearofage orolder;and
3. BRAFV600E m utation;and
4. U sed incom binationw ith dabrafenib.

Mekinist® (Trametinib) Approval Criteria [Solid Tumor Diagnosis]:
1. Diagnosis ofm etastaticsolid tum or;and
2. BRAFV600E m utation;and
3. M em berm ustbe 1yearofage orolder;and
4. M em berhas progressed onpriortherapies w ith nosatisfactory

alternative treatm entoptions;and
5. U sed incom binationw ith dabrafenib.

Mektovi® (Binimetinib) Approval Criteria [Non-Small Cell Lung Cancer
(NSCLC) Diagnosis]:

1. Diagnosis ofm etastaticN S CLC;and
2. BRAFV600E m utation;and
3. U sed incom binationw ith encorafenib.

Opdivo® (Nivolumab) Approval Criteria [Adjuvant Treatment of Melanoma
Diagnosis]:

1. M em berhas had com plete resectionofm elanom a;and
2. Diagnosis ofstage 2B,2C,3,or4 m elanom afollow ing com plete

resection;and



3. M em beris 12 years ofage orolder;and
4. M em berhas notpreviously failed otherprogram m ed death 1(PD-1)

inhibitors [e.g.,Keytruda® (pem brolizum ab)];and
5. U sed as asingle agent;and
6. Dose as follow s:

a. Adult and pediatric patients ≥40kg: 240m g every 2 w eeks or
480m g every 4 w eeks;and or

b.Pediatricpatients <40kg:3m g/kg every 2 w eeks or6m g/kg every 4
w eeks;and

c. M axim um durationof1year.

Opdivo® (Nivolumab) Approval Criteria [Unresectable or Metastatic
Melanoma Diagnosis]:

1. Diagnosis ofunresectable orm etastaticm elanom a;and
2. M em beris 12 years ofage orolder;and
3. U sed as asingle agentorincom binationw ith ipilim um ab:

a. As first-line therapy foruntreated m elanom a;or
b.As second-line orsubsequenttherapy fordocum ented disease

progressionw hile receiving orsince com pleting m ostrecent
therapy;and

i. M em berhas notpreviously failed otherprogram m ed death 1
(PD-1)inhibitors [e.g.,Keytruda® (pem brolizum ab)];and

4. Dose as follow s:
a. S ingle agent:

i. Adult and pediatric patients ≥40kg: 240m g every 2 w eeks or
480m g every 4 w eeks;or

ii. Pediatricpatients <40kg:3m g/kg every 2 w eeks or6m g/kg
every 4 w eeks;or

b.Incom binationw ith ipilim um ab:
i. Adult and pediatric patients ≥40kg: N ivolum ab 1m g/kg,

follow ed by ipilim um ab onthe sam e day,every 3 w eeks for4
doses,then240m g every 2 w eeks or480m g every 4 w eeks;or

ii. Pediatricpatients <40kg:1m g/kg,follow ed by ipilim um ab on
the sam e day,every 3 w eeks for4 doses,then3m g/kg every 2
w eeks or6m g/kg every 4 w eeks.

Tafinlar® (Dabrafenib) Approval Criteria [Low-Grade Glioma (LGG)
Diagnosis]:

1. Diagnosis ofLGG;and
2. M ustbe apediatricm em ber1yearofage orolder;and
3. BRAFV600E m utation;and
4. U sed incom binationw ith tram etinib.

Tafinlar® (Dabrafenib) Approval Criteria [Solid Tumor Diagnosis]:
1. Diagnosis ofm etastaticsolid tum or;and



2. BRAFV600E m utation;and
3. M em berm ustbe 1yearofage orolder;and
4. M em berhas progressed onpriortherapies w ith nosatisfactory

alternative treatm entoptions;and
5. U sed incom binationw ith tram etinib.

Lastly,the College ofPharm acy recom m ends updating the Opdivo®

(nivolum ab)approvalcriteriaforadiagnosis ofclassicalHodgkinlym phom a
based onN CCN recom m endations (changes show ninred):

Opdivo® (Nivolumab) Approval Criteria [Hodgkin Lymphoma Diagnosis]:
1. Diagnosis ofrelapsed orrefractory classicalHodgkinlym phom a;and

a. Exception:lym phocyte-predom inantHL
2. N ivolum ab m ustbe used in1ofthe follow ing settings:

a. As asingle-agent;or
b.Incom binationw ith brentuxim ab vedotinas second line or

subsequenttherapy afterfailure ofautologous stem celltransplant
(S CT ),allogeneicS CT ,orthose w hoare transplant-ineligible;and

3. M em berhas notpreviously failed otherPD-1inhibitors [e.g.,Keytruda®

(pem brolizum ab)].

Utilization Details of Skin Cancer Medications: Fiscal Year 2023

Pharmacy Claims

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

DABRAFENIB PRODUCTS

T AFIN LAR CAP 75M G 54 10 $532,931.21 $9,869.10 5.4 16.43%

T AFIN LAR CAP 50M G 42 7 $340,633.78 $8,110.33 6 10.50%

SUBTOTAL 96 17 $873,564.99 $9,099.64 5.65 26.93%

VISMODEGIB PRODUCTS

ER IVEDGE CAP 150M G 65 13 $791,789.08 $12,181.37 5 24.40%

SUBTOTAL 65 13 $791,789.08 $12,181.37 5 24.40%

TRAMETINIB PRODUCTS

M EKIN IS T T AB 2M G 37 9 $514,848.18 $13,914.82 4.11 15.87%

M EKIN IS T T AB 0.5M G 26 4 $266,884.46 $10,264.79 6.5 8.23%

SUBTOTAL 63 13 $781,732.64 $12,408.45 4.85 24.10%

COBIMETINIB PRODUCTS

COT ELLIC T AB 20M G 42 5 $279,366.59 $6,651.59 8.4 8.61%

SUBTOTAL 42 5 $279,366.59 $6,651.59 8.4 8.61%

VEMURAFENIB PRODUCTS

ZELBOR AF T AB 240M G 35 3 $243,336.96 $6,952.48 11.67 7.50%

SUBTOTAL 35 3 $243,336.96 $6,952.48 11.67 7.50%

BINIMETINIB PRODUCTS

M EKT OVIT AB 15M G 14 4 $126,217.70 $9,015.55 3.5 3.89%



PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

SUBTOTAL 14 4 $126,217.70 $9,015.55 3.5 3.89%

ENCORAFENIB PRODUCTS

BR AFT OVICAP 75M G 10 3 $117,488.44 $11,748.84 3.33 3.62%

SUBTOTAL 10 3 $117,488.44 $11,748.84 3.33 3.62%

SONIDEGIB PRODUCTS

ODOM ZO CAP 200M G 5 1 $30,879.80 $6,175.96 5 0.95%

SUBTOTAL 5 1 $30,879.80 $6,175.96 5 0.95%

TOTAL 330 39* $3,244,376.20 $9,831.44 8.46 100%

Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
CAP = capsule;T AB = tablet
FiscalYear2023 = 07/01/2022 to06/30/2023

Medical Claims

PRODUCT
UTILIZED

TOTAL
CLAIMS+

TOTAL
MEMBERS*

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

J9271PEM BR OLIZU M AB IN J 1,642 304 $19,279,928.70 $11,741.73 5.4

J9299 NIVOLU M AB INJ 676 116 $5,828,621.39 $8,622.22 5.83

J9228 IPILIM U M AB IN J 120 45 $2,536,022.20 $21,133.52 2.67

J9119 CEM IPLIM AB-R W LC IN J 62 13 $590,292.50 $9,520.85 4.77

J9023 AVELU M AB INJ 11 2 $77,787.20 $7,071.56 5.5

TOTAL 2,511 431 $28,312,651.99 $11,275.45 5.83

Costs donotreflectrebated prices ornetcosts.
+T otalnum berofunduplicated claim s.
*T otalnum berofunduplicated utilizing m em bers.
IN J= injection
FiscalYear2023 = 07/01/2022 to06/30/2023
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Fiscal Year 2023 Annual Review of Complement
Inhibitors and Miscellaneous Immunomodulatory
Agents and 30-Day Notice to Prior Authorize Rystiggo®

(Rozanolixizumab-noli), Vyvgart® Hytrulo (Efgartigimod
Alfa/Hyaluronidase-qvfc), and Zilbrysq® (Zilucoplan)

Oklahoma Health Care Authority
December 2023

Current Prior Authorization Criteria

Empaveli® (Pegcetacoplan) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1. An FDA approved diagnosis of PNH; and
2. Member must be 18 years of age or older; and
3. Empaveli® must be prescribed by, or in consultation with, a

gastroenterologist, hematologist, geneticist, or a specialist with
expertise in the treatment of PNH; and

4. For member self-administration or caregiver administration, the
prescriber must verify the member or caregiver has been trained by a
health care provider on proper administration and storage of
Empaveli®; and

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

6. For members switching from Soliris® to Empaveli®, prescriber must
verify the member will continue the current dose of Soliris® for 4 weeks
before switching to Empaveli® as monotherapy; and

7. For members switching from Ultomiris® to Empaveli®, prescriber must
verify that Empaveli® will be initiated no more than 4 weeks after the
last dose of Ultomiris®.

Enspryng® (Satralizumab-mwge) Approval Criteria [Neuromyelitis Optica
Spectrum Disorder (NMOSD) Diagnosis]:

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

2. Member must be 18 years of age or older; and
3. Member must have experienced at least 1 acute NMOSD attack in the

prior 12 months; and
4. Member must have an Expanded Disability Severity Scale (EDSS) score

≤6.5; and 



5. Prescriber must verify hepatitis B virus (HBV) and tuberculosis (TB)
screening are negative before the first dose; and

6. Approvals will not be granted for members with active HBV infection or
active or untreated latent TB; and

7. Enspryng® must be prescribed by, or in consultation with, a neurologist,
ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and

8. Prescriber must verify liver function tests have been assessed prior to
initiation of treatment with Enspryng® and levels are acceptable to
prescriber; and

9. Prescriber must agree to counsel the member to monitor for clinically
significant active infection(s) prior to each dose (for active infections,
the dose should be delayed until the infection resolves); and

10. Prescriber must agree to monitor neutrophil counts 4 to 8 weeks after
initiation of therapy and thereafter as clinically appropriate; and

11. Prescriber must verify member has not received any vaccinations
within 4 weeks prior to initiation of therapy; and

12. Member and/or caregiver must be trained by a health care professional
on subcutaneous administration and storage of Enspryng®; and

13. A quantity limit override for the loading dose will be approved upon
meeting the Enspryng® approval criteria. A quantity limit of 1 syringe
per 28 days will apply for the maintenance dose, according to the
package labeling; and

14. 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.

Soliris® (Eculizumab) Approval Criteria [Atypical Hemolytic Uremic
Syndrome (aHUS) Diagnosis]:

1. An FDA approved diagnosis of aHUS; and
2. Soliris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, nephrologist, or a
specialist with expertise in the treatment of aHUS.

Soliris® (Eculizumab) Approval Criteria [Generalized Myasthenia Gravis
(gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must have a positive serologic test for anti-acetylcholine

receptor (anti-AChR) antibodies; and
3. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
4. Member must have a MG-Activities of Daily Living (MG-ADL) total score

≥6; and 
5. Member must meet 1 of the following:



a. Failed treatment over 1 year or more with 2 or more
immunosuppressive therapies (ISTs) either in combination or as
monotherapy; or

b. Failed at least 1 IST and required chronic plasmapheresis or plasma
exchange (PE) or intravenous immunoglobulin (IVIg); and

6. Soliris® must be prescribed by, or in consultation with, a neurologist or a
specialist with expertise in the treatment of gMG; and

7. Initial approvals will be for the duration of 6 months at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Soliris® (Eculizumab) Approval Criteria [Neuromyelitis Optica Spectrum
Disorder (NMOSD) Diagnosis]:

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

2. Member must be 18 years of age or older; and
3. Member must have a history of at least 2 NMOSD attacks in last 12

months or 3 attacks in the last 24 months, with at least 1 attack in the
past 12 months; and

4. Member must have an Expanded Disability Severity Scale (EDSS) score
≤7; and 

5. Soliris® must be prescribed by, or in consultation with, a neurologist,
ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and

6. 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.

Soliris® (Eculizumab) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1. An FDA approved diagnosis of PNH; and
2. Member must be 18 years of age or older; and
3. Soliris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, or a specialist with
expertise in the treatment of PNH.

Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Atypical Hemolytic
Uremic Syndrome (aHUS) Diagnosis]:

1. An FDA approved diagnosis of aHUS; and
2. Ultomiris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, nephrologist, or a
specialist with expertise in the treatment of aHUS.



Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Generalized Myasthenia
Gravis (gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must be 18 years of age or older; and
3. Member must have a positive serologic test for anti-acetylcholine

receptor (anti-AChR) antibodies; and
4. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
5. Member must have a MG-Activities of Daily Living (MG-ADL) total score

≥6; and  
6. Member must be on a stable dose of either an acetylcholinesterase

(AChE) inhibitor or immunosuppressive therapy (IST); and
7. Ultomiris® must be prescribed by, or in consultation with, a neurologist

or a specialist with expertise in the treatment of gMG; and
8. Prescriber must verify member does not have unresolved Neisseria

meningitidis infection; and
9. Prescriber must verify member is currently vaccinated against

Neisseria meningitidis, unless the risks of delaying Ultomiris® treatment
outweigh the risks of developing a meningococcal infection; and

10. Initial approvals will be for the duration of 6 months, at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1. An FDA approved diagnosis of PNH; and
2. Member must be 18 years of age or older; and
3. Ultomiris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, or a specialist with
expertise in the treatment of PNH.

Uplizna® (Inebilizumab-cdon) Approval Criteria [Neuromyelitis Optica
Spectrum Disorder (NMOSD) Diagnosis]:

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

2. Member must be 18 years of age or older; and
3. Member must have experienced at least 1 acute NMOSD attack in the

prior 12 months, or at least 2 attacks in the prior 24 months, requiring
rescue therapy; and

4. Member must have an Expanded Disability Severity Scale (EDSS) score
≤8; and 



5. Uplizna® must be prescribed by, or in consultation with, a neurologist,
ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and

6. Prescriber must verify hepatitis B virus (HBV) and tuberculosis (TB)
screening are negative before the first dose; and

7. Approvals will not be granted for members with active HBV infection or
active or untreated latent TB; and

8. Prescriber must agree to monitor member for clinically significant
active infection(s) prior to each dose (for active infections, the dose
should be delayed until the infection resolves); and

9. Prescriber must verify testing for quantitative serum immunoglobulins
has been performed before the first dose and levels are acceptable to
prescriber; and

10. Prescriber must agree to monitor the level of serum immunoglobulins
during and after discontinuation of treatment with Uplizna® until B-cell
repletion; and

11. The infusion must be administered under the supervision of a health
care professional with access to appropriate medical support to
manage potential severe reactions, and the patient must be observed
for at least 1 hour after the completion of each infusion; and

12. Female members of reproductive potential must not be pregnant and
must have a negative pregnancy test prior to initiation of treatment;
and

13. Female members of reproductive potential must use contraception
while receiving Uplizna® and for 6 months after the last infusion; and

14. Prescriber must verify member has not received any vaccinations
within 4 weeks prior to initiation of therapy; and

15. A quantity limit override for the loading dose will be approved upon
meeting the Uplizna® approval criteria. A quantity limit of 30mL per 180
days will apply for the maintenance dose; and

16. 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.

Vyvgart® (Efgartigimod Alfa-fcab) Approval Criteria [Generalized
Myasthenia Gravis (gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must be 18 years of age or older; and
3. Member must have a positive serologic test for anti-acetylcholine

receptor (anti-AChR) antibodies; and
4. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
5. Member must have a MG-Activities of Daily Living (MG-ADL) total score

≥5; and  



6. Member must be on a stable dose of either an acetylcholinesterase
(AChE) inhibitor or immunosuppressive therapy (IST); and

7. Vyvgart® must be prescribed by, or in consultation with, a neurologist or
a specialist with expertise in the treatment of gMG; and

8. Initial approvals will be for the duration of 6 months, at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Utilization of Complement Inhibitors and Miscellaneous
Immunomodulatory Agents: Fiscal Year 2023

Comparison of Fiscal Years: Pharmacy Claims

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 4 42 $1,368,017.73 $32,571.85 $1,252.76 5,137 1,092

2023 7 39 $2,200,272.11 $56,417.23 $1,312.81 3,419 1,676

% Change 75.00% -7.10% 60.80% 73.20% 4.80% -33.40% 53.50%

Change 3 -3 $832,254.38 $23,845.38 $60.05 -1,718 584

Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
Fiscal Year 2022 = 07/01/2021 to 06/30/2022; Fiscal Year 2023= 07/01/2022 to 06/30/2023

Comparison of Fiscal Years: Medical Claims

Fiscal
Year

*Total
Members

+Total
Claims

Total
Cost

Cost/
Claim

Total
Units

2022 5 17 $933,019.50 $54,883.50 4,140

2023 15 117 $3,016,651.73 $25,783.35 48,574

% Change 200% 588.24% 223.32% -53.02% 1,073.29%

Change 10 100 $2,083,632.23 -$29,100.15 44,434
Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
+Total number of unduplicated claims.
Fiscal Year 2022 = 07/01/2021 to 06/30/2022; Fiscal Year 2023= 07/01/2022 to 06/30/2023

Demographics of Members Utilizing Complement Inhibitors and
Miscellaneous Immunomodulatory Agents: Pharmacy Claims

 Due to the limited number of members utilizing complement
inhibitors and miscellaneous immunomodulatory agents during fiscal
year 2023, detailed demographic information could not be provided.



Top Prescriber Specialties of Complement Inhibitors and Miscellaneous
Immunomodulatory Agents: Pharmacy Claims

Prior Authorization of Complement Inhibitors and Miscellaneous
Immunomodulatory Agents

There were 86 prior authorization requests submitted for 27 unique members
for complement inhibitors and miscellaneous immunomodulatory agents
during fiscal year 2023. The following chart shows the status of the submitted
petitions for fiscal year 2023.

