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DRUG REVIEWS

Kirsty and Merilog (Novolog biosimilars)

Review: Kirsty and Merilog are two FDA approved biosimilars to Novolog (insulin aspart) indicated to
improve glycemic control in adults and pediatric patients with diabetes mellitus. Both products are
available as vials and prefilled pens which are similar to the formulations of Novolog.

Summary of Clinical Trials: The immunogenicity, efficacy, and safety of Kirsty was evaluated in a 24
week, open-label, randomized phase Ill study in 478 patients with type 1 diabetes mellitus. Results
showed that Kirsty was within the prespecified margin for equivalence for treatment-emergent antibody
response (TEAR) rate and showed no clinically meaningful differences between treatment groups in
terms of change from baseline in HbA1c, fasting plasma glucose, prandial, basal, and total daily insulin
dose per unit body weight, and a 7-point self-monitored blood glucose (SMBG) profile. Adverse events
were also consistent between treatment groups. Kirsty is designated as interchangeable which means it
can be substituted at retail pharmacy for the reference product. Merliog was evaluated in study

PDY 12695, a randomized, double-blind, single-dose study in adults with T1D that compared
pharmacokinetic and pharmacodynamic profiles of Merilog to Novolog and found no meaningful
differences between the two in terms of safety, purity, and potency. At this time, Merilog is not classified
as interchangeable with Novolog.

A Clinical Review including Clinical Information, Efficacy Evidence, Safety Evidence, Other
Considerations and a Financial Review Based on Cost Analysis were presented.

Outcome: Kirsty and Merilog are pharmacy benefits. Based on clinical comparisons, a biosimilar first
approach, and the current formulary placement of Novolog, Kirsty and Merilog vials and Solostar will be
added to the Brand Preferred tier of the Commercial, Exchange and CHIP formularies and will not require
prior authorization.

Other Recommendations: Based on clinical comparisons, a biosimilar first approach, and the
interchangeability of Kirsty for Novolog, it is recommended that the brand Novolog be removed from the
Commercial, Exchange and CHIP formularies.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.



FAST FACTS

ADBRY (tralokinumab-ldrm)

Clinical Summary: Adbry is an interleukin-13 antagonist indicated for the treatment of moderate-to
severe atopic dermatitis in adults and pediatric patients 12 years of age and older whose disease is not
adequately controlled with topical prescription therapies or when those therapies are not advisable. Adbry
can be used with or without topical corticosteroids.

Updated Dosing for New indication: Adbry is now available in a new dose, a 300 mg/ ml single dose
autoinjector.

Current Formulary Status: Adbry is a formulary medication covered under commercial policy 701.0
requiring prior authorization.

Recommendation: There are no changes recommended to the formulary status or auth duration to the
Adbry policy 701.0. Quantity limits have been updated as appropriate for the new dosage strength.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

Eliquis/Eliquis Sprinkle (apixaban)

Clinical Summary: Eliquis is now indicated for the treatment of venous thromboembolism (VTE) and
reduction in the risk of recurrent VTE in pediatric patients from birth and older after at least 5 days of
initial anticoagulation treatment. Previously, the safety and efficacy of Eliquis in pediatric patients was not
evaluated and it was only approved for treatment of adult patients.

The recommended dosage of Eliquis is based on patient’s weight and is adjusted according the the
weight-tier as treatment progresses (Table 1). The treatment duration of overall therapy is individualized
based on a assessment of treatment benefit versus risk for bleeding.

Table 1. Dose Recommendation in Pediatric Patients from Birth to less than 18 Years of Age for
the Treatment of VTE and Reduction in the Risk of Recurrent VTE'

Days 1-7 Days 8 and beyond
Presentation Body weight Dosing schedule Dosing schedule
(kg)
Powder in 2.6 to less than 4 0.3 mg twice daily 0.15 mg twice daily

Capsule 0.15 mg

For pediatric use

4 to less than 6 1 mg twice daily 0.5 mg twice daily

Tablet 0.5 mg

For pediatric use

6 to less than 9

2 mg twice daily

1 mg twice daily

9 to less than 12

3 mg twice daily

1.5 mg twice daily

12 to less than 18

4 mg twice daily

2 mg twice daily

18 to less than 25

6 mg twice daily

3 mg twice daily

25 to less than 35

8 mg twice daily

4 mg twice daily

Tablets 2.5 mg
and 5 mg

greater than or
equal to 35

10 mg twice daily

5 mg twice daily




Eliquis is not recommended for use in pediatric patients weighing less than 2.6 kg as it was not studied in
those patients. Eliquis is now supplied as 0.5 mg tablet in a packet for oral suspension and 0.15 mg
sprinkle capsule for oral suspension in addition to the previously approved 2.5 mg and 5 mg tablets. For
adults and pediatric patients weighing over 35 kg who are unable to swallow tablets, the 2.5 and 5 mg
tablets can be crushed and suspended in water, D5W, or apple juice, or mixed with applesauce and
administered. Crushed Eliquis tablets can also be suspended in D5W and administered through a
nasogastric tube. For patients weighing less than 35 kg, the 0.15 mg sprinkle capsule or the 0.5 mg tablet
should be used. The 0.15 mg Eliquis sprinkle capsule must be opened and sprinkled in water or formula.
The 0.5 mg tablet in a packet for oral suspension should be mixed with water, infant formula, apple juice,
or apple sauce. Each packet is for single use only. This mixture may also be administered through a
nasogastric or gastronomy tube.

