Print Annual Reviews for Fiscal Year 2020

Count | Category/Medication
1. Actinic Keratosis Medications
2. Aldurazyme® (Iduronidase)/Naglazyme® (Galsulfase)
3. Alpha;-Proteinase Inhibitors
4. Amyotrophic Lateral Sclerosis (ALS) Medications
5. Antifungal Medications (Systemic)
6. Antihistamine Medications (Oral)
7. Anti-Parasitic Medications
8. Arcalyst® (Rilonacept)
9. Benign Prostatic Hyperplasia (BPH) Medications
10. Benzodiazepine Medications
1. Botulinum Toxins
12. Bowel Preparation Medications
13. Brineura® (Cerliponase Alfa)
14. Butalbital Medications
15. Carbaglu® (Carglumic Acid)
16. Cholbam® (Cholic Acid)
17. Chorionic Gonadotropin Medications
18. Corticosteroid Special Formulations
19. Defitelio® (Defibrotide)
20. Elaprase® (Idursulfase)
21. Erythropoiesis-Stimulating Agents (ESAS)
22. Fabry Disease Medications
23. Fibromyalgia Medications
24, Gamifant® (Emapalumab)
25. Gattex® [Teduglutide (rDNA Origin)]
26. Gaucher Disease Medications
27. Gout Medications
28. H.P. Acthar® Gel (Repository Corticotropin Injection)
29. Hyperkalemia Medications
30. Idiopathic Pulmonary Fibrosis (IPF) Medications
3. Inhaled Anti-Infective Medications
32. Injectable and Vaginal Progesterone Products
33. Insomnia Medications
34, Iron Chelating Agents
35. Jynarque® (Tolvaptan)
36. Kanuma® (Sebelipase Alfa)
37. Keveyis® (Dichlorphenamide)
38. Leukotriene Modulators
39. Lidocaine Topical Products
40. Lumizyme® (Alglucosidase Alfa)
41. Luxturna® (Voretigene Neparvovec-rzyl)




Count | Category/Medication
42, Mepsevii® (Vestronidase Alfa-vjbk)
43. Mozobil® (Plerixafor)
44, Muscle Relaxant Medications
45, Myalept® (Metreleptin)
46. Mytesi® (Crofelemer)
47. Naloxone Medications
48. Nasal Allergy Medications
49, Northera® (Droxidopa)
50. Nuedexta® (Dextromethorphan/Quinidine)
51. Ocaliva® (Obeticholic Acid)
52. Ophthalmic Allergy Medications
53. Ophthalmic Antibiotic Medications
54. Otic Anti-Infective Medications
55. Pancreatic Enzymes
56. Parathyroid Medications
57. Pediculicide Medications
58. Phenylketonuria Medications
59. Phosphate Binders
60. Prenatal Vitamins
61. Procysbi® (Cysteamine Bitartrate)
62. Pulmonary Hypertension Medications
63. Qbrexza™ (Glycopyrronium)
64. Qualagquin® (quinine sulfate)
65. Ravicti® (Glycerol Phenylbutyrate)
66. Revcovi™ (Elapegademase-Ivir)
67. Short-Acting Beta, Agonists (SABAS)
68. Smoking Cessation
69. Strensig® (Asfotase Alfa)
70. Sylvant® (Siltuximab)
71. Symlin® (Pramlintide)
72. Testosterone Products
73. Topical Antibiotic Products
74. Topical Antifungal Products
75. Vasomotor Symptom Medications
76. Vesicular Monoamine Transporter 2 (VMAT?2) Inhibitor Medications
77. Vimizim® (Elosulfase Alfa)
78. Xgeva® (Denosumab)
79. Xiaflex® (Collagenase Clostridium Histolyticum)
80. Xuriden® (Uridine Triacetate)
81. Zinplava™ (Bezlotoxumab)

Fiscal Year 2020 = July 1, 2019 — June 30, 2020

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




Fiscal Year 2020 Annual Review of Actinic Keratosis
Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Carac® (Fluorouracil 0.5% Cream) Approval Criteria:

1. An FDA approved diagnosis of multiple actinic or solar keratoses of the
face and anterior scalp in adults; and

2. Carac® must be prescribed by a dermatologist or an advanced care
practitioner with a supervising physician who is a dermatologist; and

3. A patient-specific, clinically significant reason why the member cannot
use fluorouracil 5% cream, fluorouracil 5% solution, or fluorouracil 2%
solution must be provided.

Picato® (Ingenol Mebutate Gel) Approval Criteria:
1. An FDA approved diagnosis of actinic keratosis (AK); and
2. Member must be 18 years of age or older; and
3. Patient-specific information must be documented on the prior
authorization form, including all of the following:
a. Number of AK lesion(s) being treated; and
b. Size of each lesion being treated; and
c. Location of lesion(s) being treated; and
4. Approval quantity and length will be based on patient-specific
information provided, in accordance with the Picato® Prescribing
Information and FDA approved dosing regimen.

Solaraze® (Diclofenac 3% Gel) Approval Criteria:
1. An FDA approved diagnosis of actinic keratosis (AK); and
2. Patient-specific information must be documented on the prior
authorization form, including all of the following:
a. Number of AK lesion(s) being treated; and
b. Size of each lesion being treated; and
c. Anticipated duration of treatment; and
3. Approval quantity and length will be based on patient-specific
information provided, in accordance with the Solaraze® Prescribing
Information and FDA approved dosing regimen.

Zyclara® (Imiquimod 2.5% and 3.75% Cream) Approval Criteria:

1. An FDA approved diagnosis of actinic keratosis (AK) of the full face or
balding scalp in immunocompetent adults or topical treatment of
external genital and perianal warts/condyloma acuminate (EGW) in
members 12 years of age and older; and



2. Member must be 12 years of age or older; and

3. Requests for a diagnosis of molluscum contagiosum in children 2 to 12
years of age will generally not be approved; and

4. A patient-specific, clinically significant reason why the member cannot
use generic imiquimod 5% cream in place of Zyclara® (imiquimod 2.5%
and 3.75% cream) must be provided.

Utilization of Actinic Keratosis Medications: Fiscal Year 2020

Comparison of Fiscal Years

Fiscal *Total Total Total Cost/ Cost/ Total
Year Members | Claims Cost Claim Day Units
$34,083.70

$32,754.90 .
% Change | -5.40% 1.20% -3.90% -5. 10% -1. 00% -4, 90% -2.30%
Change -39 1 -$1,328.80 . -$1.93 | -$0.01 -782

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Actinic Keratosis Medications
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Prior Authorization of Actinic Keratosis Medications

There were 94 prior authorization requests submitted for actinic keratosis
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.

Status of Petitions

Approved,
8, 8%

Incomplete,

29, 31% .
Denied,

57,61%

Market News and Updates

Anticipated Patent Expiration(s):’
= Carac® (fluorouracil 0.5% cream): June 2021
= Tolak® (fluorouracil 4% cream): July 2023
=  Zyclara® (imiquimod 2.5% and 3.75% cream): December 2029
= Picato® (ingenol mebutate gel): May 2033

Recommendations

The College of Pharmacy does not recommend any changes to the current
actinic keratosis medications prior authorization criteria at this time.

1U.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 08/2020. Last accessed 08/31/2020.



http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

Utilization Details of Actinic Keratosis Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILZIED CLAIMS MEMBERS COST CLAIM MEMBER COST
IMIQUIMOD PRODUCTS
IMIQUIMOD CRE 5% 81 599 $23,53113 $29.01 135 71.84%
IMIQUIMOD CRE 3.75% 2 2 $223824  $1119.2 1.00 6.83%

SUBTOTAL 813 601 $25,769.37 $31.70 1.35 78.67%

FLUOROURACIL PRODUCTS
FLUOROURACIL CRE 5% 90 78 $6,699.36 $74.44 115 20.45%
FLUOROURACIL SOL 5% 1 1 $70.86 $70.86 1.00 0.22%
SUBTOTAL 91 79 $6,770.22  $74.40 115 20.67%
DICLOFENAC PRODUCTS

DICLOFENAC GEL 3% 3 2 $215.31 $71.77 1.5  0.66%
SUBTOTAL 3 2 $215.31 $71.77 1.5 0.66%

TOTAL 907 680* $32,754.90 $36.11 1.33 100%

CRE = cream; SOL = solution

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2019 to 06/30/2020




Fiscal Year 2020 Annual Review of Aldurazyme®
(Laronidase) and Naglazyme® (Galsulfase)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Aldurazyme® (Laronidase) Approval Criteria:

1.

An FDA approved diagnosis of Hurler, Hurler-Scheie, or Scheie

syndrome (mucopolysaccharidosis type |; MPS 1) 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
For Scheie syndrome, the provider must document that the member
has moderate-to-severe symptoms; and
Aldurazyme® must be administered by a health care professional
prepared to manage anaphylaxis; and
Initial approvals will be for the duration of 6 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment; and
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.

2.

3.

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
Naglazyme® must be administered by a health care professional
prepared to manage anaphylaxis; and
Initial approvals will be for the duration of 6 months. Reauthorization
may be granted if the prescriber documents the member is responding
well to treatment; and
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.



Utilization of Aldurazyme® (Laronidase) and Naglazyme® (Galsulfase):
Fiscal Year 2020

There was no SoonerCare utilization of Aldurazyme® (laronidase) or
Naglazyme® (galsulfase) during fiscal year 2020 (07/01/2019 to 06/30/2020).

Prior Authorization of Aldurazyme® (Laronidase) and Naglazyme®
(Galsulfase)

There were no prior authorization requests submitted for Aldurazyme®
(laronidase) or Naglazyme® (galsulfase) during fiscal year 2020.

Recommendations

The College of Pharmacy does not recommend any changes to the current
Aldurazyme® (laronidase) and Naglazyme® (galsulfase) prior authorization
criteria at this time.



Fiscal Year 2020 Annual Review of Alpha:;-Proteinase
Inhibitors

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Aralast NP®, Glassia®, and Zemaira® [Alpha;-Proteinase Inhibitor (Human)]
Approval Criteria:

1.

An FDA approved indication for augmentation and maintenance
therapy of members 18 years of age or older with severe hereditary
deficiency of alphaj-antitrypsin (AAT) with clinical evidence of
emphysema; and

Diagnosis confirmed by all of the following:

a. Genetic confirmation of PizZ, PiZ(null), or Pi(null, null) phenotype
alphas-antitrypsin deficiency (AATD) or other alleles determined to
increase the risk of AATD; and

b. Serum levels of AAT <11lumol/L; and

c. Documented emphysema with airflow obstruction; and

Prescriber must document that member’s forced expiratory volume in 1
second (FEV4) is <65% predicted; and

Must be prescribed by a pulmonary disease specialist (or an advanced
care practitioner with a supervising physician who is a pulmonary
disease specialist); and

The prescriber must verify the member is a non-smoker; and

The prescriber must verify the member does not have antibodies to
IgA; and

A patient-specific, clinically significant reason why the member cannot
use Prolastin®-C or Prolastin®-C Liquid must be provided; and

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.

Prolastin®-C Liquid and Prolastin®-C [Alpha;-Proteinase Inhibitor (Human)]
Approval Criteria:

1.

2.

An FDA approved indication for augmentation and maintenance

therapy of members 18 years of age or older with severe hereditary

deficiency of alphay-antitrypsin (AAT) with clinical evidence of

emphysema; and

Diagnosis confirmed by all of the following:

a. Genetic confirmation of PiZZ, PiZ(null), or Pi(null, null) phenotype

alphas-antitrypsin deficiency (AATD) or other alleles determined to
increase risk of AATD; and



b. Serum levels of AAT <1lumol/L; and
c. Documented emphysema with airflow obstruction; and
3. Prescriber must document that member's forced expiratory volume in 1
second (FEV,) is <65% predicted; and
4. Must be prescribed by a pulmonary disease specialist (or an advanced
care practitioner with a supervising physician who is a pulmonary
disease specialist); and
5. The prescriber must verify the member is a non-smoker; and
6. The prescriber must verify the member does not have antibodies to
IgA; 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.

Utilization of Alpha:;-Proteinase Inhibitors: Fiscal Year 2020

Comparison of Fiscal Years

Fiscal | *Total Total Total |  Total
Year Members Claims Units Days

| 2019 | 8 | 55| $434,721.42 | $7,904.03 | $28229 | 957,656 | 1540 |
| 2020 3| 33| $229942.88 | $6,967.97 | $248.86 | 498184 924 |
-40.00% -47.10% | -1.80% | -48.00% | -40.00% |
Change | -5 -22 | -$204,778.54 | -459,472 | -616

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

= There were no paid medical claims for alpha;-proteinase inhibitors
during fiscal year 2020.
Demographics of Members Utilizing Alpha;-Proteinase Inhibitors
= Due to the limited number of members utilizing alphas-proteinase
inhibitors, detailed demographic information could not be provided.
Top Prescriber Specialties of Alpha:;-Proteinase Inhibitors
by Number of Claims

= The only prescriber specialty listed on paid pharmacy claims for alphas-
proteinase inhibitors during fiscal year 2020 was pulmonary disease
specialist.

Prior Authorization of Alpha;-Proteinase Inhibitors

There were 11 prior authorization requests submitted for alphas-proteinase
inhibitors during fiscal year 2020. The following chart shows the status of the
submitted petitions for fiscal year 2020.



Status of Petitions

Approved,

5, 45%
Incomplete,

6, 55%

Recommendations

The College of Pharmacy does not recommend any changes to the current
alphar-proteinase inhibitors prior authorization criteria at this time.

Utilization Details of Alpha;-Proteinase Inhibitors: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST

PROLASTIN-C INJ 1,000MG 2  $153906.97 $7,695.35 10 66.93%
GLASSIA INJ 1,000MG 1 $76,03591 $5,848.92 13 33.07%
3* $229,942.88 $6,967.97

INJ = injection

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020



Fiscal Year 2020 Annual Review of Amyotrophic Lateral
Sclerosis (ALS) Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Exservan™ (Riluzole Oral Film) and Tiglutik® (Riluzole Oral Suspension)
Approval Criteria:
1. An FDA approved diagnosis of amyotrophic lateral sclerosis (ALS); and
2. A patient-specific, clinically significant reason why the member cannot
use riluzole tablets, even when tablets are crushed, must be provided,;
and
3. The following quantity limits apply:
a. A quantity limit of 2 filmns per day or 60 films per 30 days will apply
for Exservan™; or
b. A quantity limit of 20mL per day or 600mL per 30 days will apply for
Tiglutik®.

Radicava® (Edaravone) Approval Criteria:
1. An FDA approved diagnosis of amyotrophic lateral sclerosis (ALS); and
2. Member must have been evaluated by a physician specializing in the
treatment of ALS within the last 3 months; and
3. Disease duration of 2 years or less (for initial approval); and
a. A prior authorization request with patient-specific information may
be submitted for consideration of edaravone for members with
disease duration >2 years, including but not limited to disease
progression, specific symptoms related to the disease, activities of
daily living currently affected by the disease, or prognosis; and
4. Approvals will be for the duration of 6 months. For each subsequent
approval, the prescriber must document that the member is
responding to the medication, as indicated by a slower progression in
symptoms and/or slower decline in quality of life compared to the
typical ALS disease progression.



Utilization of ALS Medications: Fiscal Year 2020

Comparison of Fiscal Years: Pharmacy Claims

Year Members Claims Cost Claim Day Unlts Days
2019* 14 $1,253.86 $89.56 $2.99 420
2020 30 $51,946.87 $1,731.56 $58.24 10 360 892

Change | 3| 16| $50,693.01 $1,642.00 | _$5525| 9520 472

*Total number of unduplicated utilizing members.

*All paid claims in fiscal year 2019 were for generic riluzole 50mg oral tablets which are available without
prior authorization.

Costs do not reflect rebated prices or net costs.

Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Comparison of Fiscal Years: Medical Claims

= There were no medical claims for Radicava® (edaravone) during fiscal
year 2019 or fiscal year 2020.

Demographics of Members Utilizing ALS Medications

= There were 5 uniqgue members utilizing ALS medications during fiscal
year 2020. Due to the limited number of members utilizing ALS
medications, detailed demographic information could not be provided.