Status of Petitions

Market News and Updates1,2,3,4,5,6,7,8

New U.S. Food and Drug Administration (FDA) Approval(s):
 June 2021: The FDA approved Ultomiris® (ravulizumab-cwvz) to treat

patients 1 month of age or older with paroxysmal nocturnal
hemoglobinuria (PNH). Previously, Ultomiris® was only indicated in
adults for PNH.

 July 2022: The FDA approved a subcutaneous (sub-Q) formulation of
Ultomiris® (ravulizumab-cwvz) for the treatment of adult patients with
atypical hemolytic uremic syndrome (aHUS) and PNH. Ultomiris® was
previously approved in an intravenous (IV) injection only. The IV product
is also indicated for PNH or aHUS in pediatric patients and adults for
generalized myasthenia gravis (gMG). The sub-Q formulation is not
approved for these indications.

 June 2023: The FDA approved Rystiggo® (rozanolixizumab-noli) for the
treatment of gMG in adult patients who are anti-acetylcholine receptor
(AChR) or anti-muscle-specific tyrosine kinase (MuSK) antibody positive.
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It is the only treatment approved by the FDA for both anti-AChR and
anti-MuSK antibody positive gMG.

 June 2023: The FDA approved Vyvgart® Hytrulo (efgartigimod alfa/
hyaluronidase-qvfc) as a sub-Q injection for the treatment of gMG in
adult patients who are AChR antibody positive. Previously, Vyvgart®

(efgartigimod-alfa) was available as an IV product only. The addition of
the recombinant human hyaluronidase PH20 (rHuPH20) helped
facilitate the sub-Q delivery of efgartigimod-alfa.

 September 2023: The FDA approved Empaveli® Injector, a compact,
single-use, on-body device designed for self-administration of
Empaveli® (pegcetacoplan), which is FDA approved to treat adults with
PNH. Previously, Empaveli® was given sub-Q through an infusion pump.

 October 2023: The FDA approved Zilbrysq® (zilucoplan) for the
treatment of gMG in adults who are AChR antibody positive. It is a
once-daily sub-Q, targeted C5 complement inhibitor for gMG that can
be self-administered.

Pipeline:
 Descartes-08: A Phase 1b/2a study, MG-001, looked at the use of an

RNA-based chimeric antigen receptor T-cell (rCAR-T) therapy, called
Descartes-08, in 14 patients with gMG who previously received
standard immunosuppressive therapies. The initial results showed
patients tolerated Descartes-08 well and experienced improvement in
disease severity scales. An ongoing Phase 2b randomized controlled
study is currently enrolling patients.

 Iptacopan: Iptacopan is an orally administered targeted factor B
inhibitor of the alternate complement pathway. Iptacopan is being
studied for several complement-mediated diseases including aHUS
and PNH.

Rystiggo® (Rozanolixizumab-noli) Product Summary9

Therapeutic Class: Neonatal Fc receptor blocker

Indication(s): Treatment of gMG in adult patients who are anti-AChR or anti-
MuSK antibody positive

How Supplied: 280mg/2mL solution in a single-dose vial (SDV)

Dosing and Administration:
 The need to administer age-appropriate vaccines should be evaluated

according to immunization guidelines before initiation of a new
treatment cycle with Rystiggo®.

 The recommended dosage is administered as a sub-Q infusion using
an infusion pump at a rate of up to 20mL/hour once weekly for 6 weeks
(see Figure 1 for specific doses).



 Subsequent treatment cycles should be administered based on clinical
evaluation; the safety of initiating subsequent cycles sooner than 63
days from the start of the previous treatment cycle has not been
established.

 Rystiggo® should only be prepared and infused by a health care
provider.

Figure 1: Dose of Rystiggo® by Body Weight

Body Weight Dose Volume to be Infused

Less than 50kg 420mg 3mL

50kg to less than 100kg 560mg 4mL

100kg and above 840mg 6mL

Vyvgart® Hytrulo (Efgartigimod Alfa/Hyaluronidase-qvfc) Product
Summary10

Therapeutic Class: Neonatal Fc receptor blocker/endoglycosidase

Indication(s): Treatment of gMG in adult patients who are anti-AChR
antibody positive

How Supplied: 1,008mg efgartigimod alfa and 11,200 units hyaluronidase
per 5.6mL (180mg/2,000 units per mL) in a SDV

Dosing and Administration:
 The need to administer age-appropriate vaccines should be evaluated

according to immunization guidelines before initiation of a new
treatment cycle with Vyvgart® Hytrulo.

 Vyvgart® Hytrulo should only be administered by a health care provider.
 The recommended dose is 1,008mg efgartigimod alfa and 11,200 units

hyaluronidase administered as a fixed dose sub-Q over approximately
30 to 90 seconds in cycles of once weekly injections for 4 weeks.

 Subsequent treatment cycles should be administered based on clinical
evaluation; the safety of initiating subsequent cycles sooner than 50
days from the start of the previous treatment cycle has not been
established.

Zilbrysq® (Zilucoplan) Product Summary11

Therapeutic Class: Complement inhibitor

Indication(s): Treatment of gMG in adult patients who are anti-AChR
antibody positive

How Supplied: 16.6mg/0.416mL, 23mg/0.574mL, or 32.4mg/0.81mL solution in
single-dose prefilled syringes



Dosing and Administration:
 Before initiating Zilbrysq®, baseline lipase and amylase levels should be

obtained.
 Meningococcal vaccination should be completed or updated at least 2

weeks prior to administering the first dose of Zilbrysq® unless the risk of
delaying therapy outweighs the risk of developing a meningococcal
infection.

 The recommended dosage is given once daily as a sub-Q injection and
is dependent on actual body weight (see Figure 2 below).

 Zilbrysq® should be given under the guidance and supervision of a
health care provider; however, patients may self-inject Zilbrysq® after
training in sub-Q injection technique.

Figure 2: Dose of Zilbrysq® by Body Weight

Body Weight Dose

Less than 56kg 16.6mg

56kg to less than 77kg 23mg

77kg and above 32.4mg

Cost Comparison: gMG Therapies

Medication
Cost Per

mL
Cost Per

Year

Rystiggo® (rozanolixizumab-noli) 280mg/2mL $3,025.00 $363,000α

Vyvgart® Hytrulo (efgartigimod alfa/hyaluronidase-qvfc)
1,008mg/5.6mL

$2,816.61 $441,644β

Vyvgart® (efgartigimod alfa-fcab) 400mg/20mL $303.45 $339,864+

Ultomiris® (ravulizumab-cwvz) 1,100mg/11mL $2,134.67 $493,109*

Soliris® (eculizumab) 300mg/30mL $217.43 $678,382±

Costs do not reflect rebated prices or net costs. Cost based on wholesale acquisition cost (WAC).
Cost information for Zilbrysq® is currently not available.
αCosts based on an 80kg patient receiving 560mg weekly for 6 infusions per cycle (5 cycles per year).
βCosts based on a fixed dose of 1,008mg/5.6mL with 4 infusions per cycle (7 cycles per year).
+Costs based on an 80kg patient receiving an 800mg dose with 4 infusions per cycle (7 cycles per year).
*Costs based on an 80kg patient receiving an IV maintenance dose of 3,300mg every 8 weeks.
±Costs based on recommended maintenance dosing of 1,200mg every 2 weeks.

Recommendations

The College of Pharmacy recommends the prior authorization of Rystiggo®

(rozanolixizumab-noli) and Zilbrysq® (zilucoplan) with the following criteria
(shown in red):

Rystiggo® (Rozanolixizumab-noli) Approval Criteria [Generalized
Myasthenia Gravis (gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must be 18 years of age or older; and



3. Member must have a positive serologic test for anti-acetylcholine
receptor (AChR) antibodies or anti-muscle-specific tyrosine kinase
(MuSK) antibodies; and

4. Member must have a Myasthenia Gravis Foundation of America (MGFA)
Clinical Classification class II to IVa; and

5. MG-Activities of Daily Living (MG-ADL) total score ≥3 (with at least 3 
points from non-ocular symptoms); and

6. Member must be on a stable dose of either an acetylcholinesterase
(AChE) inhibitor or immunosuppressive therapies (ISTs) or a patient
specific, clinically significant reason why the member cannot use an
AChE inhibitor or an IST must be provided; and

7. Rystiggo® must be prescribed by, or in consultation with, a neurologist,
or a specialist with expertise in the treatment of gMG; and

8. Member must not be receiving Rystiggo® in combination with a
complement inhibitor (i.e., Soliris®, Ultomiris®, Zilbrysq®); and

9. Initial approvals will be for the duration of 6 months, at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Zilbrysq® (Zilucoplan) Approval Criteria [Generalized Myasthenia Gravis
(gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must be 18 years of age or older; and
3. Member must have a positive serologic test for anti-acetylcholine

receptor (AChR) antibodies; and
4. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
5. MG-Activities of Daily Living (MG-ADL) total score ≥6; and  
6. Member must be on a stable dose of either an acetylcholinesterase

(AChE) inhibitor or immunosuppressive therapies (ISTs) or a patient
specific, clinically significant reason why the member cannot use an
AChE inhibitor or an IST must be provided; and

7. Zilbrysq® must be prescribed by, or in consultation with, a neurologist,
or a specialist with expertise in the treatment of gMG; and

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

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

10. Member must not be receiving Zilbrysq® in combination with a
neonatal Fc receptor blocker (i.e., Rystiggo®, Vyvgart®, Vyvgart® Hytrulo);
and



11. For member self-administration or caregiver administration, the
prescriber must verify the member or caregiver has been trained by a
health care provider on proper administration and storage of Zilbrysq®;
and

12. Initial approvals will be for the duration of 6 months, at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

The College of Pharmacy also recommends the prior authorization of
Vyvgart® Hytrulo (efgartigimod alfa/hyaluronidase-qvfc) with criteria similar
to Vyvgart® (efgartigimod alfa-fcab) and recommends updating the Vyvgart®

approval criteria to be consistent with clinical practice (new criteria and
changes shown in red):

Vyvgart® (Efgartigimod Alfa-fcab) and Vyvgart® Hytrulo (Efgartigimod
alfa/Hyaluronidase-qvfc) Approval Criteria [Generalized Myasthenia Gravis
(gMG) Diagnosis]:

1. An FDA approved diagnosis of generalized myasthenia gravis (gMG);
and

2. Member must be 18 years of age or older; and
3. Member must have a positive serologic test for anti-acetylcholine

receptor (AChR) antibodies; and
4. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
5. MG-Activities of Daily Living (MG-ADL) total score ≥5; and  
6. Member must be on a stable dose of either an acetylcholinesterase

(AChE) inhibitor or immunosuppressive therapies (ISTs) or a patient
specific, clinically significant reason why the member cannot use an
AChE inhibitor or an IST must be provided; and

7. Vyvgart® or Vyvgart® Hytrulo must be prescribed by, or in consultation
with, a neurologist, or a specialist with expertise in the treatment of
gMG; and

8. Member must not be receiving Vyvgart® or Vyvgart® Hytrulo in
combination with a complement inhibitor (i.e., Soliris®, Ultomiris®,
Zilbrysq®); and

9. Initial approvals will be for the duration of 6 months, at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Additionally, the College of Pharmacy recommends the following changes to
the Ultomiris® (ravulizumab-cwvz) prior authorization criteria based on the
FDA approved age expansion, approval of the sub-Q formulation of
Ultomiris®, and to be consistent with clinical practice (changes shown in red):



Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Atypical Hemolytic
Uremic Syndrome (aHUS) Diagnosis]:

1. An FDA approved diagnosis of aHUS; and
2. Member must be:

a. 1 month of age or older for the intravenous (IV) formulation; or
b. 18 years of age or older for the subcutaneous (sub-Q) formulation;

and
3. Prescriber must confirm the member does not have Shiga toxin E. coli

related hemolytic uremic syndrome (STEC-HS); and
4. Ultomiris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, nephrologist, or a
specialist with expertise in the treatment of aHUS; and

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

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

7. For the sub-Q formulation, prescriber must verify the member or
caregiver has been trained by a health care provider on the proper
administration and storage of Ultomiris®; 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 1 year.

Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Generalized Myasthenia
Gravis (gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must be 18 years of age or older; and
3. Member must have a positive serologic test for anti-acetylcholine

receptor (anti-AChR) antibodies; and
4. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
5. Member must have a MG-Activities of Daily Living (MG-ADL) total score

≥6; and  
6. Member must be on a stable dose of either an acetylcholinesterase

(AChE) inhibitor or immunosuppressive therapies (ISTs) or a patient
specific, clinically significant reason why the member cannot use an
AChE inhibitor or an IST must be provided; and

7. Ultomiris® must be prescribed by, or in consultation with, a neurologist
or a specialist with expertise in the treatment of gMG; and

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



9. Prescriber must verify member is currently vaccinated against
Neisseria meningitidis, unless the risks of delaying Ultomiris® treatment
outweigh the risks of developing a meningococcal infection; and

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

11. The subcutaneous (sub-Q) formulation of Ultomiris® will not be
approved for a diagnosis of gMG; and

12. Member must not be receiving Ultomiris® in combination with a
neonatal Fc receptor blocker (i.e., Rystiggo®, Vyvgart®, Vyvgart® Hytrulo);
and

13. Initial approvals will be for the duration of 6 months, at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Ultomiris® (Ravulizumab-cwvz) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1. An FDA approved diagnosis of PNH; and
2. Member must be:

a. 18 years 1 month of age or older for the intravenous (IV) formulation;
or

b. 18 years of age or older for the subcutaneous (sub-Q) formulation;
and

3. Ultomiris® must be prescribed by, or in consultation with, a
gastroenterologist, geneticist, hematologist, or a specialist with
expertise in the treatment of PNH; and

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

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

6. For the sub-Q formulation, prescriber must verify the member or
caregiver has been trained by a health care provider on the proper
administration and storage of Ultomiris®; and

7. 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 1 year.

Additionally, the College of Pharmacy recommends the following changes to
the Soliris® (eculizumab) prior authorization criteria based on net cost and to
be consistent with clinical practice (changes shown in red):



Soliris® (Eculizumab) Approval Criteria [Atypical Hemolytic Uremic
Syndrome (aHUS)]:

1. An FDA approved diagnosis of aHUS; and
2. Prescriber must confirm the member does not have Shiga toxin E. coli

related hemolytic uremic syndrome (STEC-HS); and
3. Soliris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, nephrologist, or a
specialist with expertise in the treatment of aHUS;

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

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

6. 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 1 year.

Soliris® (Eculizumab) Approval Criteria [Generalized Myasthenia Gravis
(gMG) Diagnosis]:

1. An FDA approved diagnosis of gMG; and
2. Member must have a positive serologic test for anti-acetylcholine

receptor (anti-AChR) antibodies; and
3. Member must have a Myasthenia Gravis Foundation of America (MGFA)

Clinical Classification class II to IV; and
4. Member must have a MG-Activities of Daily Living (MG-ADL) total score

≥6; and 
5. Member must meet 1 of the following:

a. Failed treatment over 1 year or more with 2 or more
immunosuppressive therapies (ISTs) either in combination or as
monotherapy; or

b. Failed at least 1 IST and required chronic plasmapheresis or plasma
exchange (PE) or intravenous immunoglobulin (IVIg); and

6. Soliris® must be prescribed by, or in consultation with, a neurologist or a
specialist with expertise in the treatment of gMG; and

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

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

9. Use of Soliris® will require a patient specific, clinically significant reason
why the member cannot use Ultomiris® (ravulizumab-cwvz); and

10. Member must not be receiving Soliris® in combination with a neonatal
Fc receptor blocker (i.e., Rystiggo®, Vyvgart®, Vyvgart® Hytrulo); and



11. Initial approvals will be for the duration of 6 months at which time an
updated MG-ADL score must be provided. Continued authorization
requires improvement in the MG-ADL score from baseline. Subsequent
approvals will be for the duration of 1 year.

Soliris® (Eculizumab) Approval Criteria [Neuromyelitis Optica Spectrum
Disorder (NMOSD) Diagnosis]:

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

2. Member must be 18 years of age or older; and
3. Member must have a history of at least 2 NMOSD attacks in last 12

months or 3 attacks in the last 24 months, with at least 1 attack in the
past 12 months; and

4. Member must have an Expanded Disability Severity Scale (EDSS) score
≤7; and 

5. Soliris® must be prescribed by, or in consultation with, a neurologist,
ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and

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

7. Prescriber must be enrolled in the Soliris® 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 1 year.

Soliris® (Eculizumab) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1. An FDA approved diagnosis of PNH; and
2. Member must be 18 years of age or older; and
3. Soliris® must be prescribed by, or in consultation with, a

gastroenterologist, geneticist, hematologist, or a specialist with
expertise in the treatment of PNH; and

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

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

6. 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 1 year.

Finally, the College of Pharmacy recommends the following changes to
Empaveli® (pegcetacoplan), Enspryng® (satralizumab-mwge), and Uplizna®



(inebilizumab-cdon) to be consistent with clinical practice (changes shown in
red):

Empaveli® (Pegcetacoplan) Approval Criteria [Paroxysmal Nocturnal
Hemoglobinuria (PNH) Diagnosis]:

1. An FDA approved diagnosis of PNH; and
2. Member must be 18 years of age or older; and
3. Empaveli® must be prescribed by, or in consultation with, a

gastroenterologist, hematologist, geneticist, or a specialist with
expertise in the treatment of PNH; and

4. For member self-administration or caregiver administration, the
prescriber must verify the member or caregiver has been trained by a
health care provider on proper administration and storage of
Empaveli®; and

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

6. For members switching from Soliris® to Empaveli®, prescriber must
verify the member will continue the current dose of Soliris® for 4 weeks
before switching to Empaveli® as monotherapy; and

7. For members switching from Ultomiris® to Empaveli®, prescriber must
verify that Empaveli® will be initiated no more than 4 weeks after the
last dose of Ultomiris®; 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 1 year.