The safety and efficacy of Eliquis in the treatment and prevention of recurrent VTE in pediatric patients
was evaluated in Study CV185325, a randomized, active-controlled, open-label, multi-center study in 229
pediatric patients from birth to less than 18 years of age with confirmed VTE. Neonates were excluded
from enrollment if they were < 34 weeks’ gestation or had a body weight < 2.6 kg. Prior to randomization,
patients could be treated with standard of care anticoagulation for up to 14 days.

Patients were randomized 2:1 to receive age-appropriate formulation and body-weight adjusted doses of
Eliquis or standard of care. For patients 2 to less than 18 years, SOC was compromised of low molecular
weight heparins, unfractionated heparins, or vitamin K antagonists. For patients 28 days to less than 2
years of age, SOC was limited to UFH or LMWH. The main treatment phase lasted 6 to 12 weeks for
patients aged birth to less than 2 years, and 12 weeks for patients greater than 2 years. Patients
randomized to Eliquis had the option to continue Eliquis treatment for 6 to 12 additional weeks in the
extension phase. Results are shown in Table 2.

Table 2. Primary efficacy results in Study CV185325'

ELIQUIS Standard of care **
N=155 N=74
Symptomatic and asymptomatic recurrent VTE*
and VTE* related mortality***
Number (%) Subjects with Event 4(2.6) 2(2.7)
95% Confidence Interval (1) (0.7, 6.5) (0.3,9.4)

* Recurrent VTE, defined as either contiguous progression or non-contiguous new thrombus and including, but not
limited to DVT, PE and paradoxical embolism.

(1) 95% Confidence Interval calculated using the Clopper-Pearson exact method

** UFH/LMWH for patients less than 2 years of age and UFH/LMWH/VKA for those equal to or greater than 2 years

of age.

*** no VTE related mortality was observed in either treatment arms during the study.

Overall the safety profile of Eliquis was generally similar to that in adult patients and is consistent across
the pediatric age groups. In pediatric patients, excessive menstrual bleeding occurred in 17 (11%) of
patients in the Eliquis group compared to 3 (4%) in the standard of care group. Epistaxis occurred in 24
(16%) of patients in the Eliquis group and 14 (19%) patients in the standard of care group.

Current Formulary Status: Eliquis 2.5 and 5 mg tablets:
e Brand Preferred tier
e QL: 2.5 mg tablets: 2 tablets per day; 5 mg tablets: 4 tablets per day

Recommendation: Eliquis 0.15 mg capsules and Eliquis 0.5 mg tablets should be added to the Brand
Preferred tier without a prior authorization to match the placement of Eliquis 2.5 and 5 mg tablets. The
following quantity limits should be applied.



Quantity Limits:
Eliquis 0.15 mg capsules: 74 capsules per 30 days
Eliquis 0.5 mg tablets: 592 tablets per 30 days

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

Elrexfio (elranatamab)

Clinical Summary: Elrexfio has previously been approved and continues to be approved for the
treatment of adult patients with relapsed or refractory multiple myeloma who have received at least 4 prior
lines of therapy including a proteasome inhibitor, an immunomodulatory agent, and an anti-CD38
monoclonal antibody. The recent updates to Elrexfio pertain to the dosing schedule.

Elrexfio can now be administered every 4 weeks in those patients who maintained a response to Elrexfio
after 24 weeks of receiving bi-weekly dosing. Previously, the dosing schedule was only FDA-approved for
up to biweekly dosing.

The new dosing schedule was approved based on results from a post-hoc analysis of the original trial that
included an assessment of once-monthly dosing. 28 participants were switched from every 2-week dosing
to every 4-week dosing. 88% of them maintained a compete response or better for at least 6 months after
switching.

Summary of Updated Safety Considerations: No changes.

Current Formulary Status: Medical benefit requiring prior authorization.

Recommendation: No changes recommended to MBP 301.0.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

KOSELUGO (selumetinib)

Clinical Summary: Koselugo is a kinase inhibitor that was indicated for the treatment of pediatric
patients 2 years of age and older with neurofibromatosis type 1 (NF1) who have symptomatic, inoperable
plexiform neurofibromas (PN). It is now indicated for pediatrics patients 1 year of age and older.

The recommended dosage is 25mg/m2 taken orally twice daily. Koselugo previously was only available
as 10mg and 25mg oral capsule. It is now also available as 5mg and 7.5mg oral granules to be sprinkled
onto or mixed with soft food. Oral granules are intended for patients who have difficulty swallowing whole
capsules.

Table 1: Recommended Dosage: Koselugo Capsules

Body Surface Area* KOSELUGO Capsules
0.55-0.69 m* 20 mg in the morning and 10 mg in the evening
0.70 - 0.89 m? 20 mg twice daily
0.90 - 1.09 m? 25 mg twice daily
1.10-1.29 m* 30 mg twice daily
1.30-1.49 m* 35 mg twice daily
1.50 - 1.69 m’ 40 mg twice daily
1.70 - 1.89 m? 45 mg twice daily

>1.90 m? 50 mg twice daily

* The recommended dosage of KOSELUGO capsules for patients with a BSA less than 0.55 m” has not been established.



Table 2: Recommended Dosage: Koselugo Oral Granules

Body Surface Area* KOSELUGO Oral Granules
0.40 - 0.59 m’ 12.5 mg twice daily
0.60 — 0.69 m’ 15 mg twice daily
0.70 - 0.89 m? 20 mg twice daily
0.90 - 1.09 m* 25 mg twice daily
1.10 - 1.29 m? 30 mg twice daily
1.30 - 1.49 m* 35 mg twice daily
1.50 - 1.69 m* 40 mg twice daily
1.70 - 1.89 m* 45 mg twice daily
> 1.90 m? 50 mg twice daily

* The recommended dosage of KOSELUGO oral granules for patients with a BSA less than 0.40 m® has not been established.