Top Prescriber Specialties of ALS Medications by Number of Claims
0] 5 10 15 20

Neurologist —
Family Practitioner |—

Prior Authorization of ALS Medications

There were 3 prior authorization requests submitted for 2 unique members
for ALS medications during fiscal year 2020. The following chart shows the
status of the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
1, 33%

Approved,
2,67%




Market News and Updates

Anticipated Patent Expiration(s):2
» Radicava® (edaravone): November 2020; however, the exclusivity period
for the treatment of ALS expires May 2024
= Exservan™ (riluzole oral film): April 2024
= Tiglutik® (riluzole oral suspension): March 2029

Pipeline:

= AMXO0035: Amylyx Pharmaceuticals is developing AMX0035 for the
treatment of ALS. AMXO0035 contains a co-formulation of 2 active
compounds, sodium phenylbutyrate and taurursodiol, designed to
target pathways originating in the mitochondria and endoplasmic
reticulum leading to neuronal death and degradation. In October 2020,
Amylyx announced the publication of survival data from the Phase 2/3
CENTAUR study. The time to all-cause mortality was assessed for up to
35 months after randomization. The study results showed a 44% risk
reduction in death in patients treated with AMX0035 compared to
placebo. Amylyx is currently conducting an open label extension study
(CENTAUR-OLE) with an estimated completion date of January 2021.34

= BIIB067 (Tofersen): Biogen is developing BIIBO67 for the treatment of
superoxide dismutase 1 (SODI) ALS, a rare genetic form of ALS. The
SOD1 mutation may be responsible for approximately 2% of all ALS
cases. BIIBO67 is an antisense oligonucleotide that binds to SODI
MRNA, leading to its degradation and reduced synthesis of SOD]
protein. In July 2020, Biogen announced the publication of positive
results in The New England Journal of Medicine from the Phase 1/2
study of BIIBO67 and is currently conducting the Phase 3 VALOR study
in adults with ALS with a confirmed SOD1 mutation.>®

» Masitinib: AB Science is developing masitinib for the treatment of ALS
in combination with riluzole. Masitinib is an orally-administered
selective tyrosine kinase inhibitor that modulates the activity of mast

2U.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/index.cfm.
Last revised 11/2020. Last Accessed 11/30/2020.

3 Amylyx Pharmaceuticals, Inc. Amylyx Pipeline. Available online at: https://www.amylyx.com/pipeline.
Last accessed 12/01/2020.

“ Amylyx Pharmaceuticals, Inc. Amylyx Pharmaceuticals Announces Publication of CENTAUR Survival
Data Demonstrating Statistically Significant Survival Benefit of AMX0035 for People with ALS. Available
online at: https://www.amylyx.com/2020/10/16/amylyx-pharmaceuticals-announces-publication-of-
centaur-survival-data-demonstrating-statistically-significant-survival-benefit-of-amx0035-for-people-
with-als/. Issued 10/16/2020. Last accessed 12/01/2020.

5 Biogen, Inc. Biogen Pipeline. Available online at: https://www.biogen.com/en_us/pipeline.html. Last
accessed 12/01/2020.

6 Biogen, Inc. The New England Journal of Medicine Publishes Final Results from Phase 1/2 Study of
Tofersen for a Genetic Form of ALS. Available online at: https://investors.biogen.com/news-
releases/news-release-details/new-england-journal-medicine-publishes-final-results-phase-12. Issued
07/08/2020. Last accessed 12/01/2020.



https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://www.amylyx.com/pipeline
https://www.amylyx.com/2020/10/16/amylyx-pharmaceuticals-announces-publication-of-centaur-survival-data-demonstrating-statistically-significant-survival-benefit-of-amx0035-for-people-with-als/
https://www.amylyx.com/2020/10/16/amylyx-pharmaceuticals-announces-publication-of-centaur-survival-data-demonstrating-statistically-significant-survival-benefit-of-amx0035-for-people-with-als/
https://www.amylyx.com/2020/10/16/amylyx-pharmaceuticals-announces-publication-of-centaur-survival-data-demonstrating-statistically-significant-survival-benefit-of-amx0035-for-people-with-als/
https://www.biogen.com/en_us/pipeline.html
https://investors.biogen.com/news-releases/news-release-details/new-england-journal-medicine-publishes-final-results-phase-12
https://investors.biogen.com/news-releases/news-release-details/new-england-journal-medicine-publishes-final-results-phase-12

cells and microglia. In ALS, masitinib is thought to have a
neuroprotective effect in both the peripheral and central nervous
system by slowing microglial-related disease progression, reducing
neuro-inflammmation, and modulating the neuronal microenvironment.
Positive results from a Phase 2B/3 study were previously published in
July 2019 showing patients who received masitinib + riluzole had a
statistically-significant slower decline in the ALS functional rating scale-
revised (ALSFRS-R) from baseline compared to patients receiving
placebo + riluzole at week 48. A confirmatory Phase 3 study is ongoing
and will enroll patients at an earlier stage of disease.”®?

= NurOwn®: BrainStorm Cell Therapeutics is developing NurOwn® for
treatment of ALS. NurOwn® cells are autologous, bone marrow-derived
mesenchymal stem cells (MSCs) that have been converted ex-vivo into
MSCs which secrete high levels of neurotrophic factors (NTFs). It is
expected that these MSC-NTF cells can deliver NTFs and
immunomodulatory cytokines directly to sites of damage to ultimately
slow or stabilize disease progression in ALS. In November 2020,
BrainStorm announced topline results from a Phase 3 study in ALS
patients. In the study, NurOwn® did not meet its primary efficacy
endpoint of a 1.25 point per month improvement in post-treatment
ALSFRS-R slope compared with the pre-treatment ALSFRS-R slope.
BrainStorm plans to further evaluate these results and discuss the data
with the U.S. Food and Drug Administration (FDA) to see if there is a
path forward to support future approval of NurOwn®,on

* Ravulizumab-cwvz: Alexion is currently evaluating ravulizumab-cwvz
for the treatment of ALS. Ravulizumab-cwvz is a humanized
monoclonal antibody that inhibits the C5 protein in the terminal
complement cascade which, when activated in an uncontrolled
manner, is thought to play a role in certain rare neuromuscular
diseases. Ravulizumab-cwvz may be able to inhibit complement-
mediated damage in ALS patients. Alexion is currently enrolling

7 AB Science. AB Science Pipeline: Masitinib in Neurology. Available online at: https://www.ab-
science.com/masitinib-in-neurology/. Last accessed 12/01/2020.

8 AB Science. AB Science Pipeline: Masitinib Overview — Amyotrophic Lateral Sclerosis. Available online
at: https://www.ab-science.com/pipeline-overview/masitinib-overview/amyotrophic-lateral-sclerosis/.
Last accessed 12/01/2020.

9 AB Science. AB Science Announces the Publication of the Positive Phase 2/3 Clinical Trial with
Masitinib in ALS in the Journal Amyotrophic Lateral Sclerosis and Frontotemporal Degeneration. Globe
Newswire. Available online at: https://www.globenewswire.com/news-
release/2019/07/08/1879227/0/en/AB-Science-announces-the-publication-of-the-positive-phase-2-3-
clinical-trial-with-masitinib-in-ALS-in-the-journal-Amyotrophic-Lateral-Sclerosis-and-Frontotemporal-
Degeneration.html. Issued 07/08/2019. Last accessed 12/01/2020.

9 BrainStorm Cell Therapeutics, Inc. BrainStorm Pipeline. Available online at: https://brainstorm-
cell.com/pipeline/. Last accessed 12/01/2020.

" BrainStorm Cell Therapeutics, Inc. BrainStorm Announces Topline Results from NurOwn® Phase 3 ALS
Study. Available online at: https:/ir.brainstorm-cell.com/2020-11-17-BrainStorm-Announces-Topline-
Results-from-NurOwn-R-Phase-3-ALS-Study. Issued 11/17/2020. Last accessed 12/01/2020.
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https://www.globenewswire.com/news-release/2019/07/08/1879227/0/en/AB-Science-announces-the-publication-of-the-positive-phase-2-3-clinical-trial-with-masitinib-in-ALS-in-the-journal-Amyotrophic-Lateral-Sclerosis-and-Frontotemporal-Degeneration.html
https://brainstorm-cell.com/pipeline/
https://brainstorm-cell.com/pipeline/
https://ir.brainstorm-cell.com/2020-11-17-BrainStorm-Announces-Topline-Results-from-NurOwn-R-Phase-3-ALS-Study
https://ir.brainstorm-cell.com/2020-11-17-BrainStorm-Announces-Topline-Results-from-NurOwn-R-Phase-3-ALS-Study

patients into the Phase 3 CHAMPION-ALS study to evaluate the efficacy
and safety of ravulizumab-cwvz vs. placebo in adults with ALS disease
onset within the past 36 months. Patients will be allowed to continue
their existing ALS standard of care treatments during the study.
Ravulizumab-cwvz was previously FDA approved for the treatment of
adults with paroxysmal nocturnal hemoglobinuria (PNH) or atypical
hemolytic uremic syndrome (aHUS) and is marketed under the brand
name Ultomiris®.?5

= Reldesemtiv: Cytokinetics is developing reldesemtiv for the treatment
of ALS and spinal muscular atrophy (SMA). Reldesemtiv is a fast skeletal
muscle troponin activator (FSTA) which slows the rate of calcium
release from the regulatory troponin complex of fast skeletal muscle
fibers. Reldesemtiv is thought to increase muscle contractility by
sensitizing the sarcomere to calcium. In May 2019, Cytokinetics
announced reldesemtiv had failed to meet its primary efficacy endpoint
in the Phase 2 FORTITUDE-ALS study. Despite the non-statistically
significant results, Cytokinetics did observe some clinically-meaningful
results in post-hoc analyses and believes the results of the study
support progression of reldesemtiv in further clinical trials.*"*

Recommendations

The College of Pharmacy does not recommend any changes to the current
ALS medications prior authorization criteria at this time.

Utilization Details of ALS Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
RILUZOLE TAB 50MG 26 5 $2,186.95 $84.1 52 4.21%
RADICAVA INJ 30MG 4 1 $49,759.92  $12,439.98 4 95.79%

5%  $51,946.87 $1,731.56 6 100.00%

INJ = injection; TAB = tablet

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020

2 Alexion Pharmaceuticals, Inc. Alexion Pipeline. Available online at: https://alexion.com/our-
research/pipeline. Last accessed 12/01/2020.

3 Alexion Pharmaceuticals, Inc. Alexion Announces Planned Initiation of Pivotal Phase 3 Study of
Ultomiris® (Ravulizumab) in ALS. Available online at: https://www.biospace.com/article/releases/alexion-
announces-planned-initiation-of-pivotal-phase-3-study-of-ultomiris-ravulizumab-in-als/. Issued
01/14/2020. Last accessed 12/01/2020.

% Cytokinetics, Inc. Cytokinetics Pipeline: Reldesemtiv. Available online at:
https://cytokinetics.com/reldesemtiv/. Last accessed 12/01/2020.

> Cytokinetics, Inc. Cytokinetics Announces Results of FORTITUDE-ALS, a Phase 2 Clinical Trial of
Reldesemtiv in Patients with ALS, Presented at American Academy of Neurology Annual Meeting.
Available online at: https://ir.cytokinetics.com/news-releases/news-release-details/cytokinetics-
announces-results-fortitude-als-phase-2-clinical. Issued 05/06/2019. Last accessed 12/01/2020.
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Current Prior Authorization Criteria

Cresemba® (Isavuconazonium Sulfate) Approval Criteria:

1.

2.

An FDA approved diagnosis of 1 of the following:

a. Invasive aspergillosis; or

b. Invasive mucormycosis; and
For the treatment of invasive aspergillosis, a patient-specific, clinically
significant reason why voriconazole cannot be used must be provided.

Ketoconazole Oral Tablets Approval Criteria:

1.

INJTEN

An FDA approved indication of systemic fungal infections with 1 of the

following:

a. Blastomycosis; or

b. Coccidioidomycosis; or

c. Histoplasmosis; or

d. Chromomycosis; or

e. Paracoccidioidomycosis; and
Member is 3 years of age or older; and
Member does not have underlying hepatic disease; and
Trials with other effective oral antifungal therapies, including
fluconazole, itraconazole, and voriconazole, have failed to resolve
infection; or
Other effective oral antifungal therapies are not tolerated or potential
benefits outweigh the potential risks; and
Hepatic function tests must be done at baseline and weekly during
treatment; and
A clinical exception may apply for members with a diagnosis of
Cushing’s disease when other modalities are not available.

Noxafil® (Posaconazole) Approval Criteria:

1.

An FDA approved indication of 1 of the following:

a. Prophylaxis of invasive Aspergillus and Candida infections in high-
risk members due to being severely immunocompromised, such as
hematopoietic stem cell transplant (HSCT) recipients with graft-
versus-host disease (GVHD) or those with hematologic
malignancies with prolonged neutropenia from chemotherapy; or

b. Treatment of oropharyngeal candidiasis (OPC), including OPC
refractory (rOPC) to itraconazole and/or fluconazole; or



Treatment of invasive mucormycosis; or

Other appropriate diagnoses for which Noxafil® is not FDA approved

may be considered with submission of a manual prior authorization;
and

4. For the diagnosis of OPC, only the oral suspension may be used.

W N

Onmel® (Itraconazole Oral Tablets) Approval Criteria:
1. An FDA approved diagnosis of onychomycosis of the toenail caused by
Trichophyton rubrum or T. mentagrophytes, and
2. A patient-specific, clinically significant reason why itraconazole 100mg

oral capsules cannot be used in place of Onmel® 200mg tablets must
be provided.

Oravig® (Miconazole Buccal Tablets) Approval Criteria:
1. An FDA-approved diagnosis of oropharyngeal candidiasis in adults 18
years of age and older; and
2. Recent trials (within the last month) of the following medications at the
recommended dosing and duration of therapy:
a. Clotrimazole troches; and
b. Nystatin suspension; and
c. Fluconazole tablets; or
3. Contraindication(s) to all available alternative medications.

Tolsura™ (ltraconazole Oral Capsules) Approval Criteria:
1. An FDA approved indication of 1 of the following fungal infections in
immunocompromised and non-immunocompromised adult members:
a. Blastomycosis, pulmonary and extrapulmonary; or
b. Histoplasmosis, including chronic cavitary pulmonary disease and
disseminated, non-meningeal histoplasmosis; or
c. Aspergillosis, pulmonary and extrapulmonary, in members who are
intolerant of or who are refractory to amphotericin B therapy; and
2. A patient-specific, clinically significant reason why the member cannot

use itraconazole 100mg capsules, which are available without prior
authorization, must be provided.



Utilization of Systemic Antifungal Medications: Fiscal Year 2020

Comparison of Fiscal Years

*Total | Total Total |  Cost/ Cost/| Total
Members | Claims Cost Claim Day Units
$2,420,382.36 | $72.57 $6.51 | 1,845,365 | 372,016
$1,402,791.57 | $4321|  $3.97 | 1,675345 | 353157|
. -42.00% | -40.50% | -39.00% | -9.20% |
-888 | -$1,017,590.79 | -$29.36 | -$2.54 | -170,020

Fiscal
Year

22,646 | 32,463 |
-3.90%

2020 |
% Change |

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Systemic Antifungal Medications
6,000
5,000

4000 H Male
3,000
2000 B Female
1,000 =.

)

00-09 10-19 20-34 35-49 50-64 5+

Number of Members

Age Groups (Years)

Top Prescriber Specialties of Systemic Antifungal Medications
by Number of Claims

0 4,000 8,000 12,000

Nurse Practitioner

Family Practitioner

Physician Assistant

General Pediatrician
Obstetrician/Gynecologist
Emergency Medicine Practitioner
Internist

General Practitioner

Medical Resident In Training
Podiatrist

Prior Authorization of Systemic Antifungal Medications

There were 89 prior authorization requests submitted for systemic antifungal
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.



Status of Petitions

Denied,
20, 22%

Incomplete,
37,42%

Approved,
32,36%

Market News and Updates

Anticipated Patent Expiration(s):"
= Noxafil® (posaconazole oral suspension): April 2022
= Oravig® (miconazole buccal tablet): September 2022

= Cresemba® [isavuconazonium capsule and intravenous (IV) powder for

solution]: October 2025
= Onmel® (itraconazole tablet): October 2028
= Noxafil® (posaconazole IV solution): February 2033
= Tolsura™ (itraconazole capsule): June 2033

Recommendations

The College of Pharmacy does not recommend any changes to the current

systemic antifungal medications prior authorization criteria at this time.