Enspryng® (Satralizumab-mwge) Approval Criteria [Neuromyelitis Optica
Spectrum Disorder (NMOSD) Diagnosis]:

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

2. Member must be 18 years of age or older; and
3. Member must have experienced at least 1 acute NMOSD attack in the

prior 12 months; and
4. Member must have an Expanded Disability Severity Scale (EDSS) score

≤6.5; and 
5. Prescriber must verify hepatitis B virus (HBV) and tuberculosis (TB)

screening are negative before the first dose; and
6. Approvals will not be granted for members with active HBV infection or

active or untreated latent TB; and
7. Enspryng® must be prescribed by, or in consultation with, a neurologist,

ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and



8. Prescriber must verify liver function tests have been assessed prior to
initiation of treatment with Enspryng® and levels are acceptable to
prescriber; and

9. Prescriber must agree to counsel the member to monitor for clinically
significant active infection(s) prior to each dose (for active infections,
the dose should be delayed until the infection resolves); and

10. Prescriber must agree to monitor neutrophil counts 4 to 8 weeks after
initiation of therapy and thereafter as clinically appropriate; and

11. Prescriber must verify member has not received any vaccinations
within 4 weeks prior to initiation of therapy; and

12. Member and/or caregiver must be trained by a health care professional
on subcutaneous administration and storage of Enspryng®; and

13. A quantity limit override for the loading dose will be approved upon
meeting the Enspryng® approval criteria. A quantity limit of 1 syringe
per 28 days will apply for the maintenance dose, according to the
package labeling; and

14. 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 1 year.

Uplizna® (Inebilizumab-cdon) Approval Criteria [Neuromyelitis Optica
Spectrum Disorder (NMOSD) Diagnosis]:

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

2. Member must be 18 years of age or older; and
3. Member must have experienced at least 1 acute NMOSD attack in the

prior 12 months, or at least 2 attacks in the prior 24 months, requiring
rescue therapy; and

4. Member must have an Expanded Disability Severity Scale (EDSS) score
≤8; and 

5. Uplizna® must be prescribed by, or in consultation with, a neurologist,
ophthalmologist, or a specialist with expertise in the treatment of
NMOSD; and

6. Prescriber must verify hepatitis B virus (HBV) and tuberculosis (TB)
screening are negative before the first dose; and

7. Approvals will not be granted for members with active HBV infection or
active or untreated latent TB; and

8. Prescriber must agree to monitor member for clinically significant
active infection(s) prior to each dose (for active infections, the dose
should be delayed until the infection resolves); and

9. Prescriber must verify testing for quantitative serum immunoglobulins
has been performed before the first dose and levels are acceptable to
prescriber; and



Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
INJ = injection
Fiscal Year 2023 = 07/01/2022 to 06/30/2023

10. Prescriber must agree to monitor the level of serum immunoglobulins
during and after discontinuation of treatment with Uplizna® until B-cell
repletion; and

11. The infusion must be administered under the supervision of a health
care professional with access to appropriate medical support to
manage potential severe reactions, and the patient must be observed
for at least 1 hour after the completion of each infusion; and

12. Female members of reproductive potential must not be pregnant and
must have a negative pregnancy test prior to initiation of treatment;
and

13. Female members of reproductive potential must use contraception
while receiving Uplizna® and for 6 months after the last infusion; and

14. Prescriber must verify member has not received any vaccinations
within 4 weeks prior to initiation of therapy; and

15. A quantity limit override for the loading dose will be approved upon
meeting the Uplizna® approval criteria. A quantity limit of 30mL per 180
days will apply for the maintenance dose; and

16. 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 1 year.

Utilization Details of Complement Inhibitors and Miscellaneous
Immunomodulatory Agents: Fiscal Year 2023

Pharmacy Claims

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

ULTOMIRIS INJ 300MG/3ML 20 4 $1,268,193.88 $63,409.69 5

SOLIRIS INJ 10MG/ML 11 1 $430,643.51 $39,149.41 11

ULTOMIRIS INJ 1,100MG/11ML 7 1 $493,188.92 $70,455.56 7

EMPAVELI INJ 54MG/ML 1 1 $8,245.80 $8,245.80 1

TOTAL 39 7* $2,200,272.11 $56,417.23 5.57

Medical Claims

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

VYVGART INJ 400MG/20ML (J9332) 73 7 $1,251,051.73 $17,137.69 10.4

SOLIRIS INJ 10MG/ML (J1300) 29 4 $689,596.80 $24,089.54 7.25

ULTOMIRIS INJ 300MG/30ML (J1303) 15 5 $1,067,003.20 $71,133.55 3

TOTAL 117+ 15* $3,016,651.73 $25,783.35 7.8

Costs do not reflect rebated prices or net costs.
+Total number of unduplicated claims.
*Total number of unduplicated utilizing members.
INJ = injection
Fiscal Year 2023 = 07/01/2022 to 06/30/2023
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Fiscal Year 2023 Annual Review of Antidepressants and
30-Day Notice to Prior Authorize Exxua™ (Gepirone)
and Zurzuvae™ (Zuranolone)

Oklahoma Health Care Authority
December 2023

Current Prior Authorization Criteria

Antidepressants

Tier-1 Tier-2 Tier-3 Special PA

Selective Serotonin Reuptake Inhibitors (SSRIs)

citalopram tabs &
soln(Celexa® )

citalopram 30m g caps*

escitalopram tabs
& soln(Lexapro® )

fluoxetine tabs*

fluoxetine caps &
soln(Prozac® )

fluoxetine DR
(Prozac® W eekly™ )*

fluvoxam ine
(Luvox® )

fluvoxam ine CR
(Luvox CR ® )

paroxetine (Paxil® )
paroxetine CR
(PaxilCR ® )

sertraline tabs &
soln(Zoloft® )

paroxetine (Pexeva® )

sertraline 150m g & 200m g
caps*

Dual-Acting Antidepressants

bupropion
(W ellbutrin® ,
W ellbutrinS R ® ,
XL® )

desvenlafaxine
(Pristiq ® )

desvenlafaxine
(Khedezla® )

bupropionER (Aplenzin® )

duloxetine
(Cym balta® )

levom ilnacipran
(Fetzim a® )

bupropionER
(ForfivoXL® )

m irtazapine
(R em eron® ,
R em eronS olT ab® )

nefazodone
(S erzone® )

duloxetine
(Drizalm aS prinkle™ )*

trazodone 50m g,
100m g,& 150m g
tabs (Desyrel® )

vilazodone
(Viibryd® )

duloxetine 40m g
(Irenka™ )*

venlafaxine tabs &
ER caps (Effexor® ,
EffexorXR ® )

trazodone 300m g tabs
(Desyrel® )*

venlafaxine besylate ER
112.5m g tablets*



Antidepressants

Tier-1 Tier-2 Tier-3 Special PA

venlafaxine ER tabs
(EffexorXR ® )

Monoamine Oxidase Inhibitors (MAOIs)

phenelzine (N ardil® ) isocarboxazid (M arplan® )*

selegiline (Em sam ® )

tranylcyprom ine
(Parnate® )

Unique Mechanisms of Action

vortioxetine
(T rintellix® )

dextrom ethorphan/
bupropion(Auvelity™ )*

esketam ine nasalspray
(S pravato® )*

T ierstructure based onsupplem entalrebate participationand/orN ationalAverage Drug Acquisition
Costs (N ADAC),W holesale AcquisitionCosts (W AC),orS tate M axim um Allow able Costs (S M AC).
*U nique criteriaapplies.
caps = capsules;CR = controlled-release;DR = delayed-release;ER = extended-release;PA = prior
authorization;soln= solution;tabs = tablets

Antidepressants Tier-2 Approval Criteria:
1. M em berm usthave adocum ented,recent(w ithin6 m onths)trialof2

T ier-1m edications atleast4 w eeks indurationeach and titrated to
recom m ended dosing,thatdid notprovide anadequate response.T ier-
1selectionm ustinclude atleast1m edicationfrom the S S R Icategory;or

2. Priorstabilizationonthe T ier-2 m edicationdocum ented w ithinthe last
100days.A pasthistory ofsuccess onthe T ier-2 m edicationw illalsobe
considered w ith adequate docum entation;or

3. A unique FDA-approved indicationnotcovered by T ier-1m edications or
otherm edications from adifferenttherapeuticclass;or

4. A petitionm ay be subm itted forconsiderationw heneveraunique
patient-specificsituationexists.

Antidepressants Tier-3 Approval Criteria:
1. M em berm usthave adocum ented,recent(w ithin6 m onths)trialw ith 2

T ier-1m edications (T ier1selectionm ustinclude atleast1m edication
from the S S R Icategory)and atrialofaT ier-2 m edicationatleast4
w eeks indurationeach and titrated torecom m ended dosing,thatdid
notprovide anadequate response;or

2. Priorstabilizationonthe T ier-3 m edicationdocum ented w ithinthe last
100days.A pasthistory ofsuccess onthe T ier-3 m edicationw illalsobe
considered w ith adequate docum entation;or

3. A unique FDA-approved indicationnotcovered by alow ered tiered
m edicationorotherm edications from adifferenttherapeuticclass;or

4. A petitionm ay be subm itted forconsiderationw heneveraunique
patient-specificsituationexists.



Antidepressants Special Prior Authorization (PA) Approval Criteria:
1. U se ofany S pecialPA m edicationw illrequire apatient-specific,

clinically significantreasonw hy the m em bercannotuse otheravailable
genericT ier-1m edications;or

2. A petitionm ay be subm itted forconsiderationw heneveraunique
patient-specificsituationexists;and

3. T ierstructure rules stillapply.

Auvelity™ (Dextromethorphan/Bupropion) Approval Criteria:
1. AnFDA approved diagnosis ofm ajordepressive disorder(M DD);and
2. M em berm ustbe 18 years ofage orolder;and
3. Prescriberm ustagree thatm em ber’s blood pressure w illbe assessed

priortotreatm entinitiationand m onitored periodically during
treatm ent;and

4. Prescriberm ustagree toscreenm em bers forhistory ofbipolar
disorder,m ania,orhypom ania;and

5. M em berm ustnotbe taking any otherm edications containing
bupropionordextrom ethorphan;and

6. M em berm ustnothave any contraindications totherapy (i.e.,seizure
disorder;currentorpriordiagnosis ofbulim iaoranorexianervosa;
abruptdiscontinuationofalcohol,benzodiazepines,barbiturates,and
antiepilepticdrugs;concom itantuse ofam onoam ine-oxidase inhibitor
(M AOI)orw ithin14 days ofdiscontinuing anM AOI;know n
hypersensitivity tobupropion,dextrom ethorphan,orother
com ponents ofAuvelity™ );and

7. M em berm ustnothave severe hepaticorrenalim pairm ent;and
8. T he m axim um approvable dose is 1tabletonce daily ifthe m em berhas

m oderate renalim pairm ent,is taking astrong CYP2D6 inhibitor(e.g.,
paroxetine,fluoxetine,quinidine),oris aknow npoorCYP2D6
m etabolizer;and

9. Prescriberm ustverify thatfem ale m em bers are notcurrently pregnant
and w illuse effective contraceptionw hile receiving treatm entw ith
Auvelity™ ;and

10.M em berm usthave adocum ented,recent(w ithin6 m onths)trialw ith 2
T ier-1m edications (T ier1selectionm ustinclude bupropionas 1ofthe 2
trials),1T ier-2 m edication,and 1T ier-3 m edicationatleast4 w eeks in
durationeach and titrated torecom m ended dosing,thatdid not
provide anadequate response;or

11.Priorstabilizationonthe requested m edicationdocum ented w ithinthe
last100days.A history ofsuccess onthe requested m edicationw illalso
be considered w ith adequate docum entation;and

12.A quantity lim itof60tablets per30days w illapply.



Citalopram Capsule Approval Criteria:
1. AnFDA approved diagnosis ofm ajordepressive disorder(M DD)in

adults;and
2. M em berm usthave initiated treatm entw ith citalopram tablets fordose

titrationup tothe 30m g dose;and
3. A patient-specific,clinically significantreasonw hy the m em bercannot

use citalopram tablets,w hich are available w ithoutaprior
authorization,inplace ofthe capsule form ulationm ustbe provided;
and

4. Citalopram capsules w illnotbe approved form em bers 60years ofage
orolder;and

5. A quantity lim itof30capsules per30days w illapply.

Desyrel® (Trazodone 300mg Tablet) Approval Criteria:
1. A patient-specific,clinically significantreasonw hy the m em bercannot

use otheravailable genericT ier-1products including 2 trazodone 150m g
tablets or3 trazodone 100m g tablets toachieve a300m g dose m ustbe
provided.

Drizalma Sprinkle™ (Duloxetine Capsule) Approval Criteria [Diabetic
Peripheral Neuropathic Pain/Chronic Musculoskeletal Pain Diagnosis]:

1. AnFDA approved diagnosis ofdiabeticperipheralneuropathy or
chronicm usculoskeletalpain;and

2. A patient-specific,clinically significantreasonw hy the m em bercannot
use genericduloxetine 20m g,30m g,or60m g capsules,w hich are
available w ithoutpriorauthorization,inplace ofDrizalm aS prinkle™
m ustbe provided;and

3. A quantity lim itof30capsules per30days w illapply.

Fluoxetine Tablet Approval Criteria:
1. Fluoxetine capsules are available w ithoutapriorauthorization.T he

tabletform ulationw illrequire priorauthorizationand apatient-specific,
clinically significantreasonw hy the tabletform ulationis required in
place ofthe capsule form ulation.

Irenka™ (Duloxetine 40mg Capsule) Approval Criteria [Diabetic
Peripheral Neuropathic Pain/Chronic Musculoskeletal Pain Diagnosis]:

1. AnFDA approved diagnosis ofdiabeticperipheralneuropathy or
chronicm usculoskeletalpain;and

2. A patient-specific,clinically significantreasonw hy the m em bercannot
use 2 duloxetine 20m g capsules inplace ofIrenka™ 40m g capsules
m ustbe provided;and

3. A quantity lim itof30capsules per30days w illapply;and



Marplan® (Isocarboxazid) Approval Criteria:
1. A patient-specific,clinically significantreasonw hy the m em bercannot

use any ofthe T ier-3 m onoam ine oxidase inhibitors (M AOIs)orother
cost-effective,low ertiered alternatives inplace ofM arplan® m ustbe
provided.

Sertraline Capsule Approval Criteria:
1. AnFDA approved diagnosis ofm ajordepressive disorder(M DD)in

adults orobsessive-com pulsive disorder(OCD)inadults and pediatric
m em bers 6 years ofage and older;and

2. M em berm usthave initiated treatm entw ith sertraline tablets fordose
titrationup tothe 150m g or200m g dose;and

3. A patient-specific,clinically significantreasonw hy the m em bercannot
use sertraline tablets,w hich are available w ithoutapriorauthorization,
inplace ofthe capsule form ulationm ustbe provided;and

4. A quantity lim itof30capsules per30days w illapply.

Spravato® (Esketamine Nasal Spray) Approval Criteria [Depressive
Symptoms in Adults with Major Depressive Disorder (MDD) with Acute
Suicidal Ideation or Behavior Diagnosis]:

1. AnFDA approved indicationofdepressive sym ptom s inadults w ith
M DD w ith acute suicidalideationorbehavior;and

2. M em berm ustbe 18 years ofage orolder;and
3. S pravato® m ustbe used inconjunctionw ith anoralantidepressant;and
4. Prescriberm ustagree thatm em berw illbe m onitored by ahealth care

providerforatleast2 hours aftereach adm inistration;and
5. Prescriberm ustagree thatm em ber’s blood pressure w illbe m onitored

priortoand afteradm inistrationofS pravato® inaccordance w ith
package labeling;and

6. M em berm ustnothave any contraindications totherapy [i.e.,
aneurysm alvasculardisease (including thoracicand abdom inalaorta,
intracranial,and peripheralarterialvessels)orarteriovenous
m alform ation;intracerebralhem orrhage;hypersensitivity to
esketam ine,ketam ine,orany ofthe excipients];and

7. M em berm ustnothave severe hepaticim pairm ent(Child Pugh C);and
8. Prescriberm ustverify thatfem ale m em beris notcurrently pregnant

and w illuse effective contraceptionw hile receiving treatm entw ith
S pravato® ;and

9. Prescriberm ustverify fem ale m em beris notbreastfeeding;and
10.Pharm acy and health care setting m ustbe certified inthe S pravato®

R iskEvaluationand M itigationS trategy (R EM S )program ;and
11.M em berm ustbe enrolled inthe S pravato® R EM S program ;and
12.S pravato® m ustbe adm inistered underthe directobservationofa

health care providerinaR EM S certified health care setting;and



13.Forinitialapproval,the num berofdoses the m em berreceived w hile
hospitalized,ifapplicable,and the dates ofthese doses m ustbe
provided toallow authorizationofthe appropriate quantity forthe
initial4 w eeks oftreatm ent;and

14.Forcontinued authorization,prescriberm ustverify m em ber
dem onstrated anadequate response during the initial4 w eeks of
treatm ent,verify m em beris using S pravato® incom binationw ith an
oralantidepressant,and provide patient-specific,clinically significant
inform ationtosupportcontinued use ofS pravato® ;and

15.A quantity lim itof8 kits per28 days w illapply.

Spravato® (Esketamine Nasal Spray) Approval Criteria [Treatment-
Resistant Depression Diagnosis]:

1. AnFDA approved diagnosis oftreatm ent-resistantdepressioninadults;
and

2. M em berm ustbe 18 years ofage orolder;and
3. S pravato® m ustbe used inconjunctionw ith anoralantidepressant;and
4. M em berm usthave had aninadequate response toatleast2 different

antidepressants from differentclasses atleast4 w eeks indurationeach
and titrated torecom m ended dosing during the currentdepressive
episode,unless contraindicated orclinically significantadverse effects;
and

5. Prescriberm ustagree thatm em berw illbe m onitored by ahealth care
providerforatleast2 hours aftereach adm inistration;and

6. Prescriberm ustagree thatm em ber’s blood pressure w illbe m onitored
priortoand afteradm inistrationofS pravato® inaccordance w ith
package labeling;and

7. M em berm ustnothave any contraindications totherapy [e.g.,
aneurysm alvasculardisease (including thoracicand abdom inalaorta,
intracranial,and peripheralarterialvessels)orarteriovenous
m alform ation;intracerebralhem orrhage;hypersensitivity to
esketam ine,ketam ine,orany ofthe excipients];and

8. M em berm ustnothave severe hepaticim pairm ent(Child Pugh C);and
9. Prescriberm ustverify thatfem ale m em beris notcurrently pregnant

and w illuse effective contraceptionw hile receiving treatm entw ith
S pravato® ;and

10.Prescriberm ustverify fem ale m em beris notbreastfeeding;and
11.Pharm acy and health care setting m ustbe certified inthe S pravato®

R iskEvaluationand M itigationS trategy (R EM S )program ;and
12.M em berm ustbe enrolled inthe S pravato® R EM S program ;and
13.S pravato® m ustbe adm inistered underthe directobservationofa

health care providerinaR EM S certified health care setting;and
14.Initialapprovals w illbe forthe durationofthe inductionphase.For

continued authorization,prescriberm ustverify m em berdem onstrated



anadequate response during the inductionphase and verify m em ber
is using S pravato® incom binationw ith anoralantidepressant;and

15.A quantity lim itof4 kits per28 days w illapply form aintenance dosing.