The safety of Koselugo oral granules was evaluated in SPRINKLE (NCT05309668), a dose-finding and
activity estimating, single-arm, multicenter study in 36 pediatric patients ages 1 year to less than 7 years
with a clinical diagnosis of NF1-related symptomatic inoperable PN. The study evaluated the
pharmacokinetics (PK), safety, efficacy, and tolerability of Koselugo oral granules. Study patients were to
receive Koselugo oral granules for 25 cycles at a dose equivalent to 25mg/m2 BSA twice daily until
disease progression or unacceptable toxicity. In the sprinkle study, the median duration of Koselugo oral
granules treatment in pediatric patients with NF1 PN was 11 months. The observed safety profile of
Koselugo oral granules in the Sprinkle study was consistent with the known safety profile of Koselugo
capsules. Similar exposure between the formulations supports extrapolation of efficacy from pediatric
patients greater than or equal to 2 years of age to greater than or equal to 1 years of age.

Summary of Updated Safety Considerations: There are no new safety considerations

Current Formulary Status: Koselugo capsules are on the brand non-preferred tier requiring a prior auth
for new starts only.

Recommendation: There are no changes recommended to the formulary placement or auth duration of
Koselugo capsules. It is recommended to add Koselugo 5mg and 7.5mg oral granules to the brand non-
preferred tier requiring prior authorization. The following changes are recommended to the Koselugo
commercial policy 621.0:
e Medical record documentation that Koselugo is prescribed by or in consultation with at least
one of the following:
a. Pediatric oncologist
b. Pediatric neurologist
c. Pediatric geneticist AND
e Medical record documentation of age greater than or equal to 2ears 1 year and less
than or equal to 18 years AND
e Medical record documentation of neurofibromatosis type 1 as defined by:
a. Atleast two (2) of the following from section (c), diagnostic criteria points (i)
through (vii) if the individual does NOT have a parent with neurofibromatosis type
1 (NF1) OR
b. Atleast one (1) of the following from section (c), diagnostic criteria points (i)
through (vii) if the individual DOES have a parent with neurofibromatosis type 1
(NF1)
c. Diagnostic Criteria Points:

i. Six (6) or more café-au-lait macules > 5 mm in diameter in prepuberal
and > 15 mm in diameter in postpuberal individuals (longest diameter
measure for each lesion)

ii. Two (2) or more neurofibromas OR one (1) plexiform neurofibroma
(PN)



iii. Freckling in the axillary or inguinal region

iv. Optic pathway glioma

V. Two (2) or more Lisch nodules (iris hamartomas) or two (2) or more
choroidal abnormalities

Vi. A distinctive bony lesion (example: sphenoid dysplasia), anterolateral
bowing of the tibia, or long bone pseudoarthritis
Vii. A heterozygous pathogenic NF1 variant with variant allele fraction of

50% in apparently normal tissue
e Medical record documentation that member has symptomatic plexiform
neurofibromas (PN) not amenable to complete resection
OR
e Medical record documentation of a medically accepted indication

MEDISPAN AUTHORIZATION LEVEL: GPI-10, number of claims authorized = 1, enter for one month
duration

QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity
exceeds the QL.
e QL FORLETTER ONLY:
10 mg capsules: 8 capsules per day, 30 day supply per fill
25 mg capsules: 4 capsules per day, 30 day supply per fill
5 mg oral granules: 20 oral granules per day, 30 day supply per fill
7.5 mg oral granules: 12 oral granules per day, 30 day supply per fill

O

o O O

RE-AUTHORIZATION CRITERIA: Initial approval will be for 6 months or less if the reviewing provider
feels it is medically appropriate. Subsequent approvals will be for an additional 6 months or less if the
reviewing provider feels it is medically appropriate and will require medical record documentation of
continued disease improvement or lack of disease progression. The medication will no longer be covered
if the member experiences unacceptable toxicity or worsening of disease

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

MAVYRET (glecaprevir/pibrentasvir)

Clinical Summary: It is now approved for the treatment of adults and pediatric patients three years and
older with acute or chronic hepatitis C virus (HCV) infection without cirrhosis or with compensated
cirrhosis.

Updated Dosing for New indication: dosing is the same.
Adults Genotype 1,2,3,4,5 or 6, Treatment naive without cirrhosis or with compensated cirrhosis:
3 tablets once daily for 8 weeks. Note: For HIV/hepatitis C virus (HCV)-coinfected patients with
genotype 4 and compensated cirrhosis, a duration of 12 weeks is recommended.
Children: weight based dosing

We follow the IDSA/AASLD Guidelines - HCV Guidance: Recommendations for Testing,
Managing, and Treating Hepatitis C?

Current Formulary Status: Mavyret tablets are a pharmacy benefit on the brand preferred tier requiring
prior authorization.

Recommendation: There are no changes recommended to formulary placement, quantity limits, and
authorization duration at this time. It is recommended to update the prior authorization criteria to:
An exception for coverage of Mavyret may be made for members who meet the following criteria:



Medical record documentation of age greater than or equal to 3 years AND
If member is under the age or 12 years or weighs less than 45 kilograms, medical record
documentation that proper weight-based dosing is prescribed AND
Medical record documentation of a diagnosis of an acute or chronic hepatitis C infection AND
Medical record documentation of a diagnosis of hepatitis C virus (HCV) 2345,
infection without cirrhosis or with compensated cirrhosis (Child-Pugh A) AND
Medical record documentation of METAVIR liver scoring or cirrhosis assessment by a non-invasive
test AND
Medical record documentation of a hepatocellular carcinoma screening in those with cirrhosis
(METAVIR score F4) AND
Medical record documentation of the member receiving a Food and Drug Administration (FDA)
approved medication regimen that is inside the parameters of use approved by the FDA or supported
in the widely used compendia available AND
Medical record documentation of appropriate duration of treatment AND
Medical record documentation of previous treatment and treatment response AND
Medical record documentation of any potential drug interactions addressed by the prescriber (such as
discontinuation of the interacting drug, dose reduction of the interacting drug, or counseling of the
recipient of the risks associated with the use of both medications when they interact) AND
Medical record documentation of receiving the following within the past 6 months:
o Hepatic function panel
o Complete blood count including-differential
o Basic metabolic panel AND
Medical record documentation of receiving the following within a reasonable timeframe:
o Baseline hepatitis C virus (HCV) RNA viral load AND
If actively abusing alcohol or intravenous (1V) drugs, or has a history of abuse, has documentation of
prescriber counseling regarding the risks of alcohol or IV drug abuse, and an offer of a referral for
substance use disorder treatment AND
Medical record documentation that member received pre-treatment readiness education about
hepatitis C treatment expectations by a health care provider AND
Medical record documentation that the member commits to the documented planned course of
treatment including anticipated blood tests and visits, during and after treatment AND
Medical record documentation that member does not have a limited life expectancy of less than 12
months due to non-liver related co-morbid conditions AND
Medical record documentation of completed:
o Hepatitis B immunization series OR
o Hepatitis B screening (sAb/sAg and cAb/cAg) AND Quantitative hepatitis B virus (HBV) DNA
if positive for hepatitis B sAg or cAb or cAg AND
e If there is detectable hepatitis B virus (HBV) DNA, will be treated for Hepatitis B OR
e |f negative for hepatitis B sAb, is being vaccinated against Hepatitis B AND
Medical record documentation of human immunodeficiency virus (HIV) screening (HIV Ag/Ab) and if
confirmed positive by HIV-1/HIV-2 differentiation immunoassay:
o Is being treated for human immunodeficiency virus (HIV) OR
o If not being treated for human immunodeficiency virus (HIV), the medical record documents
the rationale for the beneficiary not being treated AND
Medical record documentation that member has been evaluated and treated by a contracted Center
of Excellence in hepatitis C management AND
If member is greater than or equal to 12 years of age or weighs greater than or equal to 45 kilograms
and the request is for packets, medical record documentation of why tablets cannot be used

e Medical record documentation of a hepatitis C negative recipient receiving a transplant from a
hepatitis C positive donor



NOTES:

o Center of Excellence (COE) requirements do not apply to strategic partner TPA plans. {ie;
Fleshon e Healib

e Mavyret is pangenotypic, although advised to get Genotype, it is not always necessary and do not
have to list this in denial rationale.

e Per the prescribing information, treatment duration for liver or kidney transplant recipients is 12
weeks. Geisinger has been treating kidney transplant recipients for 8 weeks with success.
Please refer to guidelines at www.hcvguidelines.org.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

NUCALA (mepolizumab)

Clinical Summary: Nucala is now FDA approved as add-on maintenance treatment of adult patients with
inadequately controlled chronic obstructive pulmonary disease (COPD) and an eosinophilic phenotype.

The recommended dosage for Nucala for COPD is 100mg subcutaneously administered once every 4
weeks.

The efficacy of Nucala as add-on maintenance treatment for adult patients with inadequately controlled
chronic obstructive pulmonary disease (COPD) and an eosinophilic phenotype was evaluated in two
randomized, double-blind, placebo-controlled, multicenter trials (MATINEE [NCT04133909] and METREX
[NCT02105948]). The two trials enrolled a total of 1640 adults who were randomized to receive Nucala
100 mg or placebo administered subcutaneously every 4 weeks for a treatment duration of 52 to 104
weeks in MATINEE or 52 weeks in METREX. While 1640 adults were enrolled in the two clinical trials
(MATINEE and METREX), the efficacy population consisted of 1266 adults. Both trials enrolled patients
with a diagnosis of COPD with moderate to very severe airflow limitation (post-bronchodilator FEV1/FVC
ratio <0.7 and post-bronchodilator FEV1 of 20% to 80% predicted) and at least 2 moderate or 1 severe
COPD exacerbation in the previous year despite receiving triple inhaled therapy. In MATINEE, patients
were required to have a minimum blood eosinophil count of 300 cell/mcL at screening. In METREX, there
was no minimum blood eosinophil count requirement, but randomization was stratified by baseline blood
eosinophil count: 2150 cell/mcL at screening or 2300 cell/mcL in the previous 12 months, or blood
eosinophil count <150 cells/mcL at screening with no evidence of blood eosinophil count =300 cell/mcL in
the previous 12 months. There was insufficient data from METREX to support the efficacy of Nucala in
patients with COPD with blood eosinophil count <150 cells/mcL at screening with no evidence of blood
eosinophil count 2300 cell/mcL in the previous 12 months. Thus, the efficacy population (N = 1266)
included patients from MATINEE (n = 804) and patients from METREX who had a blood eosinophil count
=150 cell/mcL at screening or 2300 cell/mcL in the previous 12 months (n = 462).

The primary endpoint for the MATINEE and METREX trials was the annualized rate of moderate or
severe exacerbations during the 52 to 104-week and 52-week treatment periods, respectively. Moderate
exacerbations are defined per protocol as clinically significant exacerbations that require treatment with
oral/systemic corticosteroids and/or antibiotics. Severe exacerbations are defined per protocol as
clinically significant exacerbations that require in-patient hospitalization (i.e., 224 hours) or result in death.
In both trials, Nucala demonstrated a statistically significant reduction in the annualized rate of moderate
or severe exacerbations compared with placebo when added to triple inhaled therapy.