Utilization Details of Systemic Antifungal Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
FLUCONAZOLE PRODUCTS
FLUCONAZOLE TAB 150MG 13,983 9,760 $174,334.06 $12.47 1.43 12.43%
FLUCONAZOLE TAB 200MG 2,101 1,473 $38,984.41 $18.56 1.43 2.78%
FLUCONAZOLE TAB 100MG 1,577 1,309 $21,074.09 $13.36 1.2 1.50%
FLUCONAZOLE SUS 40MG/ML 1,286 1,044 $47,299.35 $36.78 1.23 3.37%
FLUCONAZOLE SUS TOMG/ML 1167 1,018 $28,819.09 $24.70 115 2.05%
FLUCONAZOLE TAB 50MG 19 18 $283.06 $14.90 1.06 0.02%
FLUCONAZOLE INJ 400MG 2 2 $107.99 $54.00 1 0.01%

SUBTOTAL 20,135 14,624 $310,902.05 $15.44 1.38 22.16%
NYSTATIN PRODUCTS
NYSTATIN SUS 100,000U/ML 7,945 6,663 $145299.34 $18.29 119 10.36%

6 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 02/202]1. Last accessed 02/02/2021.



https://www.accessdata.fda.gov/scripts/cder/ob/

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %

UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST

NYSTATIN TAB 500,000U 42 22 $1,275.85 $30.38 191 0.09%

SUBTOTAL 7,987 6,685 $146,575.19 $18.35 119  10.45%

TERBINAFINE PRODUCTS
TERBINAFINE TAB 250MG 1,912 1,355 $29,238.59 $15.29 1.41 2.08%
SUBTOTAL 1,912 1,355 $29,238.59 $15.29 1.41 2.08%
GRISEOFULVIN PRODUCTS

GRISEOFULVIN SUS 125MG/5ML 1,369 1,077 $117,199.79 $85.61 127 8.35%

GRISEOFULVIN TAB MICR500MG 363 286 $84,749.67 $233.47 127 6.04%

GRISEOFULVIN TAB ULTR 250MG 107 87 $18,146.31 $169.59 123 1.29%

GRISEOFULVIN TAB ULTR 125MG 20 17 $4,936.99 $246.85 118 0.35%

SUBTOTAL 1,859 1,467 $225,032.76 $121.05 1.27 16.03%
ITRACONAZOLE PRODUCTS

ITRACONAZOLE CAP 100MG 200 20 $20,318.65 $101.59 2.22 1.45%

ITRACONAZOLE SOL TOMG/ML 59 37 $40,709.90 $690.00 159 2.90%

SPORANOX SOL 10MG/ML 2 2 $693.48 $346.74 1 0.05%

SUBTOTAL 261 129 $61,722.03 $236.48 2.02 4.40%
VORICONAZOLE PRODUCTS

VORICONAZOLE INJ 200MG 121 104 $44434277  $3,672.25 116 31.68%

VORICONAZOLE TAB 200MG 72 26 $18,386.15 $255.36 2.77 1.31%

VORICONAZOLE TAB 50MG 17 5 $11,128.60 $654.62 3.4 0.79%

VORICONAZOLE SUS 40MG/ML 14 5 $14,88331  $1,063.09 2.8 1.06%

SUBTOTAL 224 140  $488,740.83 $2,181.88 1.6 34.84%
CLOTRIMAZOLE PRODUCTS

CLOTRIMAZOLE TRO 10MG 49 48 $1,475.87 $30.12 1.02 0%

SUBTOTAL 49 48 $1,475.87 $30.12 1.02 0.11%
POSACONAZOLE PRODUCTS

POSACONAZOLE TAB 100MG DR 16 7 $48,49319  $3,030.82 2.29 3.46%

NOXAFIL TAB 100MG 9 5 $45,767.47  $508527 1.8 327%

NOXAFIL SUS 40MG/ML 2 1 $8,443.46 $4,221.73 2 0.60%

SUBTOTAL 27 13 $102,704.12 $3,803.86 2.08 7.33%

ISAVUCONAZONIUM PRODUCTS
CRESEMBA CAP 186MG 8 3 $36,317.72  $4,539.72 2.67 2.59%
SUBTOTAL 8 3 $36,317.72 $4,539.72 2.67 2.59%
AMPHOTERICIN B PRODUCTS

AMPHOTERICIN INJ 50MG 1 1 $82.41 $82.41 1 0.01%

SUBTOTAL 1 1 $82.41 $82.41 1 0.01%

TOTAL 32,463 22,646* $1,402,791.57 $43.21 1.43 100.00%

CAP = capsule; DR = delayed-release; INJ = injection; MICRO = microcrystalline; SOL = solution;
SUS = suspension; TAB = tablet; TRO = troche; ULTR = ultramicrocrystalline

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020
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Current Prior Authorization Criteria

Oral Antihistamine Medications

Tier-1* Tier-2 Tier-3
OTC cetirizine (Zyrtec®) OTC levocetirizine (Xyzal®)* clemastine
OTC loratadine (Claritin®) desloratadine (Clarinex®)¥

OTC = over-the-counter

*Tier-1 products are covered for pediatric members with no authorization necessary. OTC products are
only covered for pediatric members.

*Xyzal® tablets are not covered for members younger than 6 years of age. Xyzal® solution is available for
members 6 months to 6 years of age.

¥An age restriction of 6 years to 11 years of age applies for Clarinex® RediTalbs®.

Oral Antihistamine Medications Tier-2 Approval Criteria:
1. Adiagnosis of a chronic allergic condition or asthma; and
2. Member must have a 14-day trial of all Tier-1 products within the last 30
days; and
3. Approvals will be for the duration of 1 year.

Oral Antihistamine Medications Tier-3 Approval Criteria:
1. Adiagnosis of a chronic allergic condition or asthma; and
2. Member must have a 14-day trial of all Tier-1and Tier-2 products within
the last 60 days (unless no age-appropriate Tier-2 product exists); and
3. Approvals will be for the duration of 1 year.

Utilization of Oral Antihistamine Medications: Fiscal Year 2020

Comparison of Fiscal Years

*Total Total Total Cost/| Cost/
Members | Claims Cost | Claim Day
2019 107,677 | 256,304 | $2,941,412.03 $0.36 | 23,868,054 | 8,142,077

2020 | 98,603 | 244,548 | $2,836,389.55 $0.36 | 23,212,489 7,952,112|
% Change | -8.40%

-2.70% |
Change -9,074 | -11,756 | -$105,022.48 | $0.12| $0.00 | -655,565  -189,965

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Demographics of Members Utilizing Oral Antihistamine Medications
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Prior Authorization of Oral Antihistamine Medications

There were 485 prior authorization requests submitted for oral antihistamine
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
120, 25%
Approved,
202, 42%
Incomplete,
163, 33% <

~—



Recommendations

The College of Pharmacy does not recommend any changes to the oral
antihistamine medications Product Based Prior Authorization (PBPA)

category at this time.

Utilization Details of Oral Antihistamine Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
TIER-1 UTILIZATION
CETIRIZINE PRODUCTS
CETIRIZINE SOL IMG/ML 95,716 43,885 $124398133  $13.00 218  43.86%
CETIRIZINE TAB 10MG 78,872 30,850 $727,469.33 $9.22 256  2565%
CETIRIZINE SOL 5MG/5ML 19,437 10,862 $25817338  $13.28 1.79 9.10%
CETIRIZINE TAB 5MG 4,092 1,860 $37,837.80 $9.25 22 1.33%
ALL DAY ALLG SOL 5MG/5ML 1129 650 $14,04270  $12.44 1.74 0.50%
ALL DAY ALLG TAB 10MG 232 16 $2,754.50 $1.87 2 0.10%
ALLERGY RELI TAB 10OMG 133 108 $1,629.08  $12.25 123 0.06%
GNP ALL DAY TAB ALLERGY 10MG 126 78 $1,548.41  $12.29 1.62 0.05%
ALL DAY ALLG SOL TMG/ML 59 32 $776.86 $13.17 1.84 0.03%
CHILD ALLERGY SOL 5MG/5ML 2 2 $27.62 $13.81 1 0.00%
SM ALL DAY TAB ALLERGY 10MG 1 1 $1207  $12.07 1 0.00%

SUBTOTAL 199,799 88,444 $2,288,253.08 $1.44 226 80.68%

LORATADINE PRODUCTS

LORATADINE TAB 10MG 22,358 8,804 $246,00584  $11.00 2.54 8.67%
LORATADINE SOL 5MG/5ML 17,862 8,808 $235,530.28 $13.19 2.03 8.30%
LORATADINE SYP 5MG/5ML 2,403 1,461 $33,993.16 $14.15 164 1.20%
ALLERGY TAB 10MG 392 185 $4,602.01 $N.74 212 0.16%
ALLERGY RELIEF TAB 10MG 245 121 $2,720.44 $1.10 2.02 0.10%
SM ALLERGY SYP 5MG/5ML 201 145 $1,355.84 $6.75 139 0.05%
ALLERGY CHILD SYP 5MG/5ML 199 109 $3137.55  $15.77 1.83 0%
SM LORATADINE TAB 10MG 10 44 $571.55 $5.20 25 0.02%
ALLERGY CHILD SOL 5MG/5ML 29 il $42023  $14.49 2.64 0.01%
SUBTOTAL 43,799 19,688 $528,336.90 $12.06 222 18.62%

TIER-1 SUBTOTAL 243,598 108,132 $2,816,589.98  $11.55 225 99.30%

TIER-2 UTILIZATION
LEVOCETIRIZINE PRODUCTS
LEVOCETIRIZINE TAB 5MG 670 139 $8,757.14  $13.07 482 031%
LEVOCETIRIZINE SOL 2.5MG/5ML 247 53 $10,230.02  $41.42 4.66 0.36%
TIER-2 SUBTOTAL 917 192 $18,987.16  $20.71 4.78 0.67%
TIER-3 UTILIZATION
DESLORATADINE PRODUCTS
DESLORATADINE TAB 5MG 32 3 $78729  $24.60 10.67 0.03%

CLEMASTINE PRODUCTS




PRODUCT TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED MEMBERS COST CLAIM MEMBER COST
CLEMASTINE TAB 2.68MG 1 1 $25.12 $25.12 1 0.00%

TIER-3 SUBTOTAL 33 4 $812.41 $24.62 8.25 0.03%

2.48

100%

244,548 98,603*

ALLG = allergy; SOL = solution; SYP = syrup; TAB = tablet
*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.

Fiscal Year 2020 = 07/01/2019 to 06/30/2020

$2,836,389.55

$11.60
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Current Prior Authorization Criteria

Albenza® (Albendazole) Approval Criteria:

1.

2.

A quantity of 6 tablets will process without prior authorization.
For infections requiring additional doses, a prior authorization will need
to be submitted and the following criteria will apply:

a. An FDA approved indication of 1 of the following:

i. Treatment of parenchymal neurocysticercosis due to active
lesions caused by larval forms of the pork tapeworm, Taenia
solium; or

il. Treatment of cystic hydatid disease of the liver, lung, and
peritoneum, caused by the larval form of the dog tapeworm,
Echinococcus granulosus.

Benznidazole Tablets Approval Criteria:

1.

2.

3.

o U

An FDA approved diagnosis of Chagas disease (American
trypanosomiasis) caused by Trypanosoma cruzi; and

Benznidazole must be prescribed by or in consultation with an
infectious disease specialist; and

Female members of reproductive potential must have a pregnancy test
prior to treatment with benznidazole; and

Female members of reproductive potential must be willing to use
effective contraception during treatment with benznidazole tablets
and for 5 days after the last dose; and

Member must not have taken disulfiram within the last 2 weeks; and
The member's recent weight must be provided on the prior
authorization request in order to authorize the appropriate amount of
drug. The approval duration will be for 60 days of therapy.

Daraprim® (Pyrimethamine) Approval Criteria:

1.

2.

3.
4.

An FDA approved indication for the treatment of toxoplasmosis; or

An FDA approved indication for the treatment of susceptible strains of
acute malaria; and

Member must take Daraprim® concomitantly with a sulfonamide; and
Approval length will be based on recommended dosing regimen
specific to the member’s diagnosis.

Emverm® (Mebendazole) Approval Criteria:

1.

An FDA approved indication of 1 of the following:



Treatment of Enterobius vermicularis (pinworm); or
Treatment of Trichuris trichiura (whipworm); or
Treatment of Ascaris lumbricoides (roundworm); or
Treatment of Ancylostoma duodenale (hookworm); or
e. Treatment of Necator americanus (hookworm); and
2. For the treatment of Enterobius vermicularis (pinworm), Ascaris
lumbricoides (roundworm), Ancylostoma duodenale (hookworm), or
Necator americanus (hookworm), a patient-specific, clinically
significant reason why a more cost-effective anthelmintic therapy, such
as albendazole or pyrantel pamoate, cannot be used must be provided;
and
3. The following quantity limits will apply:
a. Enterobius vermicularis (pinworm): 2 tablets per approval; or
b. Trichuris trichiura (whipworm): 6 tablets per approval; or
c. Ascaris lumbricoides (roundworm): 6 tablets per approval; or
d. Ancylostoma duodenale (hookworm): 6 tablets per approval; or
e. Necator americanus (hookworm): 6 tablets per approval.

Oo0oTo

Impavido® (Miltefosine) Approval Criteria:
1. An FDA approved indication for treatment of 1 of the following:
a. Visceral leishmaniasis due to Leishmania donovani; or
b. Cutaneous leishmaniasis due to Leishmania braziliensis,
Leishmania guyanensis, or Leishmania panamensis; or
c. Mucosal leishmaniasis due to Leishmania braziliensis;, and
2. Female members of reproductive potential must not be pregnant and
must have a negative pregnancy test prior to therapy initiation. Female
members must be willing to use effective contraception while on
therapy and for 5 months after completion of therapy; 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. A quantity limit of 84 capsules per 28 days will apply.

Utilization of Anti-Parasitic Medications: Fiscal Year 2020

Comparison of Fiscal Years

Fiscal *Total Total | Total
Year Members Units Days

2019 | 2,095 | 2505| $975339.00| $38936| $47.68| 9,871 |20,454 |

1,869 | 2231 $419,70239 | $18812| $22.90 | 9,096 | 18325
% Change -10.8% | | -57.0% | -51.7% | -52.0% | -7.9% | -10.4%
Change -226 -$555,636.61 | -$201.24 | -$24.78 | -775| -2,129

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Demographics of Members Utilizing Anti-Parasitic Medications
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Prior Authorization of Anti-Parasitic Medications

There were 131 prior authorization requests submitted for 96 unique
members for anti-parasitic medications during fiscal year 2020. The following
chart shows the status of the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
29, 22%
Incomplete,
92,70% Approved,

10, 8%




Market News and Updates

New U.S. Food and Drug Administration (FDA) Approval(s):
= March 2020: The FDA approved the first generic for Daraprim® for the
treatment of toxoplasmosis when used with a sulfonamide. Daraprim®
was in the headlines in 2015 when the CEO of Turing Pharmaceuticals,
Martin Shkreli, increased the price of the medication from $13.50 per
tablet to $750.00 per tablet.””®

Recommendations

The College of Pharmacy does not recommend any changes to the current
anti-parasitic medications prior authorization criteria at this time.

Utilization Details of Anti-Parasitic Medications: Fiscal Year 2020

PRODUCT TOTAL *TOTAL TOTAL COST/ CLAIMS/
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER
ALBENDAZOLE TAB 200MG 1343 1175 $34717106  $258.50 114
IVERMECTIN TAB 3MG 854 686 $24,138.21 $28.26 124
ALBENZA TAB 200MG 20 17 $19,750.85  $987.54 118
PRAZIQUANTEL TAB 600MG 7 7 $87133  $124.48 1.00
EMVERM CHW 100MG 4 4 $4,41265  $1103.16 1.00
DARAPRIM TAB 25MG 2 1 $2326374 $1,631.87 2.00
BILTRICIDE TAB 600MG 1 1 $94.45  $94.45 1.00

1,869 $419,702.39 $188.12

CHW = chewable tablet; TAB = tablet

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020

7 U.S. Food and Drug Administration (FDA). FDA Approves First Generic of Daraprim®. Available online
at: https://www.fda.gov/news-events/press-announcements/fda-approves-first-generic-daraprim.
Issued 02/28/2020. Last accessed 11/30/2020.