Approval Criteria for Atypical Antipsychotics as Adjunctive Treatment of
Major Depressive Disorder (MDD):*

1. ForR exulti® (brexpiprazole),S ym byax® (olanzapine/fluoxetine),or
Vraylar® (cariprazine),adiagnosis ofM DD requires currentuse ofan
antidepressantand requires previous trials w ith atleast2 other
antidepressants from both categories (anS S R Iand adual-acting
antidepressant)and atrialofaripiprazole tablets thatdid notyield
adequate response;and

2. T ierstructure rules stillapply.
*R exulti® (brexpiprazole),S ym byax® (olanzapine/fluoxetine),and Vraylar®

(cariprazine)are review ed annually w ith the atypicalantipsychotic
m edications.A fullreview ofthese m edications,including utilizationdata,can
be found inthe June 2023 Drug U tilizationR eview (DU R )Board packet.

Utilization of Antidepressants: Fiscal Year 2023

Comparison of Fiscal Years

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 119,877 612,837 $10,349,946.35 $16.89 $0.43 27,659,629 23,931,353

2023 142,912 718,878 $12,822,729.54 $17.84 $0.43 34,351,763 29,836,452

% Change 19.2% 17.3% 23.9% 5.6% 0.0% 24.2% 24.7%

Change 23,035 106,041 $2,472,783.19 $0.95 $0.00 6,692,164 5,905,099
Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
FiscalYear2022 = 07/01/2021to06/30/2022;FiscalYear2023 = 07/01/2022 to06/30/2023

 T here w ere noS oonerCare paid m edicalclaim s forantidepressants in
fiscalyear2023 (07/01/2022 to06/30/2023).

 Aggregate drug rebates collected during fiscalyear2023 for
antidepressants totaled $2,203,707.62.Δ R ebates are collected after
reim bursem entforthe m edicationand are notreflected inthis report.
T he costs included inthis reportdonotreflectnetcosts.

Δ Im portantconsiderations:Aggregate drug rebates are based onthe date the claim is paid ratherthan
the date dispensed.Claim s dataare based onthe date dispensed.



Demographics of Members Utilizing Antidepressants

Top Prescriber Specialties of Antidepressants by Number of Claims

Prior Authorization of Antidepressants

T here w ere 6,913 priorauthorizationrequests subm itted forantidepressants
during fiscalyear2023.T he follow ing chartshow s the status ofthe subm itted
petitions forfiscalyear2023.

Status of Petitions

0

5,000

10,000

15,000

20,000

25,000

30,000

35,000

00-09 10-19 20-34 35-49 50+

N
u

m
b

e
r

o
f

M
e

m
b

e
rs

Age Groups (Years)

M ale

Fem ale

0 100,000 200,000 300,000

N urse Practitioner

Psychiatrist

Fam ily Practitioner

PhysicianAssistant

GeneralPediatrician

Internist

GeneralPractitioner

Obstetrician/Gynecologist

Fam ily N urse Practitioner

M edicalR esidentInT raining

Incom plete,
3,434,50%

Approved,
2,708,39%

Denied,
771,11%



Market News and Updates1,2,3,4,5,6,7

Anticipated Patent Expiration(s):
 Exxua™ [gepirone extended-release (ER )tablets]:S eptem ber2025
 Aplenzin® (bupropionER )tablets]:June 2026
 ForfivoXL® (bupropionER tablets):June 2027
 T rintellix® (vortioxetine tablets):M arch 2032
 Fetzim a® (levom ilnacipranER capsules):M ay 2032
 S pravato® (esketam ine nasalspray):S eptem ber2035
 Drizalm aS prinkle™ [duloxetine delayed-release (DR )capsules]:April

2037
 Zurzuvae™ (zuranolone capsules):August2037
 Auvelity™ (dextrom ethorphan/bupropionER tablets):January 2040

New U.S. Food and Drug Administration (FDA) Approval(s):
 August 2023: T he FDA approved Zurzuvae™ (zuranolone)as the first

oralm edicationforthe treatm entofpostpartum depression(PPD)in
adults.Previously,the only FDA approved treatm entoptionforPPD
w as anintravenous (IV)injectiongiveninahealth care facility forover
60hours.

 September 2023: Exxua™ (gepirone)w as approved by the FDA forthe
treatm entofm ajordepressive disorder(M DD)inadults.Exxua™ is the
firstantidepressantthatselectively targets the serotonin1A (5-HT 1A)
receptor.

News:
 May 2023: S ebelaPharm aceuticals stated thatallstrengths ofPexeva®

(paroxetine)w illbe discontinued and nolongeravailable.
 August 2023: Biogenand S age T herapeutics received acom plete

response letter(CR L)forZurzuvae™ forthe diagnosis ofM DD inadults.
T he CR L stated thatthere w as notsubstantialevidence tosupportthe
effectiveness ofZurzuvae™ forthe treatm entofM DD.

Pipeline:
 Psilocybin: Psilocybinis atryptam ine alkaloid found inaspecies of

psilocybe m ushroom s.Itw as found tohave potentialantidepressant
efficacy from prelim inary studies ofpatients w ith life-threatening
cancer.A Phase 2b study w as com pleted and show ed thatasingle
25m g dose w as associated w ith astatistically significantreductionin
depressionsym ptom s after3 w eeks inpatients w ith treatm ent-
resistantdepression.Psilocybinhas beengranted FDA Breakthrough
T herapy designationand Innovative Licensing and Access Pathw ay
designationand aPhase 3 study is currently ongoing.

 Rel-1017: R elm adaT herapeutic’s R el-1017,alsoknow nas esm ethadone,
is 1com ponentofthe m edicationm ethadone thatlacks significant



abuse and respiratory effects.R el-1017 has beenshow ntopotentially
increase plasm alevels ofbrain-derived neurotrophicfactorand
enhance the neuralplasticity inthe braininM DD.Itis thoughtthat
im paired neuralplasticity canincrease depressionrelapse orlim itthe
effects ofothertherapies.Phase 2 datashow ed sustained
antidepressanteffects inthose w ith aninadequate response to
standard antidepressants.Phase 3 trials ofR el-1017 are currently
ongoing.

Exxua™ (Gepirone) Product Summary8

Therapeutic Class: S elective 5-HT 1A receptoragonist

Indication(s): M DD inadults

How Supplied: 18.2m g,36.3m g,54.5m g,and 72.6m g ER tablets

Dosing and Administration:
 T he recom m ended starting dose is 18.2m g orally once daily w ith food.
 Depending ontolerability and clinicalresponse,the dose canbe

increased to36.3m g daily onday 4,54.5m g onday 7,and then72.6m g
afteranadditionalw eek.

 Priortoinitiating treatm ent,electrolyte abnorm alities should be
corrected,and anelectrocardiogram (ECG)should be perform ed.

 Exxua™ should notbe initiated ifQT cis >450m sec.

Cost: Costinform ationforExxua™ is notavailable atthis tim e.

Zurzuvae™ (Zuranolone) Product Summary9

Therapeutic Class: N euroactive gam m a-am inobutyricacid (GABA)A
receptorpositive m odulator

Indication(s): PPD inadults

How Supplied: 20m g,25m g,and 30m g capsules

Dosing and Administration:
 T he recom m ended dose is 50m g once daily inthe evening for14 days.
 Zurzuvae™ should be adm inistered w ith afat-containing food.
 Ifcentralnervous system (CN S )depressanteffects occur,the dose m ay

be reduced to40m g once daily.
 T he dose should be reduced to30m g once daily forthe follow ing:

 S evere hepaticim pairm ent

 M oderate tosevere renalim pairm ent

 Concom itantuse w ith strong CYP3A4 inhibitors



Cost: T he W holesale AcquisitionCost(W AC)ofZurzuvae™ is $567.86 per
capsule,regardless ofstrength.T his results inanestim ated costof$15,900for
the recom m ended dose of50m g once daily for14 days.

Recommendations

T he College ofPharm acy recom m ends the follow ing changes tothe
AntidepressantM edications ProductBased PriorAuthorization(PBPA)
category (changes noted inred inthe follow ing PBPA T iercharts and criteria):

1. PriorauthorizationofExxua™ (gepirone)and placem entintothe
S pecialPA T ierw ith the follow ing additionalcriteria;and

2. PriorauthorizationofZurzuvae™ (zuranolone)and placem entintothe
S pecialPA T ierw ith the follow ing additionalcriteria;and

3. M oving venlafaxine ER (EffexorXR )75m g and 150m g tablets toT ier-1
based onnetcosts;and

4. T he rem ovalofPexeva® (paroxetine)due toproductdiscontinuation.

Antidepressants

Tier-1 Tier-2 Tier-3 Special PA

Selective Serotonin Reuptake Inhibitors (SSRIs)

citalopram tabs &
soln(Celexa® )

citalopram 30m g caps*

escitalopram tabs
& soln(Lexapro® )

fluoxetine tabs*

fluoxetine caps &
soln(Prozac® )

fluoxetine DR
(Prozac® W eekly™ )*

fluvoxam ine
(Luvox® )

fluvoxam ine CR
(Luvox CR ® )

paroxetine (Paxil® )
paroxetine CR
(PaxilCR ® )

sertraline tabs &
soln(Zoloft® )

paroxetine (Pexeva®)

sertraline 150m g & 200m g
caps*

Dual-Acting Antidepressants

bupropion
(W ellbutrin® ,
W ellbutrinS R ® ,
XL® )

desvenlafaxine
(Pristiq ® )

desvenlafaxine
(Khedezla® )

bupropionER (Aplenzin® )

duloxetine
(Cym balta® )

levom ilnacipran
(Fetzim a® )

bupropionER (Forfivo
XL® )

m irtazapine
(R em eron® ,
R em eronS olT ab® )

nefazodone
(S erzone® )

duloxetine
(Drizalm aS prinkle™ )*



Antidepressants

Tier-1 Tier-2 Tier-3 Special PA

trazodone 50m g,
100m g,& 150m g
tabs (Desyrel® )

vilazodone
(Viibryd® )

duloxetine 40m g
(Irenka™ )*

venlafaxine tabs &
ER caps (Effexor® ,
EffexorXR ® )

trazodone 300m g tabs
(Desyrel® )*

venlafaxine 75mg
& 150mg ER tabs
(Effexor XR®)

venlafaxine besylate ER
112.5m g tablets*

venlafaxine ER 225mg
tabs (EffexorXR ® )

Monoamine Oxidase Inhibitors (MAOIs)

phenelzine (N ardil® ) isocarboxazid (M arplan® )*

selegiline (Em sam ® )

tranylcyprom ine
(Parnate® )

Unique Mechanisms of Action

vortioxetine
(T rintellix® )

dextrom ethorphan/
bupropion(Auvelity™ )*

esketam ine nasalspray
(S pravato® )*

gepirone (Exxua™)*

zuranolone (Zurzuvae™)*
T ierstructure based onsupplem entalrebate participationand/orN ationalAverage Drug Acquisition
Costs (N ADAC),W holesale AcquisitionCosts (W AC),orS tate M axim um Allow able Costs (S M AC).
*U nique criteriaapplies.
caps = capsules;CR = controlled-release;DR = delayed-release;ER = extended-release;PA = prior
authorization;soln= solution;tabs = tablets

Exxua™ (Gepirone) Approval Criteria:
1. AnFDA approved diagnosis ofm ajordepressive disorder(M DD);and
2. M em berm ustbe 18 years ofage orolder;and
3. M em berm usthave adocum ented,recent(w ithin6 m onths)trialw ith 2

T ier-1m edications (T ier-1selectionm ustinclude atleast1m edication
from the S S R Icategory),1T ier-2 m edication,and 1T ier-3 m edicationat
least4 w eeks indurationeach and titrated torecom m ended dosing,
thatdid notprovide anadequate response;and

4. M em berm ustnothave any contraindications toExxua™ ,including:
a. Prolonged QT cinterval>450m sec;and
b.Congenitallong QT syndrom e;and
c. Concom itantuse ofstrong CYP3A4 inhibitors (e.g.,ketoconazole,

itraconazole,ritonavir,clarithrom ycin);and
d.S evere hepaticim pairm ent;and



e. Concom itantuse ofam onoam ine-oxidase inhibitor(M AOI)or
w ithin14 days ofdiscontinuing anM AOI;and

5. A quantity lim itof30tablets per30days w illapply.

Zurzuvae™ (Zuranolone) Approval Criteria:
1. AnFDA approved diagnosis ofm oderate tosevere postpartum

depression(PPD);and
2. M em ber m ust be ≤12 m onths postpartum  and the date of delivery m ust 

be provided;and
3. M em berm ustbe afem ale 18 years ofage orolder;and
4. Prescriberm ustverify the follow ing:

a. M em beris notcurrently pregnantand w illuse effective
contraceptionw hile receiving treatm entand for7 days afterthe
lastdose ofZurzuvae™ ;and

b.M em beris notbreastfeeding orhas agreed totem porarily hold
breastfeeding during Zurzuvae™ therapy and for7 days afterthe
lastdose;and

c. M em berhas beencounseled onthe properadm inistrationof
Zurzuvae™ including taking w ith afat-containing m eal;and

d.M em berhas beencounseled onthe centralnervous system (CN S )
depressioneffects ofZurzuvae™ and the m em beragrees notto
drive orengage inotherpotentially hazardous activities untilat
least12 hours afteradm inistration;and

5. Dosing and approvaldurationw illbe lim ited tothe follow ing:
a. 50m g once daily for14 days;or
b.Form em bers w ith severe hepaticim pairm ent,m oderate tosevere

renalim pairm ent,orconcom itantuse w ith CYP3A4 inhibitors:
i. 30m g once daily for14 days;and

c. Ifadose reductionto40m g once daily is required due toCN S
depressioneffects,the m anufacturershould be contacted to
provide the 20m g capsules forthe rem ainderofthe m em ber’s
treatm entcourse;and