The time to first event analysis showed a statistically significant reduction in the risk of moderate or
severe exacerbation for patients receiving Nucala compared to placebo (HR: 0.77; 95% CI: 0.64, 0.93)
through 104 weeks in MATINEE. Nucala reduced the annualized rate of COPD exacerbations requiring
emergency department visits and/or hospitalization when compared with placebo (rate ratio [RR] of 0.65;
95% CI: 0.43, 0.96 [not statistically significant due to failure of an endpoint higher in the pre-defined
testing hierarchy]) in MATINEE.


http://www.hcvguidelines.org/

Annualized Rate of Moderate? or Severe® Exacerbations in MATINEE and METREX Trials

MATINEE METREX*
NUCALA Placebo NUCALA Placebo
N=403 N=401 N=233 N=229

Exacerbation 0.80 1.01 1.40 1.71
rate per year
Rate ratio vs. 0.79 0.82
placebo (0.66, 0.94) (0.68, 0.98)
(95% CI)

CI = confidence interval.

* Exacerbations treated with either systemic corticosteroids/antibiotics.

® Exacerbations requiring hospitalization or resulting in death.

¢ Patients with baseline cosinophils =150 cell/mcL at screening or =300 cell/meL in the previous
12 months.

Warnings and precautions for Nucala has been updated to include that Nucala should not be used to treat
acute symptoms or acute exacerbations of asthma or COPD. Patients should seek medical advice if their
asthma or COPD remains uncontrolled or worsens after initiation of treatment with Nucala.

Current Formulary Status: Nucala is a pharmacy benefit or medical benefit (vials only) requiring prior
authorization and quantity limits apply. It is on the pharmacy non-preferred brand tier or specialty tier.

Recommendation: No changes to formulary placement are recommended. It is recommended that
policies 592.0 Nucala for Self-Administration and MBP 141 Nucala are updated to include Nucala’s new
indication. See below for the recommended changes.

Policy 592.0 Nucala for Self-Administration

Moderate to Severe Eosinophilic Chronic Obstructive Pulmonary Disease (COPD)

e Medical record documentation that Nucala is prescribed by an allergist or pulmonologist AND

e Medical record documentation of age greater than or equal to 18 years AND

e Medical record documentation of a diagnosis of moderate to severe eosinophilic chronic
obstructive pulmonary disease (COPD) AND that Nucala is being used as add-on maintenance
treatment AND

e Medical record documentation of a blood eosinophil count of either greater than 300 cells/mcL
during the 12-month period before screening and/or greater than 150 cells/mcL within 3 months
of the start of therapy AND

e Medical record documentation of one severe or two moderate exacerbations in the previous 12
months requiring additional medical treatment (oral corticosteroids, antibiotics, emergency
department or urgent care visits, or hospitalization) despite current therapy or intolerance to triple
therapy consisting of a long-acting muscarinic antagonist (LAMA), long-acting beta agonist
(LABA), and inhaled corticosteroid (ICS) AND

e Medical record documentation that member is adherent to current therapeutic regimen and must
demonstrate appropriate inhaler technique AND

e Medical record documentation that Nucala will not be used in combination with another biologic
medication indicated for the COPD treatment (e.g. Dupixent)

MEDISPAN AUTHORIZATION LEVEL: GPI-10



QUANTITY LIMIT: QL must be entered within the authorization.
e QL FORLETTER & AUTHORIZATION: 1 prefilled syringe or autoinjector per 28 days

AUTHORIZATION DURATION: Initial approval will be for 12 months or less if the reviewing provider feels
it is medically appropriate. Subsequent approvals will be for an additional 12 months or less if the
reviewing provider feels it is medically appropriate and will require medical record documentation of
continued disease improvement or lack of disease progression. The medication will no longer be covered
if patient experiences toxicity or worsening of disease.

Policy MBP 141 Nucala
Nucala (mepolizumab) will be considered medically necessary for the commercial, exchange, and CHIP
lines of business when all of the following criteria are met:
Moderate to Severe Eosinophilic Chronic Obstructive Pulmonary Disease (COPD)
e Documentation of patient age greater than or equal to 18 years AND
e Medical record documentation of a diagnosis of moderate to severe eosinophilic chronic
obstructive pulmonary disease (COPD) AND that Nucala is being used as add-on maintenance
treatment AND
Prescription written by an allergist or pulmonologist AND
Medical record documentation of a blood eosinophil count of either > 300 cells/mcL (0.30 K/pl)
during the 12-month period before screening and/or > 150 cells/mcL (0.15 K/ul) within 3 months
of the start of therapy AND
e Medical record documentation of one severe or two moderate exacerbations in the previous 12
months requiring additional medical treatment (oral corticosteroids, antibiotics, emergency
department or urgent care visits, or hospitalization) despite current therapy or intolerance to triple
therapy consisting of a long-acting muscarinic antagonist (LAMA), long-acting beta agonist
(LABA), and inhaled corticosteroid (ICS) AND
e Insured individual must be adherent with current therapeutic regimen and must demonstrate
appropriate inhaler technique AND
e Medical record documentation that the medication will not be used in combination with another
biologic medication indicated for COPD treatment (e.g. Dupixent (dupilumab))

QUANTITY LIMITS:

100magq vials: 1 vial (100mg) per 28 days (for eosinophilic asthma ages 12+ years, er CRSwWNP, or
eosinophilic COPD), 3 vials (300mg) per 28 days (for EGPA or HES)

40mg/mL Prefilled Syringes: 1 prefilled syringe (40 mg) per 28 days (for eosinophilic asthma ages 6-11
years)