'8 Brooks, M. FDA OKs First Generic of Daraprim® (Pyrimethamine) Tablets. Medscape. Available online
at: https://www.medscape.com/viewarticle/925980. Issued 03/02/2020. Last accessed 11/30/2020.



https://www.fda.gov/news-events/press-announcements/fda-approves-first-generic-daraprim
https://www.medscape.com/viewarticle/925980

Fiscal Year 2020 Annual Review of Arcalyst®
(Rilonacept)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Arcalyst® (Rilonacept) Approval Criteria:

1. An FDA approved indication of Cryopyrin-Associated Periodic
Syndromes (CAPS) verified by genetic testing. This includes Familial
Cold Auto-inflammatory Syndrome (FCAS) and Muckle-Wells Syndrome
(MWS) in adults and children 12 years of age and older; and

2. The member should not be using a tumor necrosis factor blocking
agent (e.g., adalimumab, etanercept, infliximab) or anakinra; and

3. Documentation that the member does not have active or chronic
infection including hepatitis B, hepatitis C, human immunodeficiency
virus (HIV), or tuberculosis; and

4. The following dosing restrictions will apply:

a. Dosing should not be more often than once weekly; and
b. Approved dosing schedule for members 18 years of age and older:
i. Initial treatment: Loading dose of 320mg delivered as (2) 2mL
subcutaneous (sub-Q) injections of 160mMg each given on the
same day at 2 different injection sites; and
il. Continued treatment: (1) 160mMg injection given once weekly;
or
c. Approved dosing schedule for pediatric members 12 to 17 years of
age (must have member weight in kilograms):
i. Initial treatment: Loading dose of 4.4mg/kg, up to a
maximum of 320mg, delivered as 1 or 2 sub-Q injections, with
a maximum single-injection volume of 2mL (given at 2
different injection sites if administered as 2 injections); and
ii. Continued treatment: 2.2mg/kg, up to a maximum of 160mg,
given once weekly; and
5. Approvals will be for the duration of 1 year.



Utilization of Arcalyst® (Rilonacept): Fiscal Year 2020

There was no SoonerCare utilization of Arcalyst® (rilonacept) during fiscal year
2020 (07/01/2019 to 06/30/2020).

Prior Authorization of Arcalyst® (Rilonacept)

There were no prior authorization requests submitted for Arcalyst®
(rilonacept) during fiscal year 2020.

Recommendations

The College of Pharmacy does not recommend any changes to the current
Arcalyst® (rilonacept) prior authorization criteria at this time.



Fiscal Year 2020 Annual Review of Benign Prostatic
Hyperplasia (BPH) Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Benign Prostatic Hyperplasia (BPH) Medications

Tier-1 Tier-2 Tier-3
alfuzosin (Uroxatral®) doxazosin (Cardura XL®) tadalafil 5mg (Cialis®)
doxazosin (Cardura®) dutas';erlde/tamsulosm

(Jalyn®)
dutasteride (Avodart®) silodosin (Rapaflo®)

finasteride (Proscar®)
tamsulosin (Flomax®)
terazosin (Hytrin®)

BPH Medications Tier-2 Approval Criteria:
1. An FDA approved diagnosis; and
2. A 4-week trial of 2 Tier-1 medications from different pharmacological
classes within the past 90 days; or
3. Documented adverse effect, drug interaction, or contraindication to all
available Tier-1 medications.

BPH Medications Tier-3 Approval Criteria:

1. An FDA approved diagnosis of benign prostatic hyperplasia (BPH); and

2. A 4-week trial of at least 2 Tier-1 medications from different
pharmacological classes; and

3. A 4-week trial of all Tier-2 medications within the past 5 months; or

4. Documented adverse effect, drug interaction, contraindication, or lack
of efficacy to all available Tier-1 and Tier-2 medications; and

5. Authorizations for Cialis® (tadalafil) will be granted for the 5mg tablets
only.



Utilization of BPH Medications: Fiscal Year 2020

Comparison of Fiscal Years

Year Members | Claims Cost | Claim Day Units Days
2019 3,212 11,400 | $166,187.27 $14.58 $0.36 504,041 | 458,657
2020 3,268 1,712 $162,919.37 $13.91 $0.34 533,140 | 483,267

Change | 56| 312 -$3267.90 | -$0.67 | -$0.02| 29,099 | 24,610

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing BPH Medications
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Prior Authorization of BPH Medications

There were 127 prior authorization requests submitted for 81 unique
members for BPH medications during fiscal year 2020. The following chart
shows the status of the submitted petitions for fiscal year 2020.



Status of Petitions

Denied,
16, 13%

Approved,
61, 48%

Incomplete, '
50, 39% N

Market News and Updates

Pipeline:

* Fexapotide (NX-1207): Nymox has completed a Phase 3 study
evaluating fexapotide for the treatment of BPH. The study followed
patients for up to 7 years and showed statistically significant
improvements in BPH symptoms compared to placebo, with a
favorable safety profile. Fexapotide is a novel injectable protein
administered by transrectal ultrasound guided intraprostatic injection
in an office setting by a urologist and works by inducing apoptosis,
selectively removing cells in the enlarged prostate gland. Nymox is
planning to submit a New Drug Application (NDA) in the first quarter of
2021, seeking U.S. Food and Drug Administration (FDA) approval of
fexapotide for the treatment of BPH. Nymox is also currently evaluating
fexapotide for the treatment of early stage prostate cancer.'®202

» Tadfin® (Tadalafil 5Smg/Finasteride 5mg): Tadfin® is a new fixed-dose
proprietary tablet co-formulation of tadalafil and finasteride currently
being evaluated for the treatment of BPH. Veru has conducted clinical
studies demonstrating bioavailability and bioequivalence of Tadfin® to
tadalafil 5mg and finasteride 5mg dosed daily as separate tablets.
Stability testing of commercially manufactured batches of Tadfin® are
currently ongoing, and Veru plans to submit an NDA to the FDA in
20212

¥ Nymox Pharmaceutical Corp. Nymox Pipeline. Available online at:
https://nymox.com/science/pipeline. Last accessed 12/02/2020.

20 Nymox Pharmaceutical Corp. Fexapotide for BPH. Available online at:
https://nymox.com/science/fexapotide-for-bph. Last accessed 12/02/2020.

2'Nymox Pharmaceutical Corp. Nymox Provides Update on Regulatory Filing Activities. Available online
at: https://nymox.com/files/download/25f309fad151932. Issued 11/16/2020. Last accessed 12/02/2020.

22 Veru, Inc. Veru Pipeline. Available online at: https://verupharma.com/pipeline/tadfin/. Last accessed
12/02/2020.



https://nymox.com/science/pipeline
https://nymox.com/science/fexapotide-for-bph
https://nymox.com/files/download/25f309fad151932
https://verupharma.com/pipeline/tadfin/

Recommendations

The College of Pharmacy does not recommend any changes to the BPH
medications Product Based Prior Authorization (PBPA) category at this time.

Utilization Details of BPH Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/  CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM CLIENT  COST
TIER-1 UTILIZATION
TAMSULOSIN CAP 0.4MG 8318 2,762 $108,47837  $13.04 301 66.58%
FINASTERIDE TAB 5MG 886 231 $1,92043  $13.45 3.84 7.32%
DOXAZOSIN TAB 4MG 73] 138 $1219427  $16.68 53 7.48%
DOXAZOSIN TAB 2MG 440 106 $7118.72 $16.18 415 437%
DOXAZOSIN TAB 8MG 353 59 $6160.56  $17.45 598  3.78%
ALFUZOSIN TAB 10MG ER 181 36 $2,306.41  $12.74 5.03 1.42%
DUTASTERIDE CAP 0.5MG 141 34  $2,40564  $17.06 415 1.48%
TERAZOSIN CAP TMG 140 37 $1,975.28 $14.1 378 121%
DOXAZOSIN TAB IMG 126 45 $2,007.51 $15.93 2.8 1.23%
TERAZOSIN CAP 2MG 118 36 $1,897.00  $16.08 328 116%
TERAZOSIN CAP 10MG 102 21 $158016  $15.49 486  097%
TERAZOSIN CAP 5MG 92 3 $144824  $15.74 297  0.89%

SUBTOTAL 1,628 3,263* $159,492.59  $13.72 356 97.90%

TIER-2 UTILIZATION
SILODOSIN CAP 8MG 43 3 $151656  $3527 1433 0.93%
SILODOSIN CAP 4MG 14 3 $639.49  $45.68 467  0.39%
DUTAST/TAMSU CAP 0.5-0.4MG 3 2 $680.32  $226.77 15 0.42%
SUBTOTAL 60 8*  $2,83637 $47.27 75  1.74%

TIER-3 UTILIZATION
TADALAFIL TAB 5MG 24 3 $590.41  $24.60 8  036%
SUBTOTAL 24 3* $590.41 $24.60 8 0.36%
TOTAL 1,712 3,268* $162,919.37  $13.91 3.58 100.00%

CAP = capsule; DUTAST/TAMSU = dutasteride/tamsulosin; ER = extended-release; TAB = tablet

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.

Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Fiscal Year 2020 Annual Review of Benzodiazepine
Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Benzodiazepine Medications Approval Criteria for Members 19 Years of
Age and Older:

1. Currently there is no prior authorization required; however, quantity
limits are set at a maximum of 3 units per day for most products
(except alprazolam 2mg, which is set at 2 units per day); and

2. Approval for dosing >3 times daily requires a chronic physical diagnosis;
for these diagnoses the maximum allowed dosing would be 4 times
daily (no anxiolytic benzodiazepine therapy >3 times daily dosing if
member also concurrently taking an insomnia medication); and

a. A member may receive >3 units per day if the following criteria
exist:

i. The number of units per day is >3, but less than the
maximum daily dose for the products (or for a total daily
dosing of 3 times daily); or

ii. The member has a chronic diagnosis and a clinical reason for
excessive units has been provided; and

3. Current members will be given 2 months to taper dosing to no more
than 3 doses daily.

Benzodiazepine Medications Approval Criteria for Members Younger than
19 Years of Age:
1. Member must have a chronic behavioral health related diagnosis or a
chronic physical diagnosis; and
2. Approval Criteria for a Chronic Behavior Health Related Diagnosis:
a. No concurrent stimulant ADHD medications; and
b. A maximum dosing of 3 times daily will apply; or
3. Approval Criteria for a Chronic Physical Diagnosis:
a. A maximum dosing of 3 times daily will apply if a hypnotic
medication is being used concurrently; or
b. A maximum dosing of 4 times daily will apply if no hypnotic
medication is being used concurrently; and
4. Exceptions can be granted for administration prior to procedures; and
5. Members 12 years of age or younger will have the same criteria and the
prescription must be originally written by a psychiatrist or neurologist.



Niravam™ (Alprazolam Orally Disintegrating Tablet) Approval Criteria:
1. An FDA approved diagnosis; and
2. Adiagnosis indicating that the member has a condition that prevents
him/her from swallowing tablets; and
3. The physician’s signature is required for approval; and
4. Dosing regimens that involve splitting of tablets will not be covered.

Utilization of Benzodiazepine Medications: Fiscal Year 2020

Comparison of Fiscal Years

*Total Total Cost/
Members | Claims Claim

$1,086,957.06 5,528,383 | 2,528,265

$1,002,903.36 4,881,770 | 2,239,169
% Change -15.10% | -11.10% -7.70% | 3.80%  4.70% -11.70% | -11.40%
Change -10,311 | -$84,053.70 $0.45 $0.02 | -646,613 | -289,096

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Benzodiazepine Medications
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Prior Authorization of Benzodiazepine Medications

There were 813 prior authorization requests submitted for benzodiazepine
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
81, 10%

Incomplete,
218, 27%

Approved,
514, 63%

Market News and Updates

News:

= January 2020: Results from a national survey concluded that despite
the risk of respiratory depression, benzodiazepines and opioids
continue to be co-prescribed. During the study period, 2014-2016, the
rate of visits at which benzodiazepines were prescribed was 27 annual
visits per 100 adults. At these benzodiazepine prescribed visits,
approximately one-third had an overlapping opioid prescription for a
rate of 10 annual visits per 100 adults. These rates were higher among
women than men and increased with age.?

Recommendations

The College of Pharmacy does not recommend any changes to the
benzodiazepine medications prior authorization criteria at this time.

% Santo L, Rui P, Ashman J3J. Physician Office Visits at Which Benzodiazepines Were Prescribed:
Findings From 2014-2016 National Ambulatory Medical Care Survey. National Health Statistics Reports
2020;137.



Utilization Details of Benzodiazepine Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL cosT/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
ALPRAZOLAM PRODUCTS
ALPRAZOLAM TAB TMG 18,358 2,998 $194,120.17 $10.57 6.12 19.36%
ALPRAZOLAM TAB 0.5MG 8,236 2,018 $86,484.46 $10.50 4.08 8.62%
ALPRAZOLAM TAB 2MG 7,671 1130 $92,190.79 $12.02 6.79 9.19%
ALPRAZOLAM TAB 0.25MG 2,138 688 $21,881.27 $10.23 31 2.18%
ALPRAZOLAM TAB 2MG ER 134 3] $2,411.98 $18.00 4.32 0.24%
ALPRAZOLAM TAB TMG ER no 33 $1,698.26 $15.44 3.33 0.17%
ALPRAZOLAM TAB 3MG ER 81 13 $1,602.99 $19.79 6.23 0.16%
ALPRAZOLAM TAB 0.5MG ER 78 17 $1,226.45 $15.72 4.59 0.12%
ALPRAZOLAM TAB 2MG XR 56 12 $1,032.13 $18.43 4.67 0.10%
ALPRAZOLAM TAB TMG XR 32 14 $496.55 $15.52 229 0.05%
ALPRAZOLAM TAB 0.5MG XR 21 4 $287.05 $13.67 525 0.03%
ALPRAZOLAM TAB 3MG XR 16 6 $322.71 $20.17 2.67 0.03%
ALPRAZOLAM TAB 0.5MG ODT 3 2 $282.46 $94.15 1.50 0.03%

SUBTOTAL 36,934 6,966 $404,037.27 $10.94 530 40.28%

CHLORDIAZEPOXIDE PRODUCTS

CHLORDIAZEP CAP 25MG 159 96 $1,878.73 $11.82 1.66 0.19%
CHLORDIAZEP CAP 10MG 91 41 $1,221.85 $13.43 222 0.12%
CHLORDIAZEP CAP 5MG 19 14 $264.86 $13.94 1.36 0.03%

SUBTOTAL 269 151 $3,365.44 $12.51 1.78 0.34%

CLONAZEPAM PRODUCTS

CLONAZEPAM TAB TMG 11,159 2,167 $121,771.92 $10.91 515 12.14%
CLONAZEPAM TAB 0.5MG 9,989 2,442 $106,774.75 $10.69 4.09 10.65%
CLONAZEPAM TAB 2MG 2,784 481 $31,292.65 $1.24 5.79 312%
CLONAZEPAM ODT 0.25MG 1139 339 $36,935.57 $32.43 3.36 3.68%
CLONAZEPAM ODT 0.5MG 616 209 $22,194.69 $36.03 2.95 2.21%
CLONAZEPAM ODT 0.125MG 590 210 $22,303.41 $37.80 2.81 2.22%
CLONAZEPAM ODT 1MG 359 132 $13,211.25 $36.80 2.72 1.32%
CLONAZEPAM ODT 2MG 43 19 $1,910.22 $44.42 2.26 0.19%
KLONOPIN TAB 2MG 12 1 $2,991.54 $249.30 12.00 0.30%

SUBTOTAL 26,691 6,000 $359,386.00 $13.46 4.45 35.83%

CLORAZEPATE PRODUCTS

CLORAZ DIPOT TAB 3.75MG 163 25 $13,800.15 $84.66 6.52 1.38%
CLORAZ DIPOT TAB 7.5MG 122 24 $10,151.12 $83.21 5.08 1.01%
CLORAZ DIPOT TAB 15MG 72 n $10,013.58 $139.08 6.55 1.00%

SUBTOTAL 357 60 $33,964.85 $95.14 5.95 3.39%

DIAZEPAM PRODUCTS

DIAZEPAM TAB 10MG 4,670 1,243 $47,201.74 $10M 3.76 4.71%
DIAZEPAM TAB 5MG 4,192 1,370 $42,115.49 $10.05 3.06 4.20%
DIAZEPAM TAB 2MG 865 292 $8,985.51 $10.39 2.96 0.90%
DIAZEPAM SOL 5MG/5ML 226 46 $8,598.23 $38.05 4.91 0.86%




PRODUCT TOTAL TOTAL TOTAL cosT/ CLAIMS/ %

UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
DIAZEPAM CON 5MG/ML 23 8 $1,173.33 $51.01 2.88 0.12%
DIAZEPAM INJ 5MG/ML n 1 $2,177.32 $197.94 11.00 0.22%
SUBTOTAL 9,987 2,960 $110,251.62 $11.04 3.37 11.01%
LORAZEPAM PRODUCTS
LORAZEPAM TAB TMG 3,837 1126 $40,872.29 $10.65 3.41 4.08%
LORAZEPAM TAB 0.5MG 2,996 9208 $32,486.35 $10.84 3.30 3.24%
LORAZEPAM TAB 2MG 1,026 278 $11,493.59 $11.20 3.69 1.15%
LORAZEPAM CON 2MG/ML n3 40 $3,177.19 $28.12 2.83 0.32%
LORAZEPAM INJ 2MG/ML 18 6 $584.18 $32.45 3.00 0.06%
SUBTOTAL 7,990 2,358 $88,613.60 $11.09 3.39 8.85%
OXAZEPAM PRODUCTS
OXAZEPAM CAP 15MG 3] 6 $1,646.55 $53.11 517 0.16%
OXAZEPAM CAP 10MG 19 3 $829.69 $43.67 6.33 0.08%
OXAZEPAM CAP 30MG 10 3 $808.34 $80.83 3.33 0.08%
SUBTOTAL 60 12 $3,284.58 $54.74 5.00 0.32%

15,004* $1,002,903.36 $12.19 5.48 100.0%
CAP = capsule; CLORAZ DIPOT = clorazepate dipotassium; CON = concentrate; ER = extended-release;
INJ = injection; ODT = orally disintegrating tablet; SOL = solution; TAB = tablet; XR = extended-release
*Total number of unduplicated utilizing members.

Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Fiscal Year 2020 Annual Review of Botulinum Toxins

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Botulinum Toxins Approval Criteria:

1. For approval of Xeomin® or Myobloc®, a patient-specific, clinically
significant reason the member cannot use Botox® or Dysport® must be
provided; and

2. Cosmetic indications will not be covered; and

3. Adiagnosis of chronic migraine (tension headaches are not a covered
diagnosis), non-neurogenic overactive bladder, and neurogenic
overactive bladder will require manual review (see specific criteria
below); and

4. The following indications listed below have been determined to be
appropriate and are covered:

a. Spasticity associated with:
i. Cerebral palsy; or
ii. Paralysis; or
iii. Generalized weakness/incomplete paralysis; or
iv. Larynx;or
v. Anal fissure; or
vi. Esophagus (achalasia and cardiospasms); or
vii. Eye and eye movement disorders; or
b. Cervical dystonia.

Approval Criteria for Botox® for Neurogenic Overactive Bladder (other
botulinum toxins will not be approved for this diagnosis):
1. Diagnosis of neurogenic bladder including underlying pathological
dysfunction subtype confirmed by:
a. Urodynamic studies to determine pathology and serve to provide
objective evidence of bladder and external sphincter function; and
b. Adiary of fluid intake, incontinence, voiding, and catheterization
times and amounts to provide a record of actual occurrences; and
2. Member must have a clinically significant reason why anticholinergic
medications are no longer an option for the member; and
3. Member must be 18 years of age or older and have adequate hand
function and sufficient cognitive ability to know when the bladder
needs emptying and to self-catheterize, or have a caregiver able to
catheterize the member when necessary; and
4. Botox® must be administered by a urologist.



Approval Criteria for Botox® for Non-Neurogenic Overactive Bladder
(other botulinum toxins will not be approved for this diagnosis):

1. Member must have severe disease (=5 urinary incontinence episodes
per day on medication) and specific pathology determined via
urodynamic studies; and

2. Member must have participated in behavioral therapy for 212 weeks
that did not yield adequate clinical results; and

3. Member must have had compliant use of 23 anti-muscarinic or beta-3
adrenoceptor agonist medications for 212 weeks each, alone or in
combination with behavioral therapy, that did not yield adequate
clinical results. One of those trials must have been an extended-release
formulation; and

4, Member must be 18 years of age or older and have adequate hand
function and sufficient cognitive ability to know when the bladder
needs emptying and to self-catheterize, or have a caregiver able to
catheterize the member when necessary; and

5. Botox® must be administered by a urologist.

Approval Criteria for Botox® for Prevention of Migraine Headaches (other
botulinum toxins will not be approved for this diagnosis):
1. Non-migraine medical conditions known to cause headache have been
ruled out and/or have been treated. This includes, but is not limited to:
a. Increased intracranial pressure (e.g., tumor, pseudotumor cerebri,
central venous thrombosis); and
b. Decreased intracranial pressure (e.g., post-lumbar puncture
headache, dural tear after trauma); and
2. Migraine headache exacerbation secondary to other medical
conditions or medication therapies have been ruled out and/or treated.
This includes, but is not limited to:
a. Hormone replacement therapy or hormone-based contraceptives;
and
b. Chronic insomnia; and
c. Obstructive sleep apnea; and
3. Member has no contraindications to Botox® injections; and
4. FDA indications are met:
a. Member is 18 years of age or older; and
b. Member has documented chronic migraine headaches:
i. Frequency of 215 headache days per month with 28 migraine
days per month and occurring for >3 months; and
ii. Headache duration of 24 hours per day; and
5. The member has failed medical migraine preventative therapy,
including 22 agents with different mechanisms of action. This includes,
but is not limited to:
a. Select antihypertensive therapy (e.g., beta-blockers); or



b. Select anticonvulsant therapy; or
c. Select antidepressant therapy [e.g., tricyclic antidepressants (TCA),
serotonin and norepinephrine reuptake inhibitors (SNRI)]; and
6. Member is not frequently taking medications which are known to
cause medication overuse headaches (MOH or rebound headaches) in
the absence of intractable conditions known to cause chronic pain.
MOH are a frequent cause of chronic headaches. A list of prescription or
non-prescription medications known to cause MOH includes, but is not
limited to:
a. Decongestants (alone or in combination products) (=10 days/month
for >3 months); and
b. Combination analgesics containing caffeine and/or butalbital (=10
days/month for >3 months); and
Opioids (=10 days/month for >3 months); and
. Analgesic medications including acetaminophen or non-steroidal
anti-inflammatory drugs (NSAIDs) (215 days/month for >3 months);
and
e. Ergotamine-containing medications (=10 days/month for >3
months); and
f. Triptans (=10 days/month for >3 months); and
7. Member is not taking any medications that are likely to be the cause of
the headaches; and
8. Member must have been evaluated within the last 6 months by a
neurologist for chronic migraine headaches and Botox® recommended
as treatment (not necessarily prescribed or administered by a
neurologist); and
9. Prescriber must verify that other aggravating factors that are
contributing to the development of chronic migraine headaches are
being treated when applicable (e.g., smoking); and
10. Member will not use the requested medication concurrently with a
calcitonin gene-related peptide (CGRP) inhibitor for the prevention of
migraine headaches.

Qo

Utilization of Botulinum Toxins: Fiscal Year 2020

Fiscal Year 2020 Utilization of Botulinum Toxins: Medical Claims

Fiscal Cost/
Year Claim
2020 281 479 $678,650.25 $1,416.81 112,400
*Total number of unduplicated utilizing members.

Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Prior Authorization of Botulinum Toxins

There were 561 prior authorization requests submitted for botulinum toxins
for 386 unigue members during fiscal year 2020. The following chart shows
the status of the submitted petitions for fiscal year 2020.

Status of Petitions

Incomplete,
- 78,14%

Approved,

356, 63% ]
Denied,

127, 23%

Market News and Updates

New U.S. Food and Drug Administration (FDA) Approval(s):

= July 2020: In October 2019, the FDA approved Botox® for the treatment
of pediatric patients with lower limb spasticity, excluding spasticity
caused by cerebral palsy (CP). Spasticity can be seen in patients with
CP, multiple sclerosis, spinal cord injury, and stroke. In July 2020, the
FDA approved a label expansion to include the treatment of lower limb
spasticity in patients with CP. This label expansion was based on
Allergan and Ispen Biopharmaceuticals selectively waiving Orphan
Drug exclusivity marketing rights each company held for the use of
their respective neurotoxin in the treatment of pediatric patients with
spasticity caused by CP.%*

= July 2020: Ispen Biopharmaceuticals announced the FDA has approved
the expanded use of Dysport® for the treatment of both upper and
lower limb spasticity in patients 2 years of age and older, including
spasticity caused by CP. This approval was based on an agreement
between Ispen Biopharmaceuticals and Allergan, the manufacturer of
Botox®, to selectively waive their respective exclusivities for the
treatment of spasticity due to CP.%

24 Allergan. FDA Approves Expanded Botox® (OnabotulinumtoxinA) Label for the Treatment of Pediatric
Patients with Spasticity. PR Newswire. Available online at: https://www.prnewswire.com/news-
releases/fda-approves-expanded-botox-onabotulinumtoxina-label-for-the-treatment-of-pediatric-
patients-with-spasticity-301091264.html. Issued 07/09/2020. Last accessed 01/28/2021.

25 |psen Biopharmaceuticals. Ipsen Announces Updated Indication for Dysport® (AbobotulinumtoxinA)
for the Treatment of Spasticity in Children. Business Wire. Available online at:
https://www.businesswire.com/news/home/20200709005981/en/Ipsen-Announces-Updated-Indication-
for-Dysport%C2%AE-abobotulinumtoxinA-for-the-Treatment-of-Spasticity-in-Children. Issued
07/09/2020. Last accessed 01/28/2021.



https://www.prnewswire.com/news-releases/fda-approves-expanded-botox-onabotulinumtoxina-label-for-the-treatment-of-pediatric-patients-with-spasticity-301091264.html
https://www.prnewswire.com/news-releases/fda-approves-expanded-botox-onabotulinumtoxina-label-for-the-treatment-of-pediatric-patients-with-spasticity-301091264.html
https://www.prnewswire.com/news-releases/fda-approves-expanded-botox-onabotulinumtoxina-label-for-the-treatment-of-pediatric-patients-with-spasticity-301091264.html
https://www.businesswire.com/news/home/20200709005981/en/Ipsen-Announces-Updated-Indication-for-Dysport%C2%AE-abobotulinumtoxinA-for-the-Treatment-of-Spasticity-in-Children
https://www.businesswire.com/news/home/20200709005981/en/Ipsen-Announces-Updated-Indication-for-Dysport%C2%AE-abobotulinumtoxinA-for-the-Treatment-of-Spasticity-in-Children

Guideline Update(s):

= September 2019: The American Academy of Neurology (AAN) and the
American Headache Society (AHS) released a practice guideline update
regarding pharmacologic treatment for pediatric migraine prevention.
This update was based on a systematic literature review from January
2003 to August 2017, in which 15 Class I-I1l trials of migraine prevention
in children and adolescents were selected. The majority of randomized
controlled trials studying the efficacy of preventive medications for
pediatric migraine failed to demonstrate superiority to placebo. There
was also insufficient evidence to determine if children or adolescents
receiving botulinum toxin were more or less likely than those receiving
placebo to have a reduction in headache frequency. For pediatric
migraine prevention, the authors recommended counseling on lifestyle
and behavioral factors that influence headache frequency and
assessment and management of comorbid conditions associated with
headache persistence. Prescribers should also engage in shared
decision-making with the patients and caregivers regarding the use of
preventative migraine treatments, including discussing the limitations
in the evidence to support pharmacologic treatment.?®

Recommendations

The College of Pharmacy does not recommend any changes to the current
botulinum toxins prior authorization criteria at this time.

Utilization Details of Botulinum Toxins: Fiscal Year 2020

Medical Claims

PRODUCT *TOTAL *TOTAL TOTAL COST/ CLAIMS/
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER
BOTOX (JO585) 452 265 $659,506.81  $1,459.09 1.71 97.18%
DYSPORT (JO586) 12 9 $9,640.12 $803.34 1.33 1.42%
XEOMIN (J0588) 10 6 $4,457.01 $445.70 1.67 0.66%
MYOBLOC (J0587) 5 3 $5,046.31  $1,009.26 1.67 0.74%

$678,650.25 $1,416.81 o 100.00%

*Total number of unduplicated claims.

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020

26 Oskoui M, Pringsheim T, Billinghurst L, et al. Practice Guideline Update Summary: Pharmacologic
Treatment for Pediatric Migraine Prevention; Report of the Guideline Development, Dissemination, and
Implementation Subcommittee of the American Academy of Neurology and the American Headache
Society. Neurology 2019; 93(11): 500-509.



Fiscal Year 2020 Annual Review of Bowel Preparation
Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Clenpiq®, ColPrep™ Kit, OsmoPrep®, Plenvu®, Prepopik®, and SUPREP®
Approval Criteria:
1. An FDA approved indication for use in cleansing of the colon as a
preparation for colonoscopy; and
2. A patient-specific, clinically significant reason other than convenience
why the member cannot use other bowel preparation medications
available without prior authorization must be provided; and
3. If the member requires a low volume polyethylene glycol electrolyte
lavage solution, Moviprep® is available without prior authorization.
Other medications currently available without prior authorization
include: Colyte®, Gavilyte®, Golytely®, and Trilyte®.

Utilization of Bowel Preparation Medications: Fiscal Year 2020

Comparison of Fiscal Years

Fiscal *Total
Year Members

29,186 | $610,859.20 | $20.93 21,890,773 751,364

22,515 |  $435905.21 $19.36 18,245,997 | 570,527
% Change -21.90% | -22.90% -28.60% -16.60% | -24.10%
Change -$174,953.99 -3,644,776 | -180,837

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Bowel Preparation Medications
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Top Prescriber Specialties of Bowel Preparation Medications
by Number of Claims
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Prior Authorization of Bowel Preparation Medications

There were 127 prior authorization requests submitted for bowel preparation
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.

Status of Petitions

Approved,
24,19%

Incomplete,
64, 50%

Denied,
39, 31%

Market News and Updates

Anticipated Patent Expiration(s):’
» SUPREP® (sodium sulfate/potassium sulfate/magnesium sulfate):
March 2023
= OsmoPrep® (sodium phosphate dibasic/sodium phosphate monobasic):
June 2028

27 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 09/2020. Last accessed 09/17/2020.



http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

Prepopik® (sodium picosulfate/magnesium oxide/anhydrous citric acid):
October 2028

Plenvu® [polyethylene glycol (PEG) 3350/sodium ascorbate/sodium
sulfate/ascorbic acid/sodium chloride/potassium chloride]: September
2033

Clenpig® (sodium picosulfate/magnesium oxide/anhydrous citric acid):
June 2034

U.S. Food and Drug Administration (FDA) Label Expansion(s):2®

August 2019: The FDA approved Clenpig® (sodium picosulfate/
magnesium oxide/anhydrous citric acid) for cleansing of the colon as a
preparation for colonoscopy in pediatric patients 9 years of age and
older. The approval is supported by a single study in 78 pediatric
patients 9 to 16 years of age evaluating successful colon cleansing with
Clenpig® versus PEG. Successful colon cleansing was achieved in 88%
[95% confidence interval (Cl): 62, 98] and 81% (95% Cl: 54, 96) of patients
receiving Clenpig®in the 9 to 12 years of age and 13 to 16 years of age
ranges, respectively. Clenpig® was first FDA approved in 2012 for the
same indication in adults.

News:

March 2020: A multicenter, randomized trial compared the bowel
cleansing efficacy of 2 bowel preparation formulations available in
China and Taiwan: a 300mL small-volume Bowklean (sodium
picosulfate/magnesium citrate) preparation versus a larger-volume 2L
Klean-Prep/Dulcolax® (PEG/bisacodyl) preparation. The study enrolled
631 individuals and found Bowklean was non-inferior to Klean-
Prep/Dulcolax® in overall colon cleansing but was associated with
significantly better preparation quality and greater tolerability.?®

July 2020: An article published in Endoscopy International Open stated
that due to COVID-19 and the suspension of elective surgeries to
preserve personal protective equipment (PPE), there has been a
decrease in colonoscopy services. There is an urgent need to limit
collateral damage associated with delaying routine endoscopy. Possible
low-cost interventions that minimize the risk for spreading COVID-19
were discussed, including decreasing the number of incomplete or
low-quality procedures that require rescheduling and minimizing the

28 U.S. FDA. Supplemental Approval of Clenpiqg®. Available online at:
https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/2095890riglsQ05ltr.pdf. Issued

08/08/2019. Last accessed 12/28/2020.