6. Approvals w illbe for1treatm entcourse.

Utilization Details of Antidepressants: Fiscal Year 2023

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

TIER-1 MEDICATIONS

SERTRALINE PRODUCTS

S ER T R ALIN E T AB 100M G 49,875 13,246 $634,381.62 $12.72 3.77 4.95%

S ER T R ALIN E T AB 50M G 49,852 18,943 $604,113.03 $12.12 2.63 4.71%

S ER T R ALIN E T AB 25M G 25,553 10,691 $297,461.07 $11.64 2.39 2.32%

S ER T R ALIN E 20M G/M L 859 243 $42,553.56 $49.54 3.53 0.33%



PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

ZOLOFT T AB 50M G 1 1 $408.73 $408.73 1 0.00%

ZOLOFT T AB 100M G 1 1 $1,117.56 $1,117.56 1 0.01%

ZOLOFT T AB 25M G 1 1 $1,169.95 $1,169.95 1 0.01%

SUBTOTAL 126,142 43,126 $1,581,205.52 $12.54 2.92 12.33%

TRAZODONE PRODUCTS

T R AZODON E T AB 50M G 50,530 17,410 $526,022.25 $10.41 2.90 4.10%

T R AZODON E T AB 100M G 39,270 10,966 $452,804.88 $11.53 3.58 3.53%

T R AZODON E T AB 150M G 19,956 5,084 $271,569.84 $13.61 3.93 2.12%

SUBTOTAL 109,756 33,460 $1,250,396.97 $11.39 3.28 9.75%

FLUOXETINE PRODUCTS

FLU OXET IN E CAP 20M G 47,443 16,402 $492,736.57 $10.39 2.89 3.84%

FLU OXET IN E CAP 40M G 26,699 7,792 $311,261.66 $11.66 3.43 2.43%

FLU OXET IN E CAP 10M G 23,532 9,353 $283,571.99 $12.05 2.52 2.21%

FLU OXET IN E S OL 20M G/5M L 1,772 423 $82,584.08 $46.61 4.19 0.64%

PR OZAC CAP 20M G 12 2 $21,162.78 $1,763.57 6 0.17%

PR OZAC CAP 40M G 8 1 $10,163.78 $1,270.47 8 0.08%

SUBTOTAL 99,466 33,973 $1,201,480.86 $12.08 2.93 9.37%

ESCITALOPRAM PRODUCTS

ES CIT ALOPR AM T AB 10M G 44,427 17,425 $533,097.59 $12.00 2.55 4.16%

ES CIT ALOPR AM T AB 20M G 37,224 10,642 $495,885.83 $13.32 3.50 3.87%

ES CIT ALOPR AM T AB 5M G 9,417 4,175 $114,129.07 $12.12 2.26 0.89%

ES CIT ALOPR AM 5M G/5M L 421 97 $37,640.82 $89.41 4.34 0.29%

SUBTOTAL 91,489 32,339 $1,180,753.31 $12.91 2.83 9.21%

BUPROPION PRODUCTS

BU PR OPION T AB 150M G XL 31,485 12,025 $492,668.36 $15.65 2.62 3.84%

BU PR OPION T AB 300M G XL 22,280 6,555 $364,816.59 $16.37 3.40 2.85%

BU PR OPION T AB 150M G S R 12,191 4,578 $207,714.28 $17.04 2.66 1.62%

BU PR OPION T AB 100M G S R 5,119 1,995 $74,326.97 $14.52 2.57 0.58%

BU PR OPION T AB 75M G 2,957 1,177 $42,280.63 $14.30 2.51 0.33%

BU PR OPION T AB 200M G S R 2,841 807 $46,564.40 $16.39 3.52 0.36%

BU PR OPION T AB 100M G 2,147 749 $34,896.65 $16.25 2.87 0.27%

W ELLBU T R IN T AB 150M G XL 19 2 $69,295.62 $3,647.14 9.50 0.54%

SUBTOTAL 79,039 27,888 $1,332,563.50 $16.86 2.83 10.39%

DULOXETINE PRODUCTS

DU LOXET IN E CAP 60M G 31,992 8,803 $520,156.61 $16.26 3.63 4.06%

DU LOXET IN E CAP 30M G 22,581 8,930 $332,672.12 $14.73 2.53 2.59%

DU LOXET IN E CAP 20M G 5,950 2,538 $89,269.35 $15.00 2.34 0.70%

CYM BALT A CAP 60M G 12 2 $6,721.40 $560.12 6 0.05%

CYM BALT A CAP 30M G 1 1 $273.12 $273.12 1 0.00%

SUBTOTAL 60,536 20,274 $949,092.60 $15.68 2.99 7.40%

VENLAFAXINE PRODUCTS

VEN LAFAXIN E CAP 150M G ER 14,840 3,848 $244,829.44 $16.50 3.86 1.91%

VEN LAFAXIN E CAP 75M G ER 13,818 4,897 $203,198.77 $14.71 2.82 1.58%



PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

VEN LAFAXIN E CAP 37.5 ER 7,151 3,441 $96,160.67 $13.45 2.08 0.75%

VEN LAFAXIN E T AB 75M G 2,347 718 $33,064.24 $14.09 3.27 0.26%

VEN LAFAXIN E T AB 37.5M G 1,251 602 $15,817.37 $12.64 2.08 0.12%

VEN LAFAXIN E T AB 100M G 748 203 $11,025.16 $14.74 3.68 0.09%

VEN LAFAXIN E T AB 50M G 350 129 $4,733.72 $13.52 2.71 0.04%

VEN LAFAXIN E T AB 25M G 227 110 $2,752.99 $12.13 2.06 0.02%

EFFEXOR CAP 75M G XR 13 1 $6,663.01 $512.54 13 0.05%

EFFEXOR CAP 150M G XR 5 2 $7,713.47 $1,542.69 2.5 0.06%

SUBTOTAL 40,750 13,951 $625,958.84 $15.36 2.92 4.88%

CITALOPRAM PRODUCTS

CIT ALOPR AM T AB 20M G 17,989 6,621 $174,526.16 $9.70 2.72 1.36%

CIT ALOPR AM T AB 40M G 11,811 3,371 $118,146.63 $10.00 3.5 0.92%

CIT ALOPR AM T AB 10M G 8,859 3,622 $86,564.48 $9.77 2.45 0.68%

CIT ALOPR AM 10M G/5M L 186 33 $10,269.78 $55.21 5.64 0.08%

SUBTOTAL 38,845 13,647 $389,507.05 $10.03 2.85 3.04%

MIRTAZAPINE PRODUCTS

M IR T AZAPIN E T AB 15M G 18,259 6,076 $220,357.91 $12.07 3.01 1.72%

M IR T AZAPIN E T AB 30M G 9,903 2,988 $127,881.77 $12.91 3.31 1.00%

M IR T AZAPIN E T AB 7.5M G 3,509 1,244 $120,057.69 $34.21 2.82 0.94%

M IR T AZAPIN E T AB 45M G 3,382 835 $47,342.70 $14.00 4.05 0.37%

M IR T AZAPIN E T AB 15M G ODT 399 145 $10,165.17 $25.48 2.75 0.08%

M IR T AZAPIN E T AB 30M G ODT 180 52 $4,932.89 $27.40 3.46 0.04%

M IR T AZAPIN E T AB 45M G ODT 146 47 $4,644.40 $31.81 3.11 0.04%

SUBTOTAL 35,778 11,387 $535,382.53 $14.96 3.14 4.19%

PAROXETINE PRODUCTS

PAR OXET IN E T AB 20M G 7,242 2,794 $79,779.22 $11.02 2.59 0.62%

PAR OXET IN E T AB 40M G 5,063 1,401 $71,244.68 $14.07 3.61 0.56%

PAR OXET IN E T AB 10M G 4,233 1,867 $53,609.68 $12.66 2.27 0.42%

PAR OXET IN E T AB 30M G 2,614 803 $34,965.14 $13.38 3.26 0.27%

PAR OXET IN E 10M G/5M L 94 24 $37,740.25 $401.49 3.92 0.29%

PAXIL 10M G/5M L 15 3 $4,978.55 $331.90 5 0.04%

SUBTOTAL 19,261 6,892 $282,317.52 $14.66 2.79 2.20%

FLUVOXAMINE PRODUCTS

FLU VOXAM IN E T AB 100M G 2,162 394 $54,570.88 $25.24 5.49 0.43%

FLU VOXAM IN E T AB 50M G 1,887 497 $39,467.43 $20.92 3.8 0.31%

FLU VOXAM IN E T AB 25M G 727 222 $13,556.33 $18.65 3.27 0.11%

SUBTOTAL 4,776 1,113 $107,594.64 $22.53 4.29 0.85%

TIER-1 SUBTOTAL 705,838 238,050 $9,436,253.34 $13.37 2.97 73.61%

TIER-2 MEDICATIONS

DESVENLAFAXINE PRODUCTS

DES VEN LAFAXIN E T AB 50M G ER 2,698 850 $78,261.92 $29.01 3.17 0.61%

DES VEN LAFAXIN E T AB 100M G ER 2,523 575 $77,364.58 $30.66 4.39 0.60%

DES VEN LAFAXIN E T AB 25M G ER 746 329 $21,316.93 $28.57 2.27 0.17%



PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

PR IS T IQ T AB 100M G 4 1 $5,072.34 $1,268.09 4 0.04%

SUBTOTAL 5,971 1,755 $182,015.77 $30.48 3.4 1.42%

TIER-2 SUBTOTAL 5,971 1,755 $182,015.77 $30.48 3.4 1.42%

TIER-3 MEDICATIONS

VORTIOXETINE PRODUCTS

T R IN T ELLIXT AB 20M G 2,050 322 $871,748.92 $425.24 6.37 6.80%

T R IN T ELLIXT AB 10M G 1,318 326 $553,517.09 $419.97 4.04 4.32%

T R IN T ELLIXT AB 5M G 266 91 $115,853.70 $435.54 2.92 0.90%

SUBTOTAL 3,634 739 $1,541,119.71 $424.08 4.92 12.02%

VILAZODONE PRODUCTS

VILAZODON E T AB 40M G 967 163 $74,799.10 $77.35 5.93 0.58%

VILAZODON E T AB 20M G 502 122 $35,358.94 $70.44 4.11 0.28%

VIIBR YD T AB 40M G 246 65 $75,653.22 $307.53 3.78 0.59%

VIIBR YD T AB 20M G 138 46 $48,212.08 $349.36 3 0.38%

VILAZODON E T AB 10M G 119 36 $9,897.98 $83.18 3.31 0.08%

VIIBR YD T AB 10M G 19 11 $5,202.65 $273.82 1.73 0.04%

SUBTOTAL 1,991 443 $249,123.97 $125.13 4.49 1.95%

LEVOMILNACIPRAN PRODUCTS

FET ZIM A CAP 120M G 74 9 $33,076.21 $446.98 8.22 0.26%

FET ZIM A CAP 80M G 58 9 $26,458.94 $456.19 6.44 0.21%

FET ZIM A CAP 40M G 17 5 $7,003.59 $411.98 3.4 0.05%

FET ZIM A CAP 20M G 8 6 $3,248.74 $406.09 1.33 0.03%

SUBTOTAL 157 29 $69,787.48 $444.51 5.41 0.55%

DESVENLAFAXINE PRODUCTS

DES VEN LAFAXIN E T AB 100M G ER 44 24 $9,799.36 $222.71 1.83 0.08%

DES VEN LAFAXIN E T AB 50M G ER 42 19 $5,786.66 $137.78 2.21 0.05%

SUBTOTAL 86 43 $15,586.02 $181.23 2 0.13%

TRANYLCYPROMINE PRODUCTS

T R AN YLCYPR OM IN E T AB 10M G 17 2 $2,703.17 $159.01 8.5 0.02%

SUBTOTAL 17 2 $2,703.17 $159.01 8.5 0.02%

SELEGILINE PRODUCTS

EM S AM PAT CH 6M G/24HR 3 2 $3,741.28 $1,247.09 1.5 0.03%

SUBTOTAL 3 2 $3,741.28 $1,247.09 1.5 0.03%

TIER-3 SUBTOTAL 5,888 1,258 $1,882,061.63 $319.64 4.68 14.70%

SPECIAL PRIOR AUTHORIZATION (PA) MEDICATIONS

FLUOXETINE PRODUCTS

FLU OXET IN E T AB 10M G 349 102 $4,495.42 $12.88 3.42 0.04%

FLU OXET IN E T AB 20M G 129 38 $2,429.12 $18.83 3.39 0.02%

FLU OXET IN E CAP 90M G DR 38 6 $5,040.26 $132.64 6.33 0.04%

FLU OXET IN E T AB 60M G 3 1 $72.81 $24.27 3 0.00%

SUBTOTAL 519 147 $12,037.61 $23.19 3.53 0.10%

ESKETAMINE PRODUCTS

S PR AVAT O S OL 84M G DOS E 229 81 $1,164,634.18 $5,085.74 2.83 9.08%



PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

S PR AVAT O S OL 56M G DOS E 51 48 $100,740.23 $1,975.30 1.06 0.79%

SUBTOTAL 280 129 $1,265,374.41 $4,519.19 2.17 9.87%

PAROXETINE PRODUCTS

PAR OXET IN E T AB 25M G ER 112 17 $3,868.43 $34.54 6.59 0.03%

PAR OXET IN E ER T AB 37.5M G 77 10 $2,594.95 $33.70 7.7 0.02%

PAR OXET IN E ER T AB 12.5M G 18 4 $617.57 $34.31 4.5 0.00%

SUBTOTAL 207 31 $7,080.95 $34.21 6.68 0.05%

FLUVOXAMINE PRODUCTS

FLU VOXAM IN E CAP 150M G ER 112 14 $27,720.98 $247.51 8 0.22%

FLU VOXAM IN E CAP 100M G ER 24 4 $7,049.59 $293.73 6 0.05%

SUBTOTAL 136 18 $34,770.57 $255.67 7.56 0.27%

DULOXETINE PRODUCTS

DU LOXET IN E CAP 40M G 20 7 $2,139.72 $106.99 2.86 0.02%

SUBTOTAL 20 7 $2,139.72 $106.99 2.86 0.02%

VENLAFAXINE PRODUCTS

VEN LAFAXIN E T AB 225M G ER 6 3 $320.99 $53.50 2 0.00%

VEN LAFAXIN E T AB 75M G ER 3 3 $173.26 $57.75 1 0.00%

VEN LAFAXIN E T AB 37.5 ER 2 2 $112.74 $56.37 1 0.00%

SUBTOTAL 11 8 $606.99 $55.18 1.38 0.00%

TRAZODONE PRODUCTS

T R AZODON E T AB 300M G 7 3 $230.14 $32.88 2.33 0.00%

SUBTOTAL 7 3 $230.14 $32.88 2.33 0.00%

CITALOPRAM PRODUCTS

CIT ALOPR AM CAP 30M G 1 1 $158.41 $158.41 1 0.00%

SUBTOTAL 1 1 $158.41 $158.41 1 0.00%

SPECIAL PA SUBTOTAL 1,181 344 $1,322,398.80 $1,119.73 3.43 10.31%

TOTAL 718,878 142,912* $12,822,729.54 $17.84 5.03 100%

Costs donotreflectrebated prices ornetcosts.
*T otalnum berofunduplicated utilizing m em bers.
CAP = capsule;DR = delayed-release;ER = extended-release;ODT = orally disintegrating tablet;S R =
sustained-release;T AB = tablet;XL = extended-release
FiscalYear2023 = 07/01/2022 to06/30/2023
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Fiscal Year 2023 Annual Review of Lysosomal Storage
Disease Medications and 30-Day Notice to Prior
Authorize Elfabrio® (Pegunigalsidase Alfa-iwxj),
Opfolda™ (Miglustat), and Pombiliti™ (Cipaglucosidase
Alfa-atga)

Oklahoma Health Care Authority
December 2023

Current Prior Authorization Criteria

Aldurazyme® (Laronidase) Approval Criteria:
1. An FDA approved diagnosis of Hurler, Hurler-Scheie, or Scheie

syndrome (mucopolysaccharidosis type I; MPS I) confirmed by:
a. Enzyme assay demonstrating a deficiency of alpha-L-iduronidase

(IDUA) enzyme activity; or
b. Molecular genetic testing to confirm pathogenic mutations in the

IDUA gene; and
2. For Scheie syndrome, the prescriber must document that the member

has moderate-to-severe symptoms; and
3. Aldurazyme® must be administered by a health care professional

prepared to manage anaphylaxis; and
4. The 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

5. 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.

Brineura® (Cerliponase Alfa) Approval Criteria:
1. An FDA approved diagnosis of late infantile neuronal ceroid

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

2. Member must have confirmed TPP-1 enzymatic deficiency via enzyme
assay, confirmed by molecular analysis; and

3. Member must be 3 years of age or older; and
4. 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

5. Brineura® must be administered in a health care facility by a prescriber
who is knowledgeable in intraventricular administration; and



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

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

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

9. 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

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

11. 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; and

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

Cerdelga® (Eliglustat) Approval Criteria:
1. An FDA approved diagnosis of type 1 Gaucher disease (GD1); and
2. Member is classified as 1 of the following as detected by an FDA-cleared

test:
a. CYP2D6 extensive metabolizers (EMs); or
b. CYP2D6 intermediate metabolizers (IMs); or
c. CYP2D6 poor metabolizers (PMs); and

3. Prescriber must verify the member will not take Cerdelga® concurrently
with another therapy for GD1; and

4. For CYP2D6 EMs and IMs, a quantity limit of 56 capsules per 28 days will
apply. For CYP2D6 PMs, a quantity limit of 28 capsules per 28 days will
apply; and

5. Approvals will be for the duration of 6 months, at which time the
prescriber must verify the member is responding well to the
medication.

Cerezyme® (Imiglucerase), Elelyso® (Taliglucerase Alfa), and Vpriv®

(Velaglucerase Alfa) Approval Criteria:
1. Diagnosis of symptomatic (e.g., anemia, thrombocytopenia, bone

disease, splenomegaly, hepatomegaly) type 1 or type 3 Gaucher disease
(GD); and

2. Member’s weight (kg) must be provided and must have been taken
within the last 4 weeks to ensure accurate weight-based dosing; and



3. Prescriber must verify the member will not take the requested therapy
concurrently with another therapy for GD; and

4. Approvals will be for the duration of 6 months, at which time the
prescriber must verify the member is responding well to the
medication.

Cystadrops® (Cysteamine 0.37% Ophthalmic Solution) and Cystaran®

(Cysteamine 0.44% Ophthalmic Solution) Approval Criteria:
1. An FDA approved indication for the treatment of corneal cystine crystal

accumulation in members with cystinosis; and
2. The requested medication must be prescribed by, or in consultation

with, an ophthalmologist; and
3. Prescriber must verify that the member has been counseled on the

proper storage of the requested medication; and
4. For Cystadrops®, a patient-specific, clinically significant reason (beyond

convenience) why the member cannot use Cystaran® must be
provided; and

5. A quantity limit of 4 bottles per month will apply.

Elaprase® (Idursulfase) Approval Criteria:
1. An FDA approved diagnosis of Hunter syndrome

(mucopolysaccharidosis type II; MPS II) confirmed by:
a. Enzyme assay demonstrating a deficiency of iduronate-2-sulfatase

enzyme activity; or
b. Molecular genetic testing confirming a hemizygous pathogenic

variant in the IDS gene; and
2. The 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.

Fabrazyme® (Agalsidase Beta) Approval Criteria:
1. An FDA approved diagnosis of Fabry disease. Diagnosis must be

confirmed by 1 of the following:
a. Genetic testing confirming positive galactosidase alpha (GLA) gene

mutation; or
b. Decreased plasma levels of alpha-galactosidase A (<5% of normal);

and
2. Fabrazyme® will initially be approved for 6 months. After that time,

compliance will be required for continued authorization; and
3. The 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.



Galafold® (Migalastat) Approval Criteria:
1. An FDA approved diagnosis of Fabry disease with a confirmed

amenable galactosidase alpha (GLA) gene variant based on in vitro
assay data; and

2. Galafold® must be prescribed by, or in consultation with, a geneticist or
an advanced care practitioner with a supervising physician who is a
geneticist; and

3. Member must have an estimated glomerular filtration rate (eGFR) of
≥30mL/min/1.73m2; and

4. Galafold® will not be approved for concomitant use with enzyme
replacement therapy (ERT); and

5. Galafold® will initially be approved for 6 months. After that time,
compliance will be required for continued approval; and

6. A quantity limit of 14 capsules per 28 days will apply.

Kanuma® (Sebelipase Alfa) Approval Criteria:
1. An FDA approved diagnosis of lysosomal acid lipase (LAL) deficiency;

and
2. Kanuma® (sebelipase alfa) must be administered in a health care

setting by a health care professional prepared to manage anaphylaxis;
and

3. The 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.

Lamzede® (Velmanase Alfa-tycv) Approval Criteria:
1. An FDA approved diagnosis of alpha-mannosidosis confirmed by:

a. Documented lab results verifying alpha-mannosidase activity <11%
of normal; or

b. Molecular genetic testing confirming biallelic pathogenic variants
in the M AN 2B1gene; and

2. Member’s recent weight (kg) taken within the last 3 weeks must be
provided to ensure accurate weight-based dosing; and

3. Female members of reproductive potential must have a negative
pregnancy test prior to initiation and must agree to use effective
contraception during treatment and for 2 weeks after the final dose of
Lamzede®; and

4. Lamzede® must be administered in a health care setting by a health
care provider with appropriate equipment and personnel to manage
anaphylaxis. Approvals will not be granted for self-administration; and

a. Lamzede® must be shipped via cold chain supply to the health care
setting where the member is scheduled to receive treatment; and

5. Lamzede® must be prescribed by, or in consultation with, a specialist
with expertise in the treatment of lysosomal storage disorders; and



6. Initial approvals will be for the duration of 6 months. Further approval
may be granted if the prescriber documents the member is responding
well to treatment.