AUTHORIZATION DURATION: Initial approval will be for 12 months or less if the reviewing provider feels
it is medically appropriate. Subsequent approvals will be for an additional 12 months or less if the
reviewing provider feels it is medically appropriate and will require medical record documentation of
continued disease improvement or lack of disease progression. The medication will no longer be covered
if patient experiences toxicity or worsening of disease.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

RINVOQ (upadacitinib)

Clinical Summary: Rinvoq (Upadacitinib) is now FDA approved for use in the treatment of Giant Cell
Arteritis (GCA). This approval is for adults only at a dose of 15mg once daily in combination with a steroid
taper. The approval is supported by results from the Phase 3, randomized, double-blind, multicenter,
placebo-controlled SELECT-GCA clinical trial. There were 428 patients with GCA enrolled in this trial and
included patients 50 years of age and older with new-onset or relapsing giant cell arteritis. All patients
were randomized in a 2:1:1 ratio and dosed once daily with upadacitinib 15 mg, upadacitinib 7.5 mg, or



placebo. All patients received background corticosteroid therapy. The primary endpoint was the
proportion of patients achieving sustained remission at Week 52 as defined by the absence of giant cell
arteritis signs and symptoms from Week 12 through Week 52 and adherence to the protocol-defined
corticosteroid taper regimen. A key secondary endpoint was the proportion of patients achieving
sustained complete remission at Week 52 as defined by the absence of giant cell arteritis signs and
symptoms from Week 12 through Week 52, normalization of erythrocyte sedimentation rate and hsCRP
from Week 12 through Week 52, and adherence to the protocol-defined corticosteroid taper regimen.
Rinvoqg 15 mg and a 26-week corticosteroid taper showed superiority in achieving corticosteroid-free
sustained remission at Week 52 compared to placebo and a 52-week corticosteroid taper. Treatment
with Rinvoq 15 mg and a 26-week corticosteroid taper resulted in improvements in the components of
corticosteroid-free sustained complete remission at Week 52 compared to placebo and a 52-week
corticosteroid taper.

Table 34. Clinical Resp in Trial GCA

Treatment PBO + 52-week RINVOQ 15 mg + 26-week Treatment
Group corticosteroid corticosteroid taper Difference vs PBO
taper N =209 (95% CI)
N=112
Sustained 33 97 17.1%
remission at 29.0% 46.4% (6.3,27.8)*
Week 52
Sustained 18 78 20.7%
complete 16.1% 37.1% (11.3,302)
remission at
Week 52
Components of ined complete remission at Week 52
Absence of GCA 33 97
signs and 29.8% 46.3%
symptoms®
Normalization of 27 98
ESR! 23.8% 47.0%
Normalization of 28 110
hsCRP* 25.0% 52.6%
Adherence to
protocol-defined 44 122
corticosteroid 39.3% 58.4%
taper regimen
Abbreviations: ESR = erythrocyte sedimentation rate; GCA = giant cell arteritis; hsCRP =
high sensitivity C-reactive protein; PBO = placebo
fp=0.01
® p=0.001
¢ Patients who did not have any signs or symptoms of GCA recorded from Week 12 through
Week 52
4ESR to < 30 mmvhr (if ESR > 30 mm/hr and elevation is not attributable to GCA, this
criterion can still be met) from Week 12 through Week 52
“hsCRP to < 1 mg/dL, without elevation to = 1 mg/dL (on 2 consecutive visits) from Week 12
through Week 52

The safety profile observed in patients with giant cell arteritis was generally consistent with the known
safety profile for Rinvoq.

Current Formulary Status: Pharmacy benefit requiring prior authorization; specialty tier or brand non
preferred for members with a 3 tier benefit.

Recommendation: It is recommended that the following language be added to policy 605.0 Rinvoq
Giant Cell Arteritis
1. Medical record documentation that upadacitinib is prescribed by a rheumatologist AND
2. Medical record documentation that member is 18 years of age or older AND
3. Medical record documentation of a diagnosis of Giant Cell Arteritis AND
4. Medical record documentation that the appropriate FDA approved dose is prescribed AND
5. Medical record documentation that upadacitinib is being prescribed in combination with a tapering
course of oral glucocorticoids and will be continued as monotherapy after completion of the
steroid taper AND
6. Medical record documentation that upadacitinib is not being used concurrently with another JAK
inhibitor or other biologic agent.



Note: Giant cell arteritis is also known as Temporal Arteritis, Horton Disease, Cranial Arteritis,
Granulomatous Arteritis, and Senile Arteritis

MEDISPAN AUTHORIZATION LEVEL: GPI-14, number of claims authorized = 1, enter for one month
duration

QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity
exceeds the QL.
e QL FORLETTER ONLY: 1 tablet per day, 30 day supply per fill

RE-AUTHORIZATION CRITERIA: Rinvoq is configured as a prior authorization for new starts only.
Rinvoq will no longer be covered if it is identified that the member is not receiving appropriate follow-up
care from the prescribing specialist or if the member has greater than or equal to a 90 day break in
therapy.
e Medical record documentation that the member is receiving appropriate follow-up care from
the prescribing specialist

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

VEKLURY (remdesivir)

Clinical Summary: Veklury is a severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2)
nucleotide analog RNA polymerase inhibitor indicated for the treatment of coronavirus disease 2019
(COVID-19) in adults and pediatric patients (birth to less than 18 years of age weighing at least 1.5 kg)
who are hospitalized or not hospitalized, and have mild-to-moderate COVID-19, and are at high risk for
progression to severe COVID-19, including hospitalization or death. Veklury was previously indicated for
pediatric patients (infants 28 days of age and older and weighing at least 3 kg) who have positive results
of direct SARS-CoV-2 viral testing, who are hospitalized OR not hospitalized, but have mild to moderate
COVID-19 and are at high risk for progression to severe COVID-19, including hospitalization or death.