2 Hung S, Chen HC, Tzu-Liang Chen W. A Randomized Trial Comparing the Bowel Cleansing Efficacy of
Sodium Picosulfate/Magnesium Citrate and Polyethylene Glycol/Bisacodyl (The Bowklean Study).
Nature 2020; 10:5604.


https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/209589Orig1s005ltr.pdf

need for anesthesia medication and support. One possible alternative is
water-aided colonoscopy (WAC).*°

Recommendations

The College of Pharmacy does not recommend any changes to the current
bowel preparation medications prior authorization criteria at this time.

Utilization Details of Bowel Preparation Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL cosTt/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
PEG POW 3350 16,719 10,133 $280,988.98 $16.80 1.65 64.45%
GAVILYTE-G SOL 1,242 1135 $24,292.33 $19.56 1.09 557%
HM CLEARLAX POW 1,041 610 $18,770.90 $18.03 1.71 4.31%
PEG PACKET 3350 940 636 $45,567.66 $48.48 1.48 10.45%
CLEARLAX POW 491 294 $9,240.64 $18.82 1.67 2.12%
GNP CLEARLAX POW 431 292 $8,162.72 $18.94 1.48 1.87%
PEG-3350/KCL SOL/SODIUM 354 328 $7,562.01 $21.36 1.08 1.73%
PEG-3350 POW 322 236 $6,327.85 $19.65 1.36 1.45%
PEG-3350 SOL ELECTROL 203 184 $4,028.97 $19.85 11 0.92%
GAVILYTE-C-SOL 169 156 $2,904.42 $17.19 1.08 0.67%
PEG-3350 SOL ELECTROL 155 147 $2,552.83 $16.47 1.05 0.59%
MOVIPREP SOL 135 130 $15,024.17 $111.29 1.04 3.45%
PEG-3350 POW 124 66 $6,043.64 $48.74 1.88 1.39%
GAVILYTE-N-SOL FLAV PK 120 ns $2,499.94 $20.83 1.04 0.57%
TRILYTE SOL 29 29 $654.13 $22.56 1 0.15%
HEALTHYLAX POW 13 10 $573.10 $44.08 1.3 0.13%
SM CLEARLAX POW 12 9 $145.60 $12.13 1.33 0.03%
GOLYTELY SOL 8 8 $140.91 $17.61 1 0.03%
GNP CLEARLAX PAK 3350 4 2 $164.91 $41.23 2 0.04%
SUPREP BOWEL SOL PREP KIT 3 3 $292.50 $97.50 1 0.07%

14,090 $435,905.21 $19.36

FLAV PK = flavor pack; KCL = potassium chloride; PAK = packet; PEG = polyethylene glycol;
PREP = preparation; POW = powder; SOL = solution;

*Total number of unduplicated utilizing members.

Costs do not reflect rebated prices or net costs.

Fiscal Year 2020 = 07/01/2019 to 06/30/2020

30 Cadoni S, Ishag S, Hassan C, et al. Covid-19 Pandemic Impact on Colonoscopy Service and
Suggestions for Managing Recovery. Endosc Int Open 2020; 8(7):E985-E989.



Fiscal Year 2020 Annual Review of Brineura®
(Cerliponase Alfa)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Brineura® (Cerliponase Alfa) Approval Criteria:

1.

INJW

10.

11.

12.

An FDA approved diagnosis of late infantile neuronal ceroid
lipofuscinosis type 2 (CLN2) also known as tripeptidyl peptidase-1 (TPP-
1) deficiency; and

Member must have confirmed TPP-1 enzymatic deficiency via enzyme
assay, confirmed by molecular analysis; and

Member must be 3 years of age or older; and

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

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

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

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

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

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

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

Approval quantity will be based on Brineura® Prescribing Information
and FDA approved dosing regimen.



Utilization of Brineura® (Cerliponase Alfa): Fiscal Year 2020

There was no SoonerCare utilization of Brineura® (cerliponase alfa) during
fiscal year 2020 (07/01/2019 to 06/30/2020).

Prior Authorization of Brineura® (Cerliponase Alfa)

There were no prior authorization requests submitted for Brineura®
(cerliponase alfa) during fiscal year 2020.

Market News and Updates

Pipeline:

» RGX-181: CLNZ2 is a rare genetic disorder caused by a mutation in the
gene that makes TPP-1. RGX-181 is a novel gene therapy that will use
the adeno-associated virus (AAV) vector to deliver the TPP-1 gene
directly into the central nervous system for patients with CLN2.
REGENXBIO is currently in the preclinical phase of development and
expects to initiate enrollment in a Phase 1/2 trial in the first half of
20213132

Recommendations

The College of Pharmacy does not recommend any changes to the current
Brineura® (cerliponase alfa) prior authorization criteria at this time.

3T REGENXBIO, Inc. REGENXBIO Reports Second Quarter 2020 Financial Results and Operational
Highlight. Cision PR Newswire. Available online at: https://www.prnewswire.com/news-
releases/regenxbio-reports-second-quarter-2020-financial-results-and-operational-highlights-
301107904.html. Issued 08/06/2020. Last accessed: 10/01/2020.

32 REGENXBIO, Inc. Patients & Families: CLN2. Available online at: https://www.regenxbio.com/cIn2/. Last
accessed: 10/01/2020.



https://www.prnewswire.com/news-releases/regenxbio-reports-second-quarter-2020-financial-results-and-operational-highlights-301107904.html
https://www.prnewswire.com/news-releases/regenxbio-reports-second-quarter-2020-financial-results-and-operational-highlights-301107904.html
https://www.prnewswire.com/news-releases/regenxbio-reports-second-quarter-2020-financial-results-and-operational-highlights-301107904.html
https://www.regenxbio.com/cln2/

Fiscal Year 2020 Annual Review of Butalbital
Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Esgic® Capsule (Butalbital/Acetaminophen/Caffeine 50mg/325mg/40mg)
Approval Criteria:
1. A patient-specific, clinically significant reason why the member cannot
use Fioricet® tablets (butalbital/acetaminophen/caffeine
50mg/325mg/40mg) must be provided.

Fioricet with Codeine® (Butalbital/Acetaminophen/Caffeine/Codeine
50mg/300mg/40mg/30mg) Approval Criteria:

1. A patient-specific, clinically significant reason why the member cannot
take the 325mg acetaminophen formulation (butalbital/
acetaminophen/caffeine/codeine 50mg/325mg/40mg/30mg), which is
available generically, must be provided.

Miscellaneous Butalbital Medications Approval Criteria:
1. An FDA approved indication for the treatment of tension-type
headache; and
2. Member must be 12 years of age or older; and
3. Failure within the previous 60 days of the following:

a. All available formulations of butalbital/acetaminophen medications
that do not require prior authorization (medications available
without prior authorization contain butalbital/acetaminophen/
caffeine in the standard 50mg/325mg/40mg dose); and

b. At least 2 nonsteroidal anti-inflammatory drugs (NSAIDs), unless
contraindicated.

Vanatol™ LQ (Butalbital/Acetaminophen/Caffeine Oral Solution) Approval
Criteria:
1. An FDA approved indication for the treatment of the symptom
complex of tension (or muscle contraction) headache; and
2. A patient-specific, clinically significant reason why a liquid formulation
is needed in place of the generic tablets, even when the tablets are
crushed, must be provided; and
3. Members with other solid dosage formulations in pharmacy claims
history will not generally be approved.



Utilization of Butalbital Medications: Fiscal Year 2020

Comparison of Fiscal Years
Fiscal ' *Total | Total | Total | Cost/| Cost/ Total

Year Members | Claims Cost | Claim Day Units

2019 3,130 7918 | $23715515| $29.95 $1.90 | 378142 | 124,963
| 2020 | 2310 | 6180 | $155925.43 | $2523|  $1.54 | 292,875 | 101,424 |
-21.90% |  -34.30% | -15.80% | -18.90% | -22.50% | -18.80% |
1,738 | -$81,229.72 | -23,539 |

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Butalbital Medications
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Top Prescriber Specialties of Butalbital Medications by Number of Claims
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Prior Authorization of Butalbital Medications

There were 308 prior authorization requests submitted for butalbital
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.



Status of Petitions

Approved,
40,13%

Denied,
42, 14%
Incomplete,

226, 73%

Market News and Updates

News:
= July 2020: The U.S Food and Drug Administration (FDA) cleared Zydus
Cadila's generic formulation of Fioricet® (butalbital/acetaminophen/
caffeine) tablet in the 50mg/325mg/40mg strength for the treatment of
tension headaches.®*

Recommendations

The College of Pharmacy does not recommend any changes to the current
butalbital medications prior authorization criteria at this time.

Utilization Details of Butalbital Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
BUTALBITAL PRODUCTS
BUT/APAP/CAF TAB 50/325/40MG 5249 2,074  $110,831.97 $211 253  71.08%
BUT/ASA/CAF CAP 50/325/40MG 454 180  $15909.46 $35.04 252 10.20%
BUT/APAP TAB 50/325MG Al 18 $2,51039  $6123 2.28 1.61%
BUT/APAP/CAF CAP 50/300/40MG 2 1 $95.56 $47.78 200 0.06%

SUBTOTAL 5,746 2,273 $129,347.38 $22.51 252 82.95%
BUTALBITAL/CODEINE PRODUCTS

BUT/APAP/CAF/COD CAP 50/325/40/30MG 263 102 $13,019.39  $49.50 258  835%

BUT/ASA/CAF/COD 50/325/40/30MG 92 29 $6,893.73 $74.93 317 4.42%

ASCOMP/COD CAP 50/325/40/30MG 79 19 $6,664.93 $84.37 416 427%

SUBTOTAL 434 150 $26,578.05 $61.24 2.89 17.04%

TOTAL 6,180 2,310+ $155,925.43 $25.23 268 100%

APAP = acetaminophen; ASA = aspirin; BUT = butalbital; CAF = caffeine; CAP = capsule; COD = codeine;
TAB = tablet

*Total number of unduplicated utilizing members.

Costs do not reflect rebated prices or net costs.

Fiscal Year 2020 = 07/01/2019 to 06/30/2020

33 Levy S. FDA Clears Zydus Cadila's Generic Fioricet®. Drug Store News. Available online at:
https://drugstorenews.com/fda-clears-zydus-cadilas-generic-fioricet. Issued 07/20/2020. Last accessed
09/17/2020.
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Fiscal Year 2020 Annual Review of Carbaglu®
(Carglumic Acid)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Carbaglu® (Carglumic Acid) Approval Criteria:

1. An FDA approved diagnosis of N-acetylglutamate synthase (NAGS)
deficiency; and

2. Carbaglu® must be prescribed by, or in consultation with, a geneticist;

3. Documentation of active management with a low protein diet; and

4. Initial approvals will be for the duration of 1 year. After that time,
reauthorization will require the prescriber to verify the member is
responding well to therapy.

Utilization of Carbaglu® (Carglumic Acid): Fiscal Year 2020

Comparison of Fiscal Years

Fiscal ' *Total Total Total Cost/ Cost/ Total Total
Year Members Claims Claim Day Units DEV

2019 | 13 | $1,031,677.53 | $79,359.81 | $2,71494 | 5280 | 380 |

| 2020 | 11| $1165,77814 | $105979.83 | $3,784.99 | 5,820 | 308 |

% Change | 0. 00% -15.40% 13.00% 33.50% 39.40% | 10.20% | -18. 90% |

Change
*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Carbaglu® (Carglumic Acid)

» There was1unique member utilizing Carbaglu® (carglumic acid) during
fiscal year 2020. However, due to the limited number of members
utilizing Carbaglu® (carglumic acid) during fiscal year 2020, detailed
demographic information could not be provided.

Top Prescriber Specialties of Carbaglu® (Carglumic Acid)
by Number of Claims

= The only prescriber specialty listed on paid claims for Carbaglu®
(carglumic acid) during fiscal year 2020 was genetic counselor.

Prior Authorization of Carbaglu® (Carglumic Acid)

There were no prior authorization requests submitted for Carbaglu®
(carglumic acid) during fiscal year 2020. The fiscal year 2020 utilization of



Carbaglu® (carglumic acid) was from prior authorization requests approved
during fiscal year 2019.

Recommendations

The College of Pharmacy does not recommend any changes to the current
Carbaglu® (carglumic acid) prior authorization criteria at this time.

Utilization Details of Carbaglu® (Carglumic Acid): Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
\ CARBAGLU TAB 200MG 1 1 $116577814 $105979.83 1 100% \

1* $1,165,778.14 $105,979.83

TAB = tablet

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020



Fiscal Year 2020 Annual Review of Cholbam® (Cholic
Acid)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Cholbam® (Cholic Acid) Approval Criteria:
1. An FDA approved indication of 1 of the following:
a. Treatment of bile acid disorders due to single enzyme defects
(SEDs); or
b. Adjunctive treatment of peroxisomal disorders (PDs) including
Zellweger spectrum disorders in members who exhibit
manifestations of liver disease, steatorrhea, or complications from
decreased fat-soluble vitamin absorption; and
2. Treatment with Cholbam® should be initiated and monitored by a
hematologist or pediatric gastroenterologist; and
3. The prescriber must verify that AST, ALT, GGCT, alkaline phosphatase,
bilirubin, and INR will be monitored every month for the first 3 months,
every 3 months for the next 9 months, every 6 months during the next 3
years and annually thereafter; and
4. Cholbam® should be discontinued if liver function does not improve
within 3 months of starting treatment, if complete biliary obstruction
develops, or if there are persistent clinical or laboratory indicators of
worsening liver function or cholestasis; and
5. Initial approval will be for 3 months to monitor for compliance and liver
function tests; and
Continuation approvals will be granted for the duration of 1year; and
A quantity limit of 120 capsules per 30 days will apply. Quantity limit
requests will be based on member’s recent weight taken within the last
30 days.

No

Utilization of Cholbam® (Cholic Acid): Fiscal Year 2020

There was no SoonerCare utilization of Cholbam® (cholic acid) during fiscal
year 2020 (07/01/2019 to 06/30/2020).

Prior Authorization of Cholbam® (Cholic Acid)

There were no prior authorization requests submitted for Cholbam® (cholic
acid) during fiscal year 2020.



Market News and Updates

Anticipated Patent Expiration(s):34
» Cholbam® (cholic acid): March 2022

Recommendations

The College of Pharmacy does not recommend any changes to the current
Cholbam® (cholic acid) prior authorization criteria at this time.

34 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/index.cfm.

Last revised 01/2021. Last accessed 01/10/2021.



https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm

Fiscal Year 2020 Annual Review of Chorionic
Gonadotropin Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Novarel® and Pregnyl® (Chorionic Gonadotropin) Approval Criteria:

1. An FDA approved diagnosis of prepubertal cryptorchidism not due to
anatomic obstruction or hypogonadotropic hypogonadism
(hypogonadism secondary to a pituitary deficiency); and

2. Requests for any of the following diagnoses will not be approved:

a. Owvulation induction; or
b. Spermatogenesis induction; or
c. Weight loss; and

3. Member must be male; and

4. For the diagnosis of prepubertal cryptorchidism member must be 4 to
10 years of age; or

5. For the diagnosis of hypogonadotropic hypogonadism member must
be of peripubertal age; and

a. A patient-specific, clinically significant reason why testosterone
therapy is not appropriate must be provided.

Utilization of Chorionic Gonadotropin Medications: Fiscal Year 2020

Comparison of Fiscal Years

Fiscal *Total Total Total Cost/ Cost/ Total Total
Year Members Clalms Cost | Claim Day Unlts Days

2019 $14292 | $14292 | $142.92
2020 $287.56 | $143.78 | $143.78

% Change 0. 00% 100. 00% 101.20% | 0.60% | 0.60% | 100. 00% 100. 00%

Change | 0] 1 $14464 | $0.86| $086 | 1| 1

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Chorionic Gonadotropin Medications

= Due to the limited number of members utilizing chorionic
gonadotropin medications, detailed demographic information could
not be provided.



Top Prescriber Specialties of Chorionic Gonadotropin Medications
by Number of Claims

= The only prescriber specialty listed on paid pharmacy claims for
chorionic gonadotropin medications during fiscal year 2020 was
pediatric endocrinologist.

Prior Authorization of Chorionic Gonadotropin Medications

There were 4 prior authorization requests submitted for 1 unique member for
chorionic gonadotropin medications during fiscal year 2020. The following
chart shows the status of the submitted petitions for fiscal year 2020.