Lumizyme® (Alglucosidase Alfa) Approval Criteria [Infantile-Onset Pompe
Disease Diagnosis]:

1. An FDA approved diagnosis of infantile-onset Pompe disease [acid
alpha-glucosidase (GAA) deficiency]; and

2. Documentation of diagnosis confirmation of GAA enzyme deficiency
through specific genetic laboratory test(s); and

3. Lumizyme® must be prescribed by a geneticist or other specialist with
expertise in the treatment of Pompe disease and/or inherited genetic
disorders; and

4. Member’s weight must be provided and have been taken within the
last 4 weeks to ensure accurate dosing.

Lumizyme® (Alglucosidase Alfa) Approval Criteria [Late-Onset (Non-
Infantile) Pompe Disease Diagnosis]:

1. An FDA approved diagnosis of late-onset (non-infantile) Pompe disease
[acid alpha-glucosidase (GAA) deficiency]; and

2. Documentation of diagnosis confirmation of GAA enzyme deficiency
through specific genetic laboratory test(s); and

3. Provider must document presence of symptoms of Pompe disease; and
4. Lumizyme® must be prescribed by a geneticist or other specialist with

expertise in the treatment of Pompe disease and/or inherited genetic
disorders; and

5. Member’s weight must be provided and have been taken within the
last 4 weeks to ensure accurate dosing; and

6. Initial approval will be for the duration of 6 months, at which time
compliance and information regarding efficacy, such as improvement
or stabilization in forced vital capacity (FVC) and/or 6-minute walk test
(6MWT), will be required for continued approval. Subsequent approvals
will be for the duration of 1 year.

Mepsevii® (Vestronidase Alfa-vjbk) Approval Criteria:
1. An FDA approved diagnosis of Sly syndrome (mucopolysaccharidosis

VII; MPS VII) confirmed by:
a. Enzyme assay demonstrating a deficiency of beta-glucuronidase

activity; or
b. Genetic testing to confirm diagnosis of MPS VII; and

2. Mepsevii® must be administered by a health care professional prepared
to manage anaphylaxis; and

3. Initial approvals will be for the duration of 12 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment; and



4. The 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.

Naglazyme® (Galsulfase) Approval Criteria:
1. An FDA approved diagnosis of Maroteaux-Lamy syndrome

(mucopolysaccharidosis type VI; MPS VI) confirmed by:
a. Enzyme assay demonstrating a deficiency of arylsulfatase B (ASB)

enzyme activity; or
b. Genetic testing to confirm diagnosis of MPS VI; and

2. Naglazyme® must be administered by a health care professional
prepared to manage anaphylaxis; and

3. 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; and

4. The 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.

Nexviazyme® (Avalglucosidase Alfa-ngpt) Approval Criteria:
1. An FDA approved diagnosis of late-onset (non-infantile) Pompe disease

[acid alpha-glucosidase (GAA) deficiency]; and
2. Documentation of diagnosis confirmation of GAA enzyme deficiency

through specific genetic laboratory test(s); and
3. Prescriber must document presence of symptoms of Pompe disease;

and
4. Nexviazyme® must be prescribed by a geneticist or other specialist with

expertise in the treatment of Pompe disease and/or inherited genetic
disorders; and

5. Member’s weight must be provided and have been taken within the
last 4 weeks to ensure accurate dosing; and

6. Initial approval will be for the duration of 6 months, at which time
compliance and information regarding efficacy, such as improvement
or stabilization in forced vital capacity (FVC) and/or 6-minute walk test
(6MWT), will be required for continued approval. Subsequent approvals
will be for the duration of 1 year.

Procysbi® (Cysteamine Bitartrate) Delayed-Release Capsule and Granule
Approval Criteria:

1. An FDA approved diagnosis of nephropathic cystinosis; and
2. A patient specific, clinically significant reason why the member cannot

use the short-acting formulation, Cystagon® (cysteamine bitartrate),
must be provided; and



3. Use of Procysbi® granules will also require a patient specific, clinically
significant reason why the member cannot use the capsule formulation
of Procysbi®.

Vimizim® (Elosulfase Alfa) Approval Criteria:
1. An FDA approved diagnosis of Morquio A syndrome

(mucopolysaccharidosis type IVA; MPS IVA) confirmed by:
a. Enzyme assay demonstrating a deficiency of N-

acetylgalactosamine-6-sulfatase (GALNS) enzyme activity; or
b. Molecular genetic testing to confirm biallelic pathogenic variants in

the GALN S gene; and
2. Vimizim® must be administered by a health care professional prepared

to manage anaphylaxis; and
3. The 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

4. Initial approvals will be for the duration of 12 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment.

Xenpozyme® (Olipudase Alfa-rpcp) Approval Criteria:
1. An FDA approved diagnosis of acid sphingomyelinase deficiency

(ASMD) type B or A/B confirmed by:
a. Documented lab results verifying <10% of acid sphingomyelinase

(ASM) activity from control; or
b. Molecular genetic testing confirming a mutation in the SM PD1

gene; and
2. Documentation of baseline AST and ALT within 1 month prior to

treatment initiation or within 72 hours prior to treatment escalation;
and

3. Member’s weight (kg) and body mass index (BMI) within the last 3
weeks must be provided to ensure accurate weight-based dosing; and

a. BMI ≤30: The dosage is based on actual body weight (kg); or 
b. BMI >30: The dosage is based on adjusted body weight; and

4. Female members of reproductive potential must have a negative
pregnancy test prior to initiation and must agree to use effective
contraception during treatment and for 2 weeks after the final dose of
Xenpozyme®; and

5. Prescriber must verify ALT and AST will be assessed to manage the risk
of elevated transaminases as directed by package labeling; and

6. Xenpozyme® must be administered by a health care provider prepared
to manage anaphylaxis. Approvals will not be granted for self-
administration. Prior authorization requests must indicate how
Xenpozyme® will be administered; and



Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
Fiscal Year 2022 = 07/01/2021 to 06/30/2022; Fiscal Year 2023 = 07/01/2022 to 06/30/2023

a. Xenpozyme® must be shipped via cold chain supply to the health
care facility where the member is scheduled to receive treatment;
or

b. Xenpozyme® must be shipped via cold chain supply to the
member’s home and administered by a home health care provider
prepared to manage anaphylaxis, and the member or member’s
caregiver must be trained on the proper storage of Xenpozyme®;
and

i. For consideration of home administration by a home health
care provider, prescriber must verify member is receiving the
maintenance dose and is tolerating the Xenpozyme® infusion
well; and

7. Xenpozyme® must be prescribed by, or in consultation with, a specialist
with expertise in the treatment of lysosomal storage disorders; and

8. Initial approvals will be for the duration of 6 months. Further approval
may be granted if the prescriber documents that the member is
responding well to treatment.

Zavesca® (Miglustat) Approval Criteria:
1. An FDA approved diagnosis of mild/moderate type 1 Gaucher disease

(GD1); and
2. 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

3. Prescriber must verify the member will not take Zavesca® concurrently
with another therapy for GD1; and

4. A quantity limit of 90 capsules per 30 days will apply; and
5. Approvals will be for the duration of 6 months, at which time the

prescriber must verify the member is responding well to the
medication.

Utilization of Lysosomal Storage Disease Medications: Fiscal Year 2023

Comparison of Fiscal Years: Pharmacy Claims

Fiscal
Year

*Total
Members

Total
Claims

Total
Cost

Cost/
Claim

Cost/
Day

Total
Units

Total
Days

2022 10 109 $2,379,486.54 $21,830.15 $873.53 4,391 2,724

2023 12 134 $3,628,997.28 $27,082.07 $1,137.26 5,428 3,191

% Change 20.00% 22.90% 52.50% 24.10% 30.20% 23.60% 17.10%

Change 2 25 $1,249,510.74 $5,251.92 $263.73 1,037 467



Comparison of Fiscal Years: Medical Claims

Fiscal
Year

*Total
Members

+Total
Claims

Total
Cost

Cost/
Claim

Claims/
Member

2022 5 114 $1,281,888.64 $11,244.64 22.8

2023 6 124 $1,829,954.57 $14,757.70 20.67

% Change 20.00% 8.77% 42.75% 31.24% -9.34%

Change 1 10 $548,065.93 $3,513.06 -2.13
Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
+Total number of unduplicated claims.
Fiscal Year 2022 = 07/01/2021 to 06/30/2022; Fiscal Year 2023 = 07/01/2022 to 06/30/2023

 Aggregate drug rebates collected during fiscal year 2023 for lysosomal
storage disease medications totaled $886,106.08.Δ Rebates are collected
after reimbursement for the medication and are not reflected in this
report. The costs included in this report do not reflect net costs.

Demographics of Members Utilizing Lysosomal Storage Disease
Medications: Pharmacy Claims

 Due to the limited number of members utilizing lysosomal storage
disease medications during fiscal year 2023, detailed demographic
information could not be provided.

Top Prescriber Specialties of Lysosomal Storage Disease Medications:
Pharmacy Claims

Prior Authorization of Lysosomal Storage Disease Medications

There were 44 prior authorization requests submitted for 16 unique members
for lysosomal storage disease medications during fiscal year 2023. The
following chart shows the status of the submitted petitions for fiscal year
2023.

Δ Important considerations: Aggregate drug rebates are based on the date the claim is paid rather than
the date dispensed. Claims data are based on the date dispensed.
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Status of Petitions

Market News and Updates1,2,3

Anticipated Patent Expiration(s):
 Procysbi® (cysteamine bitartrate): February 2037
 Opfolda™ (miglustat): August 2037
 Cerdelga® (eliglustat): December 2038
 Galafold® (migalastat): March 2039

New U.S. Food and Drug Administration (FDA) Approval(s):
 May 2023: The FDA approved Elfabrio® (pegunigalsidase alfa-iwxj) for

the treatment of adults with confirmed Fabry disease.
 September 2023: The FDA approved Pombiliti™ (cipaglucosidase alfa-

atga) in combination with Opfolda™ (miglustat) for the treatment of
adult patients with late-onset Pompe disease [lysosomal acid alpha-
glucosidase (GAA) deficiency] weighing ≥40kg and who are not 
improving on their current enzyme replacement therapy (ERT).

Elfabrio® (Pegunigalsidase Alfa-iwxj) Product Summary4

Therapeutic Class: Hydrolytic lysosomal neutral glycosphingolipid-specific
enzyme

Indication(s): Treatment of adults with confirmed Fabry disease

How Supplied: 20mg/10mL solution in a single-dose vial (SDV)

Dosing and Administration:
 1mg/kg (based on actual body weight) by intravenous (IV) infusion

every 2 weeks
 Initial recommended infusion rates vary for ERT-experienced and ERT-

naïve patients. Please refer to the full Prescribing Inform ation for the
complete infusion rate recommendations, including modifications to
the infusion rate for hypersensitivity and/or infusion-associated
reactions.

Approved,
29, 66%

Incomplete,
14, 32%

Denied,
1, 2%



Cost Comparison: Fabry Disease Products

Product
Cost Per

Unit

Cost Per
28 Days*

Cost Per
Year

Elfabrio® (pegunigalsidase alfa-iwxj)
20mg/10mL vial

$413.51 $33,080.80 $430,050.40

Fabrazyme® (agalsidase beta) 35mg vial $7,237.60 $33,085.48 $430,111.24

Fabrazyme® (agalsidase beta) 5mg vial $1,033.77 $33,085.48 $430,111.24

Galafold® (migalastat) 123mg capsule $2,062.86 $28,880.04 $375,440.52
Costs do not reflect rebated prices or net costs. Costs based on National Average Drug Acquisition Costs
(NADAC), Wholesale Acquisition Costs (WAC), or State Maximum Allowable Costs (SMAC).
Unit = each mL for Elfabrio®, each vial for Fabrazyme®, or each capsule for Galafold®

*Cost per 28 days based on FDA approved dosing for each product for a member weighing 80kg.
Elfabrio® would require 4 vials (20mL) every 2 weeks. Fabrazyme® would require (2) 35mg vials and (2)
5mg vials every 2 weeks.

Opfolda™ (Miglustat) Product Summary5

Therapeutic Class: Enzyme stabilizer

Indication(s): Treatment of adult patients with late-onset Pompe disease
(lysosomal GAA deficiency) weighing ≥40kg and who are not improving on 
their current ERT, in combination with Pombiliti™ (cipaglucosidase alfa-atga)

How Supplied: 65mg oral capsule

Dosing and Administration:
 Administered orally in combination with Pombiliti™ (based on actual

body weight):

 Weight ≥50kg: 260mg [(4) 65mg capsules] every other week 
 Weight <50kg: 195mg [(3) 65mg capsules] every other week

 Should be taken with an unsweetened beverage approximately 1 hour
before the start of Pombiliti™ infusion

 Other beverages or food should not be consumed for at least 2 hours
prior to and 2 hours after taking Opfolda™

Pombiliti™ (Cipaglucosidase Alfa-atga) Product Summary6

Therapeutic Class: Hydrolytic lysosomal glycogen-specific enzyme

Indication(s): Treatment of adult patients with late-onset Pompe disease
(lysosomal GAA deficiency) weighing ≥40kg and who are not improving on 
their current ERT, in combination with Opfolda™ (miglustat)

How Supplied: 105mg SDV containing lyophilized powder for reconstitution

Dosing and Administration:
 20mg/kg (based on actual body weight) by IV infusion over 4 hours

every 2 weeks



 Infusion should begin approximately 1 hour after oral administration of
Opfolda™

Cost Comparison: Pompe Disease Products

Product
Cost Per

Unit

Cost Per
28 Days*

Cost Per
Year

Pombiliti™ (cipaglucosidase alfa-atga)
105mg vial

$1,785.00 $57,120.00 $742,560.00

Opfolda™ (miglustat) 65mg capsule $32.50 $260.00 $3,380.00

Lumizyme® (alglucosidase alfa) 50mg vial $936.34 $59,925.76 $779,034.88

Nexviazyme® (avalglucosidase alfa-ngpt)
100mg vial

$1,800.65 $57,620.80 $749,070.40

Costs do not reflect rebated prices or net costs. Costs based on National Average Drug Acquisition Costs
(NADAC), Wholesale Acquisition Costs (WAC), or State Maximum Allowable Costs (SMAC).
Unit = each vial or capsule
*Cost per 28 days based on FDA approved dosing for each product for a member weighing 80kg.
Pombiliti™ would require 16 vials every 2 weeks. Lumizyme® would require 32 vials every 2 weeks.
Nexviazyme® would require 16 vials every 2 weeks.

Recommendations

The College of Pharmacy recommends the prior authorization of Elfabrio®

(pegunigalsidase alfa-iwxj) with criteria similar to Fabrazyme® (agalsidase
beta) and recommends updating the Fabrazyme® approval criteria to be
consistent with clinical practice (new criteria and changes shown in red):

Elfabrio® (Pegunigalsidase Alfa-iwxj) and Fabrazyme® (Agalsidase Beta)
Approval Criteria:

1. An FDA approved diagnosis of Fabry disease confirmed by 1 of the
following:

a. Molecular genetic testing confirming positive a pathogenic variant
in the galactosidase alpha (GLA) gene mutation (results of genetic
testing must be submitted); or

b. Decreased plasma levels of Enzyme assay demonstrating a
deficiency of alpha-galactosidase A enzyme activity (<5% of normal)
(results of assay must be submitted); and

2. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of Fabry disease; and

3. Requests for Elfabrio® will require a patient-specific, clinically significant
reason why the member cannot use Fabrazyme®; and

4. Member will not be approved for concomitant use with Galafold®

(migalastat); and
5. 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



6. Fabrazyme® (agalsidase beta) will initially be approved for Initial
approvals will be for the duration of 6 months. After that time,
compliance will be required for continued authorization and prescriber
must verify the member is responding well to treatment. Subsequent
approvals will be for the duration of 1 year if the member is responding
well to treatment.

The College of Pharmacy also recommends the prior authorization of
Opfolda™ (miglustat) and Pombiliti™ (cipaglucosidase alfa-atga) with the
following criteria (shown in red):

Opfolda™ (Miglustat) and Pombiliti™ (Cipaglucosidase Alfa-atga)
Approval Criteria:

1. An FDA approved diagnosis of late-onset (non-infantile) Pompe disease
[acid alpha-glucosidase (GAA) deficiency] confirmed by:

a. Enzyme assay demonstrating a deficiency of GAA enzyme activity
(results of assay must be submitted); or

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

2. Member must be 18 years of age or older and weigh ≥40kg; and 
3. Prescriber must document presence of symptoms of Pompe disease;

and
4. Member must be receiving a different enzyme replacement therapy

(ERT) for Pompe disease and not experiencing improvement on the
current ERT product; and

5. Female members of reproductive potential must have a negative
pregnancy test prior to initiation and must agree to use effective
contraception during treatment and for at least 60 days after the final
dose; and

6. Must be administered in a health care setting by a health care provider
with appropriate equipment and personnel to manage anaphylaxis.
Approvals will not be granted for self-administration; and

a. Must be shipped via cold chain supply to the health care setting
where the member is scheduled to receive treatment; and

7. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of Pompe disease; and

8. Opfolda™ must be used in combination with Pombiliti™; and
a. A separate, completed prior authorization request must be

received for both medications; and
9. Member will not be approved for concomitant use with other ERT

products for Pompe disease; and



10. Member’s recent weight must be provided in order to authorize the
appropriate amount of drug required according to package labeling;
and

11. For Opfolda™, the following quantity limits will apply:
a. Weight ≥50kg: 8 capsules per 28 days; or 
b. Weight 40kg to <50kg: 6 capsules per 28 days; and

12. Initial approvals will be for the duration of 6 months, at which time
compliance and information regarding efficacy, such as improvement
or stabilization in forced vital capacity (FVC) and/or 6-minute walk test
(6MWT), will be required for continued approval. Subsequent approvals
will be for the duration of 1 year if the member is responding well to
treatment.