Veklury should only be administered in a healthcare setting capable of providing acute care comparable
to inpatient hospital care.
There are TWO different formulations of Veklury:
1) Veklury for injection (supplied as 100 mg lyophilized powder in vial) must be reconstituted
with Sterile Water for Injection prior to diluting with 0.9% sodium chloride injection.

a. The only approved dosage form of Veklury for pediatric patients weighing 1.5 kg to
less than 40 kg is Veklury for injection (supplied as 100 mg lyophilized powder in
vial).

2) Veklury injection (supplied as 100 mg/20 mL [5 mg/mL] solution in vial) must be further
diluted in 250 mL of 0.9% sodium chloride injection infusion bag.

There are differences in the way the two formulations are prepared. The recommended dosage for adults
and pediatric patients weighing at least 40 kg is a single loading dose of Veklury 200 mg on Day 1 via
intravenous infusion followed by once-daily maintenance doses of Veklury 100 mg from Day 2 via
intravenous infusion. The recommended dosage for pediatric patients weighing 1.5 kg to less than 40 kg
is presented in Table 1.



Table 1 Recommended Dosage in Pediatric Patients Including Term? Neonates and
Infants Weighing 1.5 kg to Less than 40 kg

Loading Dose Maintenance Dose
Via Intravenous Infusion Via Intravenous Infusion

Pediatric Patient Population

Less than 28 days old
and at least 1.5 kg

At least 28 days old
and 1.5 kg to less than 3 kg

VEKLURY 1.25 mg/kg
once daily from Day 2

VEKLURY 2.5 mg/kg on Day 1

At least 28 days old
and 3 kg to less than 40 kg

VEKLURY 2.5 mg/kg once

VEKLURY 5 mg/kg on Day 1 daily from Day 2

a. Gestational age greater than 37 weeks.

Table 2 Recommended Dilution Instructions—Reconstituted VEKLURY for Injection
Lyophilized Powder in Adults and Pediatric Patients Weighing at Least 40 kg

0.9% sodium
chloride
injection Volume to be withdrawn
infusion bag and discarded from Required volume of
volume to be 0.9% sodium chloride | reconstituted VEKLURY
VEKLURY dose used injection infusion bag for injection
Loading dose 250 mL 40 mL 40 mL (2 x 20 mL)
200 mg
(2 vials) 100 mL 40 mL 40 mL (2 x 20 mL)
Maintenance dose 250 mL 20 mL 20 mL
100 mg
(1 vial) 100 mL 20 mL 20 mL

Clinical Studies: The primary objectives of this Phase 2/3 single-arm, open-label clinical trial (Study GS-
US-540-5823) were to evaluate pharmacokinetics and safety of up to 10 days of treatment with Veklury in
pediatric subjects. A total of 58 pediatric subjects from birth (including preterm to term infants) to < 18
years of age and weighing at least 1.5 kg with confirmed SARS-CoV-2 infection and mild, moderate, or
severe COVID-19 was evaluated in 8 cohorts [Cohorts 1-4, 8; infants, children, and adolescents; Cohorts
5-7; neonates and infants (14 to <28 days old)]. Assessments occurred at the following intervals:
Screening; Day 1 (Baseline); Days 2-10, or until discharge, whichever came earlier; Follow-Up on Day 30
(£5). Treatment with Veklury was stopped in subjects who were discharged from the hospital prior to the
completion of 10 days of treatment.

For Infants, children, and adolescents: The descriptive outcome analyses showed treatment with Veklury
for up to 10 days resulted in an overall median (Q1, Q3) change from baseline in clinical status (assessed
on a 7-point ordinal scale ranging from death [score of 1] to ventilatory support and decreasing levels of
oxygen to hospital discharge [score of 7]) of +2.0 (1.0, 4.0) points on Day 10. Recovery (defined as an
improvement from a baseline clinical status score of 2 through 5 to a score of 6 or 7, or an improvement
from a baseline score of 6 to a score of 7) was reported for 62% of subjects on Day 10; median (Q1, Q3)
time to recovery was 7 (5, 16) days. Overall, 60% of subjects were discharged by Day 10, and 83% of
subjects were discharged by Day 30. Three subjects (6%) from Cohorts 1-4 and Cohort 8 died during the
study. Neonates and infants: At baseline, subjects ranged in age from 12 to 30 days; 3/5 were female, 4/5
were White, 1/5 was Black; weight ranged from 2.2 to 3.5 kg. Three subjects were on invasive
mechanical ventilation and 2 were on high-flow oxygen. The duration of symptoms and hospitalization
prior to first dose of Veklury ranged from 2 to 9 days and 1 to 9 days, respectively.



For neonates and infants: The descriptive outcome analyses showed treatment with Veklury for up to 10
days resulted in recovery (defined as an improvement from a baseline clinical status score of 2 through 5
to a score of 6 or 7, or an improvement from a baseline score of 6 to a score of 7) for 3 subjects, including
for one subject by Day 10. Time to recovery ranged from 9 to 19 days. Overall, a total of 3 subjects were
discharged by Day 30, of which one subject was discharged by Day 10. No subjects from Cohorts 5-7
died during the study.

Current Formulary Status: Medical benefit; no prior authorization required.

Recommendation: One of the two formulations of Veklury, Veklury injection: 100 mg/20 mL (5 mg/mL)
(NDC 61958-2902-2), does not appear to be commercially available at time of review. Recommend
adding to Commercial/Marketplace/CHIP, Gold, and GHP Family formularies if/ when it becomes
commercially available.