Status of Petitions

Incomplete,
1, 25%

Approved,
3,75%

Recommendations

The College of Pharmacy does not recommend any changes to the current
chorionic gonadotropin medications prior authorization criteria at this time.

Utilization Details of Chorionic Gonadotropin Medications: Fiscal Year
2020

PRODUCT TOTAL TOTAL TOTAL cosTt/ CLAIMS/
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER

NOVAREL INJ 5000 UNIT $287.56 $143.78 100%
$287.56 $143.78

INJ = injection

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020



Fiscal Year 2020 Annual Review of Corticosteroid
Special Formulations

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Orapred ODT?® [Prednisolone Sodium Phosphate Orally Disintegrating
Tablet (ODT)] Approval Criteria:
1. Authorization requires a patient-specific, clinically significant reason
why the member cannot use prednisone tablets; and
2. A quantity limit of 10 ODTs per 30 days will be available without prior
authorization for members 10 years of age or younger.

Rayos® (Prednisone Delayed-Release Tablet) Approval Criteria:
1. A patient-specific, clinically significant reason why the member cannot
use immediate-release corticosteroid medications must be provided.

TaperDex™ (Dexamethasone Tablet) Approval Criteria:
1. A patient-specific, clinically significant reason why the member cannot
use dexamethasone 1.5mg individual tablets, which are available
without prior authorization, must be provided.

Veripred™ 20 (Prednisolone Sodium Phosphate Oral Solution 20mg/5mL)
and Millipred™ (Prednisolone Sodium Phosphate Oral Solution 10mg/5mL)
Approval Criteria:
1. Authorization of Veripred™ 20 or Millipred™ requires a patient-specific,
clinically significant reason why the member cannot use a tablet or an
alternative strength liquid formulation.

Zilretta® [Triamcinolone Acetonide Extended-Release (ER) Injection]
Approval Criteria:
1. An FDA approved diagnosis of osteoarthritis (OA) pain of the knee; and
2. Zilretta® will only be approvable for use in the knee(s) for OA pain; and
3. A patient-specific, clinically significant reason why the member cannot
use Kenalog-40® (triamcinolone acetonide 40mg injection) and Depo-
Medrol® (methylprednisolone injection) must be provided; and
4. A quantity limit of 1injection per knee per 12 weeks will apply.



Utilization of Corticosteroid Special Formulations: Fiscal Year 2020

Comparison of Fiscal Years: Pharmacy Claims

Fiscal *Total Total Total Cost/ Cost/ Total Total
Year Members | Claims Cost | Claim Day Units Days
$180,342.82
, , $166,914.89 | $100.49 . , ,
% Change -15.6% -16.7% -7.4% 11.1% 11.9% -14.4% -17.3%
Change -242 -333 | -$13,427.93 | $10.05 $2.21 -1,655 -1,681

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Comparison of Fiscal Years: Medical Claims

Fiscal *Total *Total Total Cost/
Year Members Clalms Cost Claim

2019 $141.71 $141.71 32

2020 $1,521.40 $190.18 289

% Change 700% 700% 973.6% 34.2% 803.1%

Change 7 $1,379.69 $ 48.47 257

*Total number of unduplicated utilizing members.
*Total number of unduplicated claims.

Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Corticosteroid Special Formulations:
Pharmacy Claims
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Top Prescriber Specialties of Corticosteroid Special Formulations
by Number of Claims: Pharmacy Claims
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Prior Authorization of Corticosteroid Special Formulations

There were 61 prior authorization requests for 43 unigue members submitted
for corticosteroid special formulations during fiscal year 2020. The following
chart shows the status of the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
15, 24%

Incomplete,
37,61%

Approved,
9, 15%

Market News and Updates

Anticipated Patent Expiration(s):>*
= Rayos® (Prednisone Delayed-Release Tablets): January 2028
= Zilretta® (Triamcinolone Acetonide Extended-Release Injection): August
2031

35 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/index.cfm.
Last revised 12/2020. Last accessed 12/01/2020.



https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm

Recommendations

The College of Pharmacy does not recommend any changes to the current
corticosteroid special formulations prior authorization criteria at this time.

Utilization Details of Corticosteroid Special Formulations: Fiscal Year 2020

Pharmacy Claims

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
PREDNISOLONE ORALLY DISINTEGRATING TABLET (ODT) PRODUCTS
PREDNISOLONE ODT 15MG 782 683  $90,09192  $15.21 114  5397%
PREDNISOLONE ODT 10MG 683 504  $50,74381  $74.30 136 30.40%
PREDNISOLONE ODT 30MG 196 180  $26,079.16  $133.06 1.09  15.62%

$166,914.89 $100.49 1.26 100%

ODT = orally disintegrating tablet

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Medical Claims

PRODUCT *TOTAL *TOTAL TOTAL cosTt/ CLAIMS/
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER

J3304 ZILRETTA INJ TMG $1,521.40 $190.18
$1,521.40 $190.18

INJ = injection

*Total number of unduplicated claims.

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020



Fiscal Year 2020 Annual Review of Defitelio®
(Defibrotide)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Defitelio® (Defibrotide) Approval Criteria:

1. An FDA approved diagnosis of hepatic veno-occlusive disease (VOD),
also known as sinusoidal obstruction syndrome (SOS), with renal or
pulmonary dysfunction following hematopoietic stem-cell
transplantation (HSCT); and

2. Initial approvals will be for 1 month of therapy. An additional month of
therapy (maximum total duration of 60 days of therapy) may be
granted if the physician documents the continued need for therapy.

Utilization of Defitelio® (Defibrotide): Fiscal Year 2020

There was no SoonerCare utilization of Defitelio® (defibrotide) during fiscal
year 2020 (07/01/2019 to 06/30/2020).

Prior Authorization of Defitelio® (Defibrotide)

There were no prior authorization requests submitted for Defitelio®
(defibrotide) during fiscal year 2020.

Market News and Updates

Anticipated Exclusivity Expiration(s):3¢
» Defitelio® (defibrotide): March 2023

Recommendations

The College of Pharmacy does not recommend any changes to the current
Defitelio® (defibrotide) prior authorization criteria at this time.

36 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/index.cfm.
Last revised 12/2020. Last accessed 12/16/2020.



https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm.%20%20Last%20revised%2012/2020
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm.%20%20Last%20revised%2012/2020

Fiscal Year 2020 Annual Review of Elaprase®
(Idursulfase)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Elaprase® (Idursulfase) Approval Criteria:
1. An FDA approved diagnosis of Hunter syndrome
(mucopolysaccharidosis type II; MPS |l) confirmed by:
a. Enzyme assay demonstrating a deficiency of iduronate-2-sulfatase
(IDS) 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 the Elaprase® Prescribing Information.

Utilization of Elaprase® (Idursulfase): Fiscal Year 2020

Comparison of Fiscal Years

Year Members Claims Cost Claim Day Unlts Days
2019 6 $451,624.10 $75,270.68 $2,688.24 168
2020 o 0 $0.00 $0.00 $0.00 o

% Change | -100.00% | -100.00% |  -100.00% |  -100.00% | -100.00% | -100.00% | -100. 00%
Change | 1| -6 | -$451,624.10 | -$75270.68 | -$2,68824 | 432 168

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

» There was no SoonerCare utilization of Elaprase® (idursulfase) during
fiscal year 2020.

Prior Authorization of Elaprase® (Idursulfase)

There were no prior authorization requests submitted for Elaprase®
(idursulfase) during fiscal year 2020.

Market News and Updates

Pipeline:
= DNL310: Denali Therapeutics is developing DNL310 for the treatment of
Hunter syndrome (mucopolysaccharidosis Il or MPS [I). DNL310 is a
recombinant iduronate 2-sulfatase (IDS) enzyme engineered to cross
the blood-brain-barrier (BBB) to replace the IDS enzyme and treat



neuropathic and systemic forms of MPS II. DNL310 is currently in the
early clinical stage of development. In November 2020, Denali
announced the first human biomarker proof of concept data for its
proprietary Transport Vehicle (TV) technology from a Phase 1/2 study of
DNL310 in 5 pediatric patients with MPS II. The TV technology is
designed to effectively deliver large therapeutic molecules, such as
antibodies, enzymes, proteins, and oligonucleotides, across the BBB
after intravenous administration. The Phase 1/2 study is ongoing and
Denali is currently planning a Phase 2/3 pivotal study. Additional safety
and biomarker data should become available in the first quarter of
20213738

» JR-141: JCR Pharmaceuticals is developing JR-141 for the treatment of
MPS I1. JR-141 is a fusion protein consisting of an antibody against the
transferring receptor and IDS, the enzyme which is deficient in MPS ||
patients. The drug uses JCR's “J-Brain Cargo®” technology to deliver
active drug molecules to the central nervous system (CNS), crossing the
BBB. A Phase 3 study of JR-141 is ongoing in Japan, and JCR
Pharmaceuticals is currently planning pivotal studies in the United
States and Europe. 324041

» RGX-121: REGENXBIO is developing RGX-121 for the treatment of MPS II.
RGX-121 is a one-time gene therapy that uses the adeno-associated
virus serotype 9 (AAV9) vector to deliver the IDS gene to the CNS in an
attempt to address the neurological manifestations of disease and
prevent or stabilize cognitive decline. RGX-121 is administered
intracisternally into the ventricles of the brain which could provide a
permanent source of secreted IDS beyond the BBB. REGENXBIO is
currently enrolling participants in a Phase 1/2 clinical trial of RGX-121.
RGX-121 has received Orphan Drug, Rare Pediatric Disease, and Fast
Track designations from the U.S. Food and Drug Administration (FDA).
In September 2020, REGENXBIO released information regarding an

37 Denali Therapeutics, Inc. Denali Pipeline. Available online at:
https://www.denalitherapeutics.com/pipeline. Last accessed 12/16/2020.

38 Denali Therapeutics, Inc. Denali Therapeutics Announces First Human Biomarker Proof of Concept for
Its Transport Vehicle (TV) Technology Achieved in Phase 1/2 Study of ETV:IDS (DNL310) in Hunter
Syndrome (MPS Il). Globe Newswire. Available online at: https://www.globenewswire.com/news-
release/2020/11/10/2123675/0/en/Denali-Therapeutics-Announces-First-Human-Biomarker-Proof-of-
Concept-for-lts-Transport-Vehicle-TV-Technology-Achieved-in-Phase-1-2-Study-of-ETV-IDS-DNL310-in-
Hunter-Syndrome-MPS-IL.html. Issued 11/10/2020. Last accessed 12/16/2020.

3% JCR Pharmaceuticals Co., Ltd. JCR Pipeline. Available online at:
https://www.jcrpharm.co.jp/en/site/en/biopharmaceutical/pdf/pipeline_0803.pdf. Last accessed
12/16/2020.

40 JCR Pharmaceuticals Co., Ltd. R&D/Production. Available online at:

https://www.jcrpharm.co .jo/en/site/en/biopharmaceutical/global.html. Last accessed 12/16/2020.

“ JCR Pharmaceuticals Co., Ltd. JCR Pharmaceuticals announces Completion of Acquisition of
ArmaGen, Inc. Available online at: https://www.prnewswire.com/news-releases/jcr-pharmaceuticals-
announces-completion-of-acquisition-of-armagen-inc-301047260.html. Issued 04/27/2020. Last
accessed 12/16/2020.



https://www.denalitherapeutics.com/pipeline
https://www.globenewswire.com/news-release/2020/11/10/2123675/0/en/Denali-Therapeutics-Announces-First-Human-Biomarker-Proof-of-Concept-for-Its-Transport-Vehicle-TV-Technology-Achieved-in-Phase-1-2-Study-of-ETV-IDS-DNL310-in-Hunter-Syndrome-MPS-II.html
https://www.globenewswire.com/news-release/2020/11/10/2123675/0/en/Denali-Therapeutics-Announces-First-Human-Biomarker-Proof-of-Concept-for-Its-Transport-Vehicle-TV-Technology-Achieved-in-Phase-1-2-Study-of-ETV-IDS-DNL310-in-Hunter-Syndrome-MPS-II.html
https://www.globenewswire.com/news-release/2020/11/10/2123675/0/en/Denali-Therapeutics-Announces-First-Human-Biomarker-Proof-of-Concept-for-Its-Transport-Vehicle-TV-Technology-Achieved-in-Phase-1-2-Study-of-ETV-IDS-DNL310-in-Hunter-Syndrome-MPS-II.html
https://www.globenewswire.com/news-release/2020/11/10/2123675/0/en/Denali-Therapeutics-Announces-First-Human-Biomarker-Proof-of-Concept-for-Its-Transport-Vehicle-TV-Technology-Achieved-in-Phase-1-2-Study-of-ETV-IDS-DNL310-in-Hunter-Syndrome-MPS-II.html
https://www.jcrpharm.co.jp/en/site/en/biopharmaceutical/pdf/pipeline_0803.pdf
https://www.jcrpharm.co.jp/en/site/en/biopharmaceutical/global.html
https://www.prnewswire.com/news-releases/jcr-pharmaceuticals-announces-completion-of-acquisition-of-armagen-inc-301047260.html
https://www.prnewswire.com/news-releases/jcr-pharmaceuticals-announces-completion-of-acquisition-of-armagen-inc-301047260.html

ongoing Phase 1/2 study in pediatric patients younger than 5 years of
age with severe MPS ||, stating that 6 patients have been dosed with
RGX-121 across 2 dose levels. RGX-121 has been well-tolerated with no
serious adverse events reported. REGENXBIO plans to initiate a second
Phase 1/2 study in pediatric patients 5 to 18 years of age with severe

MPS Il and will provide additional updates from the ongoing studies by
the end of 2020.4243

Recommendations

The College of Pharmacy does not recommend any changes to the current
Elaprase® (idursulfase) prior authorization criteria at this time.

“2 REGENXBIO, Inc. REGENXBIO Pipeline: RGX-121. Available online at: https://regenxbio.com/rgx-121/.
Last accessed 12/16/2020.
4 REGENXBIO, Inc. REGENXBIO Announces Continued Progress and Expansion of Clinical
Development Program for RGX-121 for the Treatment of Mucopolysaccharidosis Type Il (MPS II). PR
Newswire. Available online at: https://www.prnewswire.com/news-releases/regenxbio-announces-
continued-progress-and-expansion-of-clinical-development-program-for-rgx-121-for-the-treatment-of-
mucopolysaccharidosis-type-ii-mps-ii-301141550.html. Issued 09/30/2020. Last accessed 12/16/2020.



https://regenxbio.com/rgx-121/
https://www.prnewswire.com/news-releases/regenxbio-announces-continued-progress-and-expansion-of-clinical-development-program-for-rgx-121-for-the-treatment-of-mucopolysaccharidosis-type-ii-mps-ii-301141550.html
https://www.prnewswire.com/news-releases/regenxbio-announces-continued-progress-and-expansion-of-clinical-development-program-for-rgx-121-for-the-treatment-of-mucopolysaccharidosis-type-ii-mps-ii-301141550.html
https://www.prnewswire.com/news-releases/regenxbio-announces-continued-progress-and-expansion-of-clinical-development-program-for-rgx-121-for-the-treatment-of-mucopolysaccharidosis-type-ii-mps-ii-301141550.html

Fiscal Year 2020 Annual Review of Erythropoietin
Stimulating Agents (ESAs)

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Aranesp® (Darbepoetin Alfa) Approval Criteria:
1. An FDA approved indication of 1 of the following:
a. Treatment of anemia due to chemotherapy in members with non-
myeloid malignancies; or
b. Treatment of anemia associated with chronic renal failure; and
i. Member must not be receiving dialysis [erythropoietin
stimulating agents (ESAs) are included in the bundled dialysis
payment if member is on any form of dialysis and cannot be
billed separately]; and
2. Recent hemoglobin levels must be provided; and
3. Approvals will be for the duration of 16 weeks of therapy. Recent
hemoglobin levels must be provided with continuation requests, and
further approval may be granted if the member's recent hemoglobin
level is <11g/dL.