Additionally, the College of Pharmacy recommends updating the approval
criteria for other lysosomal storage disease medications (Aldurazyme®,
Brineura®, Cerdelga®, Cerezyme®, Cystadrops®, Cystaran®, Elaprase®, Elelyso®,
Galafold®, Kanuma®, Lamzede®, Lumizyme®, Mepsevii®, Naglazyme®,
Nexviazyme®, Procysbi®, Vimizim®, Vpriv®, Xenpozyme®, and Zavesca®) based
on clinical practice and net cost (changes shown in red):

Aldurazyme® (Laronidase) Approval Criteria:
1. An FDA approved diagnosis of Hurler, Hurler-Scheie, or Scheie

syndrome (mucopolysaccharidosis type I; MPS I) confirmed by:
a. Enzyme assay demonstrating a deficiency of alpha-L-iduronidase

(IDUA) enzyme activity (results of assay must be submitted); or
b. Molecular genetic testing to confirm biallelic pathogenic mutations

in the IDUA gene (results of genetic testing must be submitted);
and

2. For Scheie syndrome, the prescriber must document that the member
has moderate-to-severe symptoms; and

3. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of MPS I; and

4. Aldurazyme® must be administered by a health care professional
prepared to manage anaphylaxis; and

5. The 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

6. 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 the duration of 1
year if the member is responding well to treatment.



Brineura® (Cerliponase Alfa) Approval Criteria:
1. An FDA approved diagnosis of late infantile 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

b. Molecular genetic testing confirming biallelic pathogenic variants
in the TPP1gene (results of genetic testing must be submitted);
and

2. Member must have confirmed TPP-1 enzymatic deficiency via enzyme
assay, confirmed by molecular analysis; and

3. Member must be 3 years of age or older; and
4. 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

5. Brineura® must be administered in a health care facility by a prescriber
who is knowledgeable in intraventricular administration; and

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

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

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

9. 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

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

11. 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

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

Cerdelga® (Eliglustat) Approval Criteria:
1. An FDA approved diagnosis of 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

b. Molecular genetic testing confirming biallelic pathogenic variants
in the GBA1gene (results of genetic testing must be submitted);
and

2. Member is classified as 1 of the following as detected by an FDA-cleared
test:

a. CYP2D6 extensive metabolizers (EMs); or
b. CYP2D6 intermediate metabolizers (IMs); or
c. CYP2D6 poor metabolizers (PMs); and

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

4. Prescriber must verify the member will not take Cerdelga® concurrently
with another therapy for GD1; and

5. For CYP2D6 EMs and IMs, a quantity limit of 56 capsules per 28 days will
apply. For CYP2D6 PMs, a quantity limit of 28 capsules per 28 days will
apply; and

6. 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 1 year if
the member is responding well to treatment.

Cerezyme® (Imiglucerase), Elelyso® (Taliglucerase Alfa), and Vpriv®

(Velaglucerase Alfa) Approval Criteria:
1. An FDA approved diagnosis of Gaucher disease (GD) confirmed by:

a. Enzyme assay demonstrating a deficiency of glucocerebrosidase
enzyme activity (≤15% of normal) (results of assay must be 
submitted); or

b. Molecular genetic testing confirming biallelic pathogenic variants
in the GBA1gene (results of genetic testing must be submitted);
and

2. Diagnosis of Prescriber must confirm member has symptomatic (e.g.,
anemia, thrombocytopenia, bone disease, splenomegaly,
hepatomegaly) type 1 or type 3 GD; and

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

4. Member’s weight (kg) must be provided and must have been taken
within the last 4 weeks to ensure accurate weight-based dosing; and

5. Prescriber must verify the member will not take the requested therapy
concurrently with another therapy for GD; and

6. 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 1 year if
the member is responding well to treatment.

Cystadrops® (Cysteamine 0.37% Ophthalmic Solution) and Cystaran®

(Cysteamine 0.44% Ophthalmic Solution) Approval Criteria:
1. An FDA approved indication for the treatment of corneal cystine crystal

accumulation in members with cystinosis confirmed by 1 of the
following:

a. Identification of cystine crystals in the cornea on slit lamp
examination; or

b. Identification of elevated cystine concentration in
polymorphonuclear leukocytes; or

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

2. The requested medication must be prescribed by, or in consultation
with, an ophthalmologist; and

3. Prescriber must verify that the member has been counseled on the
proper storage of the requested medication; and

4. For Cystadrops®, a patient-specific, clinically significant reason (beyond
convenience) why the member cannot use Cystaran® must be
provided; and

5. A quantity limit of 4 bottles per month will apply.

Elaprase® (Idursulfase) Approval Criteria:
1. An FDA approved diagnosis of Hunter syndrome

(mucopolysaccharidosis type II; MPS II) confirmed by:
a. Enzyme assay demonstrating a deficiency of iduronate-2-sulfatase

enzyme activity (results of assay must be submitted); or
b. Molecular genetic testing confirming a hemizygous pathogenic

variant in the IDS gene (results of genetic testing must be
submitted); and

2. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of MPS II; and

3. The 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

4. 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 1 year if
the member is responding well to treatment.



Galafold® (Migalastat) Approval Criteria:
1. An FDA approved diagnosis of Fabry disease with a confirmed

amenable galactosidase alpha (GLA) gene variant based on in vitro
assay data (results of genetic testing must be submitted); and

2. Galafold® must be prescribed by, or in consultation with, a geneticist or
other specialist with expertise in the treatment of Fabry disease (or an
advanced care practitioner with a supervising physician who is a
geneticist or other specialist with expertise in the treatment of Fabry
disease); and

3. Member must have an estimated glomerular filtration rate (eGFR) of
≥30mL/min/1.73m2; and

4. Galafold® will not be approved for concomitant use with enzyme
replacement therapy (ERT); and

5. Galafold® will initially be approved for 6 months. After that time,
compliance will be required for continued approval and prescriber
must verify the member is responding well to treatment. Subsequent
approvals will be for the duration of 1 year if the member is responding
well to treatment; and

6. A quantity limit of 14 capsules per 28 days will apply.

Kanuma® (Sebelipase Alfa) Approval Criteria:
1. An FDA approved diagnosis of lysosomal acid lipase (LAL) deficiency

confirmed by:
a. Enzyme assay demonstrating a deficiency of LAL enzyme activity

(results of assay must be submitted); or
b. Molecular genetic testing confirming biallelic pathogenic variants

in the LIPA gene (results of genetic testing must be submitted);
and

2. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of LAL deficiency; and

3. Kanuma® (sebelipase alfa) must be administered in a health care
setting by a health care professional prepared to manage anaphylaxis;
and

4. The 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

5. 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 1 year if
the member is responding well to treatment.

Lamzede® (Velmanase Alfa-tycv) Approval Criteria:
1. An FDA approved diagnosis of alpha-mannosidosis confirmed by:



a. Documented lab results Enzyme assay verifying alpha-
mannosidase enzyme activity <11% of normal (results of assay must
be submitted); or

b. Molecular genetic testing confirming biallelic pathogenic variants
in the M AN 2B1gene (results of genetic testing must be submitted);
and

2. Member’s recent weight (kg) taken within the last 3 weeks must be
provided to ensure accurate weight-based dosing; and

3. Female members of reproductive potential must have a negative
pregnancy test prior to initiation and must agree to use effective
contraception during treatment and for 2 weeks after the final dose of
Lamzede®; and

4. Lamzede® must be administered in a health care setting by a health
care provider with appropriate equipment and personnel to manage
anaphylaxis. Approvals will not be granted for self-administration; and

a. Lamzede® must be shipped via cold chain supply to the health care
setting where the member is scheduled to receive treatment; and

5. Lamzede® must be prescribed by, or in consultation with, a specialist
with expertise in the treatment of lysosomal storage disorders; and

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

Lumizyme® (Alglucosidase Alfa) Approval Criteria [Infantile-Onset Pompe
Disease Diagnosis]:

1. An FDA approved diagnosis of infantile-onset Pompe disease [acid
alpha-glucosidase (GAA) deficiency] confirmed by:

a. Enzyme assay demonstrating a deficiency of GAA enzyme activity
(results of assay must be submitted); or

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

2. Documentation of diagnosis confirmation of GAA enzyme deficiency
through specific genetic laboratory test(s); and

3. Lumizyme® must be prescribed by, or in consultation with, a geneticist
or other specialist with expertise in the treatment of Pompe disease
and/or inherited genetic disorders; and

4. Member’s weight must be provided and have been taken within the
last 4 weeks to ensure accurate dosing.



Lumizyme® (Alglucosidase Alfa) Approval Criteria [Late-Onset (Non-
Infantile) Pompe Disease Diagnosis]:

1. An FDA approved diagnosis of late-onset (non-infantile) Pompe disease
[acid alpha-glucosidase (GAA) deficiency] confirmed by:

a. Enzyme assay demonstrating a deficiency of GAA enzyme activity
(results of assay must be submitted); or

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

2. Documentation of diagnosis confirmation of GAA enzyme deficiency
through specific genetic laboratory test(s); and

3. Provider must document presence of symptoms of Pompe disease; and
4. Lumizyme® must be prescribed by, or in consultation with, a geneticist

or other specialist with expertise in the treatment of Pompe disease
and/or inherited genetic disorders; and

5. Member’s weight must be provided and have been taken within the
last 4 weeks to ensure accurate dosing; and

6. Initial approval will be for the duration of 6 months, at which time
compliance and information regarding efficacy, such as improvement
or stabilization in forced vital capacity (FVC) and/or 6-minute walk test
(6MWT), will be required for continued approval. Subsequent approvals
will be for the duration of 1 year.

Mepsevii® (Vestronidase Alfa-vjbk) Approval Criteria:
1. An FDA approved diagnosis of Sly syndrome (mucopolysaccharidosis

VII; MPS VII) confirmed by:
a. Enzyme assay demonstrating a deficiency of beta-glucuronidase

enzyme activity (results of assay must be submitted); or
b. Molecular genetic testing to confirm diagnosis of MPS VII biallelic

pathogenic variants in the GUSB gene (results of genetic testing
must be submitted); and

2. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of MPS VII; and

3. Mepsevii® must be administered by a health care professional prepared
to manage anaphylaxis; and

4. Initial approvals will be for the duration of 12 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment; and

5. The 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.



Naglazyme® (Galsulfase) Approval Criteria:
1. An FDA approved diagnosis of Maroteaux-Lamy syndrome

(mucopolysaccharidosis type VI; MPS VI) confirmed by:
a. Enzyme assay demonstrating a deficiency of arylsulfatase B (ASB)

enzyme activity (results of assay must be submitted); or
b. Molecular genetic testing to confirm diagnosis of MPS VI biallelic

pathogenic variants in the ARSB gene (results of genetic testing
must be submitted); and

2. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of MPS VI; and

3. Naglazyme® must be administered by a health care professional
prepared to manage anaphylaxis; and

4. The 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

5. 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 the duration of 1
year if the member is responding well to treatment.

Nexviazyme® (Avalglucosidase Alfa-ngpt) Approval Criteria:
1. An FDA approved diagnosis of late-onset (non-infantile) Pompe disease

[acid alpha-glucosidase (GAA) deficiency] confirmed by:
a. Enzyme assay demonstrating a deficiency of GAA enzyme activity

(results of assay must be submitted); or
b. Molecular genetic testing confirming biallelic pathogenic variants

in the GAA gene (results of genetic testing must be submitted);
and

2. Documentation of diagnosis confirmation of GAA enzyme deficiency
through specific genetic laboratory test(s); and

3. Prescriber must document presence of symptoms of Pompe disease;
and

4. Nexviazyme® must be prescribed by, or in consultation with, a
geneticist or other specialist with expertise in the treatment of Pompe
disease and/or inherited genetic disorders; and

5. Member’s weight must be provided and have been taken within the
last 4 weeks to ensure accurate dosing; and

6. Initial approval will be for the duration of 6 months, at which time
compliance and information regarding efficacy, such as improvement
or stabilization in forced vital capacity (FVC) and/or 6-minute walk test
(6MWT), will be required for continued approval. Subsequent approvals
will be for the duration of 1 year.



Procysbi® (Cysteamine Bitartrate) Delayed-Release Capsule and Granule
Approval Criteria:

1. An FDA approved diagnosis of nephropathic cystinosis confirmed by 1
of the following:

a. Identification of elevated cystine concentration in
polymorphonuclear leukocytes; or

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

2. Must be prescribed by, or in consultation with, a nephrologist or other
specialist with expertise in the treatment of cystinosis; and

3. A patient specific, clinically significant reason why the member cannot
use the short-acting formulation, Cystagon® (cysteamine bitartrate),
must be provided; and

4. Use of Procysbi® granules will also require a patient specific, clinically
significant reason why the member cannot use the capsule formulation
of Procysbi®.

Vimizim® (Elosulfase Alfa) Approval Criteria:
1. An FDA approved diagnosis of Morquio A syndrome

(mucopolysaccharidosis type IVA; MPS IVA) confirmed by:
a. Enzyme assay demonstrating a deficiency of N-

acetylgalactosamine-6-sulfatase (GALNS) enzyme activity (results
of assay must be submitted); or

b. Molecular genetic testing to confirm biallelic pathogenic variants in
the GALN S gene (results of genetic testing must be submitted);
and

2. Must be prescribed by, or in consultation with, a geneticist or other
specialist with expertise in the treatment of MPS IVA; and

3. Vimizim® must be administered by a health care professional prepared
to manage anaphylaxis; and

4. The 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

5. Initial approvals will be for the duration of 12 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment.

Xenpozyme® (Olipudase Alfa-rpcp) Approval Criteria:
1. An FDA approved diagnosis of acid sphingomyelinase deficiency

(ASMD) type B or A/B confirmed by:
a. Documented lab results verifying <10% of acid sphingomyelinase

(ASM) activity from control (results of assay must be submitted); or



b. Molecular genetic testing confirming a mutation biallelic
pathogenic variants in the SM PD1gene (results of genetic testing
must be submitted); and

2. Documentation of baseline AST and ALT within 1 month prior to
treatment initiation or within 72 hours prior to treatment escalation;
and

3. Member’s weight (kg) and body mass index (BMI) within the last 3
weeks must be provided to ensure accurate weight-based dosing; and

a. BMI ≤30: The dosage is based on actual body weight (kg); or 
b. BMI >30: The dosage is based on adjusted body weight; and

4. Female members of reproductive potential must have a negative
pregnancy test prior to initiation and must agree to use effective
contraception during treatment and for 2 weeks after the final dose of
Xenpozyme®; and

5. Prescriber must verify ALT and AST will be assessed to manage the risk
of elevated transaminases as directed by package labeling; and

6. Xenpozyme® must be administered by a health care provider prepared
to manage anaphylaxis. Approvals will not be granted for self-
administration. Prior authorization requests must indicate how
Xenpozyme® will be administered; and

a. Xenpozyme® must be shipped via cold chain supply to the health
care facility where the member is scheduled to receive treatment;
or

b. Xenpozyme® must be shipped via cold chain supply to the
member’s home and administered by a home health care provider
prepared to manage anaphylaxis, and the member or member’s
caregiver must be trained on the proper storage of Xenpozyme®;
and

i. For consideration of home administration by a home health
care provider, prescriber must verify member is receiving the
maintenance dose and is tolerating the Xenpozyme® infusion
well; and

7. Xenpozyme® must be prescribed by, or in consultation with, a specialist
with expertise in the treatment of lysosomal storage disorders; and

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

Zavesca® (Miglustat) Approval Criteria:
1. 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

b. Molecular genetic testing confirming biallelic pathogenic variants
in the GBA1gene (results of genetic testing must be submitted);
and

2. 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

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

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

5. Prescriber must verify the member will not take Zavesca® concurrently
with another therapy for GD1; and

6. A quantity limit of 90 capsules per 30 days will apply; and
7. 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 1 year if
the member is responding well to treatment.