Epogen® (Epoetin Alfa), Procrit® (Epoetin Alfa), and Retacrit® (Epoetin Alfa-
epbx) Approval Criteria:
1. An FDA approved indication of 1 of the following:
a. Treatment of anemia due to chemotherapy in members with non-
myeloid malignancies; or
b. Treatment of anemia in zidovudine-treated Human
Immunodeficiency Virus (HIV)-infected members; or
c. Reduction of allogeneic blood transfusion(s) in members receiving
surgery; or
d. Treatment of anemia associated with chronic renal failure; and
i. Member must not be receiving dialysis [erythropoietin
stimulating agents (ESAs) are included in the bundled dialysis
payment if member is on any form of dialysis and cannot be
billed separately]; and
2. Recent hemoglobin levels must be provided; and
3. Approvals will be for the duration of 16 weeks of therapy. Recent
hemoglobin levels must be provided with continuation requests, and
further approval may be granted if the member’s recent hemoglobin
level is <11g/dL.



Utilization of ESAs: Fiscal Year 2020

Comparison of Fiscal Years: Pharmacy Claims

Year Members Claims Cost Claim Day Unlts Days
2019 304 | $93,364.23 $307.12 $24.31 3,841
2020 20 245 | $66,693.02 $27222 | $28.28 154 2,358

(Change | 7| _ -59] -$26,671.21| -$34.90| $3.97| 139 1483

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Fiscal Year 2020 Utilization of ESAs: Medical Claims

Fiscal *Total *Total Total Cost/ Total
Year Members Claims Cost Claim Units
2020 181 $107,747.97 $595.29 23,702

*Total number of undupllcated utilizing members.
“Total number of unduplicated claims.

Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing ESAs

= Due to the limited number of members utilizing ESAs, detailed
demographic information could not be provided.

Top Prescriber Specialties of ESAs by Number of Claims
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Prior Authorization of ESAs

There were 185 prior authorization requests submitted for ESAs during fiscal
year 2020. The following chart shows the status of the submitted petitions for
fiscal year 2020.



Recommendations

Incomplete,
55, 30%

Status of Petitions

Denied,
22,12%

Approved,
108, 58%

The College of Pharmacy does not recommend any changes to the current
ESAs prior authorization criteria at this time.

Utilization Details of ESAs: Fiscal Year 2020

Pharmacy Claims

PRODUCT TOTAL TOTAL TOTAL COST/  cosT/ %
UTILIZED CLAIMS MEMBERS COST DAY CLAIM COST
DARBEPOETIN ALFA PRODUCTS
ARANESP INJ 150MCG 5 1 $472.65 $4.50 $94.53 0.71%
ARANESP INJ 100MCG 1 1 $340.29 $24.31  $34029 0.51%
ARANESP INJ 40MCG 1 1 $1,249.81 $44.64 $1249.81 1.87%

SUBTOTAL 7 3 $2,062.75 $14.03 $294.68 3.09%

EPOETIN ALFA PRODUCTS

PROCRIT INJ 20000/ML 204 12 $48,911.89 $26.80 $239.76 73.34%
EPOGEN INJ 20000/ML 25 2 $3,262.63 $17.08 $130.51 4.89%
PROCRIT INJ 10000/ML 6 3 $11,015.48 $113.56  $1,835.91 16.52%
EPOGEN INJ 10000/ML 2 1 $1,349.22 $24.09  $674.61 2.02%
PROCRIT INJ 3000/ML 1 1 $91.05 $2.17 $91.05 0.14%
SUBTOTAL 238 19 $64,630.27 $29.23 $271.56 96.91%
TOTAL 245 20* $66,693.02 $28.28 $272.22 100.00%

INJ = injection

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Medical Claims

DROD 0 A 0 A
» A = »

EPOETIN ALFA PRODUCTS

PROCRIT INJ J0885 59 23 $25,387.48 2.57 $430.30

RETACRIT INJ Q5106 57 15 $8,711.37 38 $152.83

SUBTOTAL 16 38 $34,098.85 3.05 $296.96
DARBEPOETIN ALFA PRODUCTS

ARANESP INJ 10881 65 25 $73,649.12 2.6 $1133.06

SUBTOTAL 65 25 $73,649.12 2.6 $1,133.06

TOTAL 181" 63* $107,747.97 2.87 $595.29

INJ = injection

*Total number of unduplicated utilizing members.
“Total number of unduplicated claims.

Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Fiscal Year 2020 Annual Review of Fabry Disease
Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Fabrazyme® (Agalsidase Beta) Approval Criteria:
1. An FDA approved diagnosis of Fabry disease 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 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 initially be approved for 6 months. After that time,
compliance will be required for continued authorization; and

5. A quantity limit of 14 capsules per 28 days will apply.

Utilization of Fabry Disease Medications: Fiscal Year 2020

Comparison of Fiscal Years: Pharmacy Claims

Fiscal ' *Total Cost/ Cost/ Total Total
Year Members Claim Day Units Days
2019 40 | $652,681.36 $16,317.03 $775.16 3,720 842

2020 | 75 | $866,762.46 | $11,556.83 | $503.64 | 3,506 | 1,721 |

% Change | 0. OO% 87.50% 32.80% -29.20% | -35.00% | -5.80% | 104.40% |
879

Change | 35| $214,081.10 |
*Total number of unduplicated utilizing members

Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Comparison of Fiscal Years: Medical Claims

Fiscal ' *Total *Total Total
Year Members Claims Cost

$259,557.90 $12,359.90

$320,791.80 $12,831.67

% Change | |
Change 4 $61,233.9 $471.77

*Total number of unduplicated utilizing members.

*Total number of unduplicated claims.

Costs do not reflect rebated prices or net costs.

Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Demographics of Members Utilizing Fabry Disease Medications
= Due to the limited number of members utilizing Fabry disease
medications, detailed demographic information could not be provided.
Top Prescriber Specialties of Fabry Disease Medications
by Number of Claims: Pharmacy Claims

= The only prescriber specialty listed on paid pharmacy claims for Fabry
disease medications during fiscal year 2020 was medical geneticist.

Prior Authorization of Fabry Disease Medications

There were 19 prior authorization requests for 5 unigue members submitted
for Fabry disease medications during fiscal year 2020. The following chart
shows the status of the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
2,10%

Incomplete,

6,32% Approved,

11, 58%

Market News and Updates

Anticipated Patent Expiration(s):*“
= Galafold® (migalastat): May 2038

44 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/index.cfm.
Last revised 01/2021. Last accessed 01/04/2021.



https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm.%20%20Last%20revised%2012/2020
https://www.accessdata.fda.gov/scripts/cder/ob/index.cfm.%20%20Last%20revised%2012/2020

Recommendations

The College of Pharmacy does not recommend any changes to the current
Fabry disease medications prior authorization criteria at this time.

Utilization Details of Fabry Disease Medications: Fiscal Year 2020

Pharmacy Claims

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
FABRAZYME INJ 5MG 48 3 $270,201.53 $5,629.20 16 3117%
FABRAZYME INJ 35MG 27 2 $596,560.93  $22,094.85 13.5 68.83%

TOTAL . 75 3* $866,762.46 $11,556.83 25 . 100.00%

INJ = injection

*Total number of unduplicated members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020

Medical Claims

PRODUCT TOTAL TOTAL TOTAL CLAIMS/
UTILIZED CLAIMS* MEMBERS* COST MEMBER

ACALSIDASE INJ JO180 $320,791.80 $12,831.67
$320,791.80 $12,831.67

INJ = injection

“Total number of unduplicated claims.

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2020 = 07/01/2019 to 06/30/2020



Fiscal Year 2020 Annual Review of Fibromyalgia
Medications

Oklahoma Health Care Authority
Fiscal Year 2020 Print Report

Current Prior Authorization Criteria

Tier-1 Tier-2
amitriptyline (Elavil®) milnacipran (Savella®)
cyclobenzaprine (Flexeril®)
duloxetine (Cymbalta®)
pregabalin (Lyrica®)
tramadol 50mg* (Ultram®)
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).
*Unique criteria applies for the use of tramadol 100mg tablets.

Fibromyalgia Medications Tier-2 Approval Criteria:
1. Member must have a documented, recent (within the last 6 months)
trial of 2 Tier-1 medications (must include 1 trial with duloxetine) at least
3 weeks in duration that did not provide an adequate response or
resulted in intolerable adverse effects; or
2. Contraindication(s) to all available lower tiered medications; or
3. Current stabilization on a Tier-2 medication.

Tramadol 100mg Tablet Approval Criteria:

1. A patient-specific, clinically significant reason why the member cannot
use 2 tramadol 50mg tablets to achieve a 100mg dose must be
provided; and

2. An age restriction will apply for members younger than 12 years of age.
For members younger than 12 years of age, the provider must submit
patient-specific, clinically significant information supporting the use of
tramadol despite the medication being contraindicated for the
member’s age.

Utilization of Fibromyalgia Medications: Fiscal Year 2020

Comparison of Fiscal Years

Fiscal *Total Total Total Cost/
Year Members Claims Cost Claim
216,670 | $7,626,767.47 16,439,462 | 6,407,897

205,637 | $6,677,634.97 16,040,959 | 6,374,126
% Change -8.90% | -5.10% | -12.40% | -7.80% | | -2.40%
Change -4,036 | -1,033 | -$949,132.50 | -$2.73 -398,503

*Total number of unduplicated utilizing members.
Costs do not reflect rebated prices or net costs.
Fiscal Year 2019 = 07/01/2018 to 06/30/2019; Fiscal Year 2020 = 07/01/2019 to 06/30/2020




Demographics of Members Utilizing Fibromyalgia Medications
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by Number of Claims
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Prior Authorization of Fibromyalgia Medications

There were 1,623 prior authorization requests submitted for fibromyalgia
medications during fiscal year 2020. The following chart shows the status of
the submitted petitions for fiscal year 2020.

Status of Petitions

Denied,
69, 4%

Approved,
650, 40%

Incomplete,
904, 56%



Market News and Updates

Anticipated Patent Expiration(s):*®

News:

Savella® (milnacipran): September 2029

April 2020: The U.S. Food and Drug Administration (FDA) expanded
the approval of Cymbalta® (duloxetine) to include the treatment of
fioromyalgia in pediatric patients 13 to 17 years of age. The approval
was based on data from a 13-week placebo-controlled trial that
included 184 patients with juvenile primary fibromyalgia syndrome.
Patients were randomized to receive duloxetine 30mg once daily for
1 week, then 60mg once daily for 12 weeks (based on response and
tolerability) or placebo. The primary end point of the trial was
reduction from baseline in average pain severity as measured by the
Brief Pain Inventory (BPI)-Modified Short Form: Adolescent Version
24-hour average pain severity rating scale. Results showed
treatment with duloxetine was not associated with a statistically
significant improvement over placebo for the primary end point
(mean change: -1.62 vs -0.97, respectively; P=0.052); however,
significantly more patients had a treatment response (secondary
end points defined as 230% and 250% reductions of BPI average pain
severity) with duloxetine than with placebo. The mean duloxetine
dosage for patients who completed the 12-week treatment phase
was 49mg/day. Overall, the safety profile was found to be similar to
that observed in previous clinical trials of duloxetine.*®

Recommendations

The College of Pharmacy does not recommend any changes to the current
fiboromyalgia medications prior authorization criteria at this time.

45 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 02/2021. Last accessed 02/04/2021.

46 Ernst D. Cymbalta Approved for Pediatric Patients With Fibromyalgia. MPR. Available online at:
https://www.empr.com/home/news/cymbalta-approved-for-pediatric-patients-with-fibromyalgia/.

Issued 04/22/2020. Last accessed 02/04/2021.


https://ped-rheum.biomedcentral.com/articles/10.1186/s12969-019-0325-6
https://www.accessdata.fda.gov/scripts/cder/ob/
https://www.empr.com/home/news/cymbalta-approved-for-pediatric-patients-with-fibromyalgia/

Utilization Details of Fibromyalgia Medications: Fiscal Year 2020

PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
GABAPENTIN PRODUCTS
GABAPENTIN CAP 300MG 32,719 9,341 $445,869.51 $13.63 35 6.68%
GABAPENTIN TAB 600MG 23,200 4,500 $400,454.66 $17.26 516 6.00%
GABAPENTIN TAB 800MG 18,094 2,944 $373,265.15 $20.63 6.15 5.59%
GABAPENTIN CAP 100MG 10,101 3,523 $123,980.86 $12.27 2.87 1.86%
GABAPENTIN CAP 400MG 6,203 1,526 $86,456.07 $13.94 4.06 1.28%
GABAPENTIN SOL 250MG/5ML 113 222 $53,499.08  $48.07 5.01 0.80%
NEURONTIN CAP 300MG 4 1 $4,92559  $1,231.40 4 0.07%

SUBTOTAL 91,434 22,057 $1,488,450.92 $16.28 415 22.28%
CYCLOBENZAPRINE PRODUCTS
CYCLOBENZAPRINE TAB1OMG 25974 11,050 $264,349.24 $10.18 2.35 3.96%
CYCLOBENZAPRINE TAB 5MG 6,758 3,965 $71,433.89 $10.57 1.7 1.07%
SUBTOTAL 32,732 15,015 $335,783.13 $10.26 2.18 5.03%
DULOXETINE PRODUCTS
DULOXETINE CAP 60MG 17,030 4,190 $266,215.81 $15.63 4.06 3.99%
DULOXETINE CAP 30MG 10,245 3,661 $154,093.51 $15.04 2.8 2.30%
DULOXETINE CAP 20MG 2,159 835 $33,683.23 $15.60 2.59 0.50%
CYMBALTA CAP 60MG 6 1 $2,46313  $410.52 6 0.04%
SUBTOTAL 29,440 8,687  $456,455.68 $15.50 3.39 6.83%
TRAMADOL PRODUCTS
TRAMADOL HCL TAB 50MG 23488 8,386 $252,886.61 $10.77 2.8 3.79%
SUBTOTAL 23,488 8,386 $252,886.61 $10.77 2.8 3.79%
AMITRIPTYLINE PRODUCTS
AMITRIPTYLINE TAB 25MG 5318 1,903 $70,810.87 $13.32 2.79 1.06%
AMITRIPTYLINE TAB 50MG 3,989 1178 $80,08690  $20.08 3.39 1.20%
AMITRIPTYLINE TAB 10MG 3384 1,209 $42,121.60 $12.45 2.8 0.63%
AMITRIPTYLINE TAB 100MG 2,325 560 $81,618.38 $35.10 415 1.22%
AMITRIPTYLINE TAB 75MG 835 248 $22,784.00 $27.29 337 0.34%
AMITRIPTYLINE TAB 150MG 798 188 $45,098.23 $56.51 424 0.68%
SUBTOTAL 16,649 5,286 $342,519.98  $20.57 3.15 5.13%
PREGABALIN PRODUCTS
LYRICA CAP 150MG 2,105 499 $1169,159.27  $555.42 422 17.51%
PREGABALIN CAP 150MG 1,360 470 $24,195.88 $17.79 2.89 0.36%
LYRICA CAP 75MG 1,334 495 $670,216.83  $502.41 269  10.04%
LYRICA CAP 100MG 1178 363 $669,711.01  $568.52 325  10.02%
PREGABALIN CAP 75MG 1,034 493 $17,418.43 $16.85 21 0.26%
PREGABALIN CAP 100MG 900 345 $15,920.59 $17.69 261 0.24%
LYRICA CAP 50MG 748 320 $399,995.04  $534.75 234 5.99%
LYRICA CAP 300MG 705 137 $322,053.65 $456.81 515 4.82%
LYRICA CAP 200MG 553 137 $296,44498  $536.07 4.04 4.44%
PREGABALIN CAP 50MG 507 275 $8,420.68 $16.61 1.84 0.13%




PRODUCT TOTAL TOTAL TOTAL COST/ CLAIMS/ %
UTILIZED CLAIMS MEMBERS COST CLAIM MEMBER COST
PREGABALIN CAP 200MG 483 137 $9,407.44 $19.48 353 0.14%
PREGABALIN CAP 300MG 360 106 $6,273.32 $17.43 34 0.09%
LYRICA CAP 25MG 146 64 $66,056.61  $452.44 2.28 0.99%
LYRICA CAP 225MG 146 37 $68,492.42  $469.13 395 1.03%
PREGABALIN CAP 225MG 16 32 $1,865.88 $16.09 363 0.03%
PREGABALIN CAP 25MG 20 61 $1,437.88 $15.98 148 0.02%
LYRICA SOL 20MG/ML 13 2 $12,060.83  $927.76 6.5 0.18%
PREGABALIN SOL 20MG/ML 2 1 $121.76 $60.88 2 0.01%
SUBTOTAL 1,780 3,974 $3,759,252.50  $319.12 296 56.30%
MILNACIPRAN PRODUCTS

SAVELLA TAB 50MG 69 1l $25448.49  $368.