Utilization Details of Lysosomal Storage Disease Medications: Fiscal Year
2023

Pharmacy Claims

PRODUCT
UTILIZED

TOTAL
CLAIMS

TOTAL
MEMBERS

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

ELAPRASE INJ 6MG/3ML 34 3 $962,394.43 $28,305.72 11.33 26.52%

GALAFOLD CAP 123MG 32 3 $906,063.12 $28,314.47 10.67 24.97%

FABRAZYME INJ 5MG 24 1 $222,764.31 $9,281.85 24 6.14%

CEREZYME INJ 400 UNIT 21 3 $960,008.25 $45,714.68 7 26.45%

VPRIV INJ 400 UNIT 13 1 $336,576.27 $25,890.48 13 9.27%

MIGLUSTAT CAP 100MG 10 1 $241,190.90 $24,119.09 10 6.65%

TOTAL 134 12* $3,628,997.28 $27,082.07 11.17 100%

Costs do not reflect rebated prices or net costs.
*Total number of unduplicated utilizing members.
CAP = capsule; INJ = injection
Fiscal Year 2023 = 07/01/2022 to 06/30/2023



Medical Claims

PRODUCT
UTILIZED

TOTAL
CLAIMS+

TOTAL
MEMBERS*

TOTAL
COST

COST/
CLAIM

CLAIMS/
MEMBER

%
COST

VPRIV INJ J3385 46 2 $577,660.68 $12,557.84 23 31.57%

LUMIZYME INJ J0221 44 1 $669,570.65 $15,217.51 44 36.59%

FABRAZYME INJ J0180 33 2 $579,695.00 $17,566.52 16.5 31.68%

XENPOZYME INJ J0218 1 1 $3,028.24 $3,028.24 1 0.17%

TOTAL 124 6 $1,829,954.57 $14,757.70 20.67 100%

Costs do not reflect rebated prices or net costs.
+Total number of unduplicated claims.
*Total number of unduplicated utilizing members.
INJ = injection
Fiscal Year 2023 = 07/01/2022 to 06/30/2023

1 U.S. Food and Drug Administration (FDA). Orange Book: Approved Drug Products with Therapeutic
Equivalence Evaluations. Available online at: https://www.accessdata.fda.gov/scripts/cder/ob/. Last
revised 11/2023. Last accessed 11/10/2023.
2 Chiesi Global Rare Diseases. Chiesi Global Rare Diseases and Protalix BioTherapeutics Announce FDA
Approval of Elfabrio® (Pegunigalsidase Alfa-iwxj) for the Treatment of Fabry Disease. Available online at:
https://protalixbiotherapeutics.gcs-web.com/news-releases/news-release-details/chiesi-global-rare-
diseases-and-protalix-biotherapeutics-1. Issued 05/10/2023. Last accessed 11/10/2023.
3 Amicus Therapeutics, Inc. Amicus Therapeutics Announces FDA Approval and Launch of New
Treatment for Pompe Disease. Available online at: https://ir.amicusrx.com/news-releases/news-release-
details/amicus-therapeutics-announces-fda-approval-and-launch-new. Issued 09/28/2023. Last
accessed 11/10/2023.
4 Elfabrio® (Pegunigalsidase Alfa-iwxj) Prescribing Information. Chiesi USA, Inc. Available online at:
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761161s000lbl.pdf. Last revised 05/2023. Last
accessed 11/10/2023.
5 Opfolda™ (Miglustat) Prescribing Information. Amicus Therapeutics, Inc. Available online at:
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/215211s000lbl.pdf. Last revised 09/2023. Last
accessed 11/10/2023.
6 Pombiliti™ (Cipaglucosidase Alfa-atga) Prescribing Information. Amicus Therapeutics, Inc. Available
online at: https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/761204s000lbl.pdf. Last revised
09/2023. Last accessed 11/10/2023.
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U.S. Food and Drug Administration (FDA) and Drug
Enforcement Administration (DEA) Updates*
*Additional information, including the full news release, on the following FDA and DEA updates can be found on
the FDA website at: https://www.fda.gov/news-events/fda-newsroom/press-announcements.

FDA NEWS RELEASE
For Immediate Release: November 27, 2023
FDA Approves First Therapy for Rare Type of Non-Cancerous Tumors

The FDA approved Ogsiveo™ (nirogacestat) tablets for adult patients with
progressing desmoid tumors who require systemic treatment. Ogsiveo™ is the first drug
to be approved for the treatment of patients with desmoid tumors, a rare subtype of soft
tissue sarcomas.

The effectiveness of Ogsiveo™ was evaluated in an international, multicenter,
randomized, double-blind, placebo-controlled trial in 142 adult patients with progressing
desmoid tumors not amenable to surgery. Patients were randomized to receive 150mg of
Ogsiveo™ or placebo orally, twice daily, until disease progression or unacceptable toxicity.
The main efficacy outcome measure was progression-free survival. Objective response
rate (a measure of tumor shrinkage) was an additional efficacy outcome measure.

The pivotal clinical trial demonstrated that Ogsiveo™ provided clinically meaningful
and statistically significant improvement in progression-free survival compared to
placebo. Additionally, the objective response rate was also statistically different between
the 2 arms with a response rate of 41% in the Ogsiveo™ arm and 8% in the placebo arm.
The progression-free survival results were also supported by an assessment of patient-
reported pain favoring the Ogsiveo™ arm.

The most common side effects seen in at least 15% of the patients in the trial were
diarrhea, ovarian toxicity, rash, nausea, fatigue, stomatitis, headache, abdominal pain,
cough, alopecia, upper respiratory tract infection, and dyspnea.

The FDA granted the approval of Ogsiveo™ to SpringWorks Therapeutics Inc.

FDA NEWS RELEASE
For Immediate Release: November 09, 2023
FDA Approves First Vaccine to Prevent Disease Caused by Chikungunya Virus

The FDA approved Ixchiq®, the first chikungunya vaccine. Ixchiq® is approved for
individuals 18 years of age and older who are at increased risk of exposure to chikungunya
virus.

Ixchiq® is administered as a single-dose intramuscular (IM) injection. It contains a
live, weakened version of the chikungunya virus and may cause symptoms in the vaccine
recipient similar to those experienced by people who have chikungunya disease.

The safety of Ixchiq® was evaluated in 2 clinical studies conducted in North America
in which about 3,500 participants 18 years of age and older received a dose of the vaccine
with 1 study including about 1,000 participants who received a placebo. The most
commonly reported side effects by vaccine recipients were headache, fatigue, muscle
pain, joint pain, fever, nausea, and tenderness at the injection site.

In addition, although not commonly reported, severe chikungunya-like adverse
reactions that prevented daily activity and/or required medical intervention occurred in
1.6% of Ixchiq® recipients and none of the placebo recipients. Two recipients with severe
chikungunya-like adverse reactions were hospitalized. In addition, some recipients had
prolonged chikungunya-like adverse reactions that lasted for at least 30 days. The



Prescribing Inform ation includes a warning to inform that the vaccine may cause severe
or prolonged chikungunya-like adverse reactions.

The FDA is requiring the company to conduct a postmarketing study to assess the
serious risk of severe chikungunya-like adverse reactions following administration of
Ixchiq®.

The FDA granted approval of Ixchiq® to Valneva Austria GmbH.

FDA NEWS RELEASE
For Immediate Release: November 09, 2023
FDA Approves First Treatment for Patients with Rare Inherited Blood Clotting
Disorder

The FDA approved Adzynma, the first recombinant protein product indicated for
prophylactic or on-demand enzyme replacement therapy (ERT) in adult and pediatric
patients with congenital thrombotic thrombocytopenic purpura (cTTP).

Treatment for cTTP typically involves prophylactic plasma-based therapy for
individuals with chronic disease to reduce the risk of clotting/bleeding by replenishing
the absent/low ADAMTS13 enzyme. Adzynma is a purified recombinant form of the
ADAMTS13 enzyme that works by providing a replacement for the low levels of the
deficient enzyme in patients with cTTP used as prophylaxis to reduce the risk of disease
symptoms or as treatment for an acute event. Adzynma is administered intravenously
once every other week for prophylactic ERT, and once daily for on-demand ERT.
The safety and effectiveness of Adzynma were demonstrated in a global study evaluating
prophylactic and on-demand ERT with Adzynma compared to plasma-based therapies in
patients with cTTP.

The efficacy of Adzynma in the prophylactic treatment of patients with cTTP was
evaluated in 46 patients who were randomized to receive 6 months of treatment with
either Adzynma or plasma-based therapies (Period 1), then crossed over to the other
treatment for 6 months (Period 2). The efficacy was demonstrated based on the incidence
of thrombotic thrombocytopenic purpura (TTP) events and TTP manifestations, as well as
the incidence of the need for supplemental doses. The efficacy of on-demand ERT was
evaluated based on the proportion of acute TTP events responding to Adzynma in both
the prophylactic and the on-demand cohorts throughout the duration of the study. All
acute and subacute TTP events resolved after treatment with either Adzynma or plasma-
based therapies.

The most common side effects associated with Adzynma include headache,
diarrhea, migraine, abdominal pain, nausea, upper respiratory tract infection, dizziness
and vomiting. During the clinical studies, no adverse events, including allergic reactions,
were observed during the administration of Adzynma.

The application was awarded a Rare Pediatric Disease Priority Review Voucher, and
granted Priority Review, Fast Track and Orphan designations.

The FDA granted approval of Adzynma to Takeda Pharmaceuticals U.S.A. Inc.



Current Drug Shortages Index (as of November 29, 2023):

The information provided in this section is provided voluntarily to the FDA by
manufacturers and is not specific to Oklahoma. Additional information regarding drug
shortages can be found on the FDA website at:
https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm.

Albuterol Sulfate Solution Cu rrently in Shortage

Alprostadil Suppository Cu rrently in Shortage

Amifostine Injection, Powder, Lyophilized, For Solution Cu rrently in Shortage

Amino Acid Injection Cu rrently in Shortage

Amoxapine Tablet Cu rrently in Shortage

Amoxicillin Powder, For Suspension Cu rrently in Shortage

Amphetamine Aspartate Monohydrate, Amphetamine Sulfate,
Dextroamphetamine Saccharate, Dextroamphetamine Sulfate Tablet

Cu rrently in Shortage

Atropa Belladonna, Opium Suppository Cu rrently in Shortage

Atropine Sulfate Injection Cu rrently in Shortage

Azacitidine Injection Cu rrently in Shortage

Azacitidine Injection, Powder, Lyophilized, For Solution Cu rrently in Shortage

Bazedoxifene Acetate, Estrogens, Conjugated Tablet, Film Coated Cu rrently in Shortage

Bumetanide Injection Cu rrently in Shortage

Bupivacaine Hydrochloride Injection Cu rrently in Shortage

Bupivacaine Hydrochloride, Epinephrine Bitartrate Injection, Solution Cu rrently in Shortage

Capecitabine Tablet Cu rrently in Shortage

Carboplatin Injection, Solution Cu rrently in Shortage

Cefixime Capsule Cu rrently in Shortage

Cefotaxime Sodium Injection Cu rrently in Shortage

Cefotetan Disodium Injection Cu rrently in Shortage

Cefotetan Disodium Injection, Powder, For Solution Cu rrently in Shortage

Chloramphenicol Sodium Succinate Injection, Powder, Lyophilized, For
Solution

Cu rrently in Shortage

Chloroprocaine Hydrochloride Injection Cu rrently in Shortage

Chloroprocaine Hydrochloride Injection, Solution Cu rrently in Shortage

Cisplatin Injection Cu rrently in Shortage

Clindamycin Phosphate Injection Cu rrently in Shortage

Clindamycin Phosphate Injection, Solution Cu rrently in Shortage

Clonazepam Tablet Cu rrently in Shortage

Collagenase Clostridium Histolyticum Ointment Cu rrently in Shortage

Conivaptan Hydrochloride Injection, Solution Cu rrently in Shortage

Cromolyn Sodium Concentrate Cu rrently in Shortage

Cyclopentolate Hydrochloride Ophthalmic Solution Cu rrently in Shortage

Cyclopentolate Hydrochloride, Phenylephrine Hydrochloride Ophthalmic
Solution

Cu rrently in Shortage

Cytarabine Injection, Solution Cu rrently in Shortage

Dacarbazine Injection Cu rrently in Shortage

Desmopressin Acetate Spray Cu rrently in Shortage



Dexamethasone Sodium Phosphate Injection Cu rrently in Shortage

Dexmedetomidine Hydrochloride Injection Cu rrently in Shortage

Dextrose Monohydrate Injection Cu rrently in Shortage

Dextrose Monohydrate Injection, Solution Cu rrently in Shortage

Dextrose Monohydrate, Lidocaine Hydrochloride Anhydrous Injection,
Solution

Cu rrently in Shortage

Diazepam Gel Cu rrently in Shortage

Difluprednate Emulsion Cu rrently in Shortage

Digoxin Injection Cu rrently in Shortage

Digoxin Injection, Solution Cu rrently in Shortage

Diltiazem Hydrochloride Injection Cu rrently in Shortage

Dimercaprol Injection Cu rrently in Shortage

Disopyramide Phosphate Capsule Cu rrently in Shortage

Dobutamine Hydrochloride Injection Cu rrently in Shortage

Dopamine Hydrochloride Injection Cu rrently in Shortage

Dopamine Hydrochloride Injection, Solution Cu rrently in Shortage

Dulaglutide Injection, Solution Cu rrently in Shortage

Echothiophate Iodide Ophthalmic Solution Cu rrently in Shortage

Edetate Calcium Disodium Injection Cu rrently in Shortage

Enalaprilat Injection Cu rrently in Shortage

Epinephrine Bitartrate, Lidocaine Hydrochloride Injection Cu rrently in Shortage

Epinephrine Injection Cu rrently in Shortage

Erythromycin Ointment Cu rrently in Shortage

Etomidate Injection Cu rrently in Shortage

Fentanyl Citrate Injection Cu rrently in Shortage

Fluconazole Injection Cu rrently in Shortage

Fludarabine Phosphate Injection Cu rrently in Shortage

Fluorescein Sodium Injection Cu rrently in Shortage

Flurazepam Hydrochloride Capsule Cu rrently in Shortage

Furosemide Injection Cu rrently in Shortage

Gentamicin Sulfate Injection Cu rrently in Shortage

Guanfacine Hydrochloride Tablet Cu rrently in Shortage

Heparin Sodium Injection Cu rrently in Shortage

Heparin Sodium Injection, Solution Cu rrently in Shortage

Hydrocortisone Sodium Succinate Injection, Powder, For Solution Cu rrently in Shortage

Hydromorphone Hydrochloride Injection Cu rrently in Shortage

Hydromorphone Hydrochloride Injection, Solution Cu rrently in Shortage

Hydroxypropyl Cellulose (1600000 Wamw) Insert Cu rrently in Shortage

I.V. Fat Emulsion Cu rrently in Shortage

Indigotindisulfonate Sodium Injection Cu rrently in Shortage

Isoniazid Tablet Cu rrently in Shortage

Ketamine Hydrochloride Injection Cu rrently in Shortage

Ketorolac Tromethamine Injection Cu rrently in Shortage

Ketorolac Tromethamine Tablet, Film Coated Cu rrently in Shortage



Leucovorin Calcium Injection Cu rrently in Shortage

Lidocaine Hydrochloride Injection Cu rrently in Shortage

Lidocaine Hydrochloride Injection, Solution Cu rrently in Shortage

Lidocaine Hydrochloride Solution Cu rrently in Shortage

Liraglutide Injection, Solution Cu rrently in Shortage

Lisdexamfetamine Dimesylate Capsule Cu rrently in Shortage

Lisdexamfetamine Dimesylate Tablet, Chewable Cu rrently in Shortage

Lorazepam Injection Cu rrently in Shortage

Lutetium Lu-177 Vipivotide Tetraxetan Injection, Solution Cu rrently in Shortage

Mannitol Injection Cu rrently in Shortage

Mannitol Injection, Solution Cu rrently in Shortage

Mepivacaine Hydrochloride Injection, Solution Cu rrently in Shortage

Methamphetamine Hydrochloride Tablet Cu rrently in Shortage

Methotrexate Sodium Injection Cu rrently in Shortage

Methotrexate Sodium Injection, Solution Cu rrently in Shortage

Methotrexate Sodium Tablet Cu rrently in Shortage

Methyldopa Tablet, Film Coated Cu rrently in Shortage

Methylphenidate Hydrochloride Tablet Cu rrently in Shortage

Methylphenidate Hydrochloride Tablet, Extended Release Cu rrently in Shortage

Methylprednisolone Acetate Injection, Suspension Cu rrently in Shortage

Metronidazole Injection Cu rrently in Shortage

Midazolam Hydrochloride Injection Cu rrently in Shortage

Midazolam Hydrochloride Injection, Solution Cu rrently in Shortage

Morphine Sulfate Injection Cu rrently in Shortage

Multi-Vitamin Infusion (Adult and Pediatric) Injection Cu rrently in Shortage

Neomycin Sulfate Tablet Cu rrently in Shortage

Nitroglycerin Injectable Cu rrently in Shortage

Nizatidine Capsule Cu rrently in Shortage

Oxybutynin Chloride Syrup Cu rrently in Shortage

Parathyroid Hormone Injection Cu rrently in Shortage

Penicillin G Benzathine Injection, Suspension Cu rrently in Shortage

Physostigmine Salicylate Injection Cu rrently in Shortage

Potassium Acetate Injection, Solution, Concentrate Cu rrently in Shortage

Potassium Chloride Injection Cu rrently in Shortage

Potassium Chloride Injection, Solution Cu rrently in Shortage

Quinapril Hydrochloride Tablet Cu rrently in Shortage

Quinapril/Hydrochlorothiazide Tablet Cu rrently in Shortage

Remifentanil Hydrochloride Injection Cu rrently in Shortage

Remifentanil Hydrochloride Injection, Powder, Lyophilized, For Solution Cu rrently in Shortage

Rifampin Capsule Cu rrently in Shortage

Rifampin Injection, Powder, Lyophilized, For Solution Cu rrently in Shortage

Rifapentine Tablet, Film Coated Cu rrently in Shortage

Rocuronium Bromide Injection Cu rrently in Shortage



Rocuronium Bromide Injection, Solution Cu rrently in Shortage

Rocuronium Bromide Solution Cu rrently in Shortage

Ropivacaine Hydrochloride Injection Cu rrently in Shortage

Ropivacaine Hydrochloride Injection, Solution Cu rrently in Shortage

Semaglutide Injection, Solution Cu rrently in Shortage

Sodium Acetate Injection Cu rrently in Shortage

Sodium Bicarbonate Injection Cu rrently in Shortage

Sodium Chloride 0.9% Injection Cu rrently in Shortage

Sodium Chloride 14.6% Injection Cu rrently in Shortage

Sodium Chloride 23.4% Injection Cu rrently in Shortage

Sodium Chloride Injection Cu rrently in Shortage

Sodium Chloride Irrigant Cu rrently in Shortage

Sodium Phosphate, Dibasic, Anhydrous, Sodium Phosphate, Monobasic,
Monohydrate Injection, Solution

Cu rrently in Shortage

Somatropin Injection Cu rrently in Shortage

Somatropin Injection, Solution Cu rrently in Shortage

Streptozocin Powder, For Solution Cu rrently in Shortage

Sucralfate Tablet Cu rrently in Shortage

Sufentanil Citrate Injection Cu rrently in Shortage

Sulfasalazine Tablet Cu rrently in Shortage

Tirzepatide Injection Cu rrently in Shortage

Triamcinolone Acetonide Injection, Suspension Cu rrently in Shortage

Triamcinolone Hexacetonide Injection, Suspension Cu rrently in Shortage

Trimethobenzamide Hydrochloride Capsule Cu rrently in Shortage

Valproate Sodium Injection Cu rrently in Shortage

Vecuronium Bromide Injection, Powder, Lyophilized, For Solution Cu rrently in Shortage

Vinblastine Sulfate Injection Cu rrently in Shortage

Water Injection Cu rrently in Shortage

Water Irrigant Cu rrently in Shortage