There are no changes recommended to formulary placement of Veklury at this time.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

VUITY (pilocarpine hcl ophthalmic solution 1.25%)

Clinical Summary: Vuity (pilocarpine ophthalmic solution, 1.25%) has received an update to its FDA-
approved dosing for the treatment of presbyopia in adults. The new dosing option now allows for a
second dose (1 additional drop in each eye) and now reads: instill one drop of Vuity in each eye once
daily. A second dose (one additional drop in each eye) may be administered 3-6 hours after the first dose.
Previously, the dosing instructions were to instill one drop of Vuity in each eye once daily.

Additionally, on August 6, 2025, an AB-rated generic of Vuity was launched, pilocarpine 1.25%
ophthalmic solution. A brand-generic swap is recommended for our current Vuity policies for the Medicare
and Medicaid lines of business.

Updated dosing for New Indication: Instill one drop of Vuity in each eye once daily. A second dose
(one additional drop in each eye) may be administered 3-6 hours after the first dose.

Clinical Studies: The approval is based on results from the double-masked Phase Ill VIRGO trial in
which 230 patients aged 40 to 55 years old with presbyopia were randomized to Vuity (n=114) or placebo
(vehicle alone, n=116) twice daily in each eye, with each dose administered 6 hours apart. The primary
endpoint of the study was the proportion of participants who gained three lines or more in mesopic, high-
contrast, binocular distance corrected near visual acuity (DCNVA) at day 14, hour 9 (last study visit, 3
hours after the second dose) with no more than a loss of five letters in low light corrected distance visual
acuity.

Results demonstrated that 35.1% of participants in the Vuity group met the primary endpoint vs. 7.8% in
the placebo group (P < .0001). The safety of Vuity twice daily was consistent with that of Vuity once daily,
and systemic accumulation was minimal, supporting twice daily administration.

Current Formulary Status: Pharmacy benefit. Brand is currently a tier 5 (brand non-preferred tier) drug
requiring prior authorization and generic is currently a non-formulary drug. Both brand and generic are
slated to be non-formulary drugs in 2026.

Recommendation: The following changes are recommended for the commercial drug policy:
e Medical record documentation that Vuity is prescribed by or in consultation with an optometrist or
ophthalmologist AND
e Medical record documentation of a diagnosis of presbyopia AND
e Medical record documentation of age greater than or equal to 40 years AND



e Medical record documentation of intolerance to or contraindication to corrective lenses
MEDISPAN AUTHORIZATION LEVEL: GPI-14

QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity
exceeds the QL.
e QL FORLETTER ONLY: 2:5 5 mL per 30 25 days

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

WEGOVY (semaglutide)

Clinical Summary: Wegovy is now approved for the treatment of non-cirrhotic metabolic dysfunction-
associated steatohepatitis (MASH), formerly known as nonalcoholic steatohepatitis (NASH), with
moderate to advanced liver fibrosis (consistent with stages F2 to F3 fibrosis) in adults.

The recommended dosage for Wegovy for the new indication is the same as dosage for weight loss in
adults. Initiate at 0.25 mg once weekly for 4 weeks. Then follow the dosage escalation schedule, titrating
every 4 weeks to achieve the maintenance dosage. For patients with MASH, the maintenance dosage of
Wegovy is 2.4 mg once weekly. If patients do not tolerate 2.4mg once weekly, the dosage can be
decreased to 1.7mg once weekly. Please see the table below for the titration schedule.

Treatment Weeks Once Weekly Subcutaneous
Dosage
Initiation 1 through 4 0.25mg
5 through 8 0.5mg
Escalation 9 through 12 1mg
16 through 16 1.7mg
Maintenance 17 and onward 2.4mg

The indication for MASH is approved under accelerated approval based on improvement of MASH and
fibrosis. Continued approval for this indication may be contingent upon the verification and description of
clinical benefit in a confirmatory trial.

The efficacy of Wegovy was evaluated based on an efficacy analysis at Week 72 in Study 8
(NCT#04822181), a 240-week, randomized, double-blind, placebo-controlled trial. Enrolled patients had a
baseline or recent liver biopsy showing clinically significant MASLD (metabolic dysfunction-associated
steatotic liver disease), defined as MASH with fibrosis stage 2 or 3 and a non-alcoholic fatter liver disease
(NAFLD) Activity Score (NAS) 24 with a score of 1 or more in steatosis, lobular inflammation, and
hepatocyte ballooning. Efficacy determination was based on the effect of Wegovy on resolution of
steatohepatitis without worsening of liver fibrosis and on at least one stage improvement in liver fibrosis
without worsening steatohepatitis, on post-baseline liver biopsies collected at 72 weeks.

The Week 72 analysis included 800 F2 and F3 (at eligibility) patients randomized 1:2 to receive placebo
(n=266) or Wegovy once weekly (n=534), in addition to standard of care for cardiometabolic comorbidities
and health lifestyle counseling. Wegovy or matching placebo was escalated to 2.4mg once weekly during
the initial 16 weeks of the treatment period. Dose escalation could be prolonged, or patients could remain
at a lower dose if 2.4mg was not tolerable.

Demographic and baseline characteristics were balanced between treatment and placebo groups.
Overall, the median (Q1 to Q3) age of patients at baseline was 57 (49 to 65) years, 57% were female,
18% were Hispanic, 68% were White, 27% were Asian, and 0.6% were Black or African American.
Median (Q1 to Q3) body mass index (BMI) was 34 (30 to 38) kg/m2 and median (Q1 to Q3) body weight
was 93 (79 to 110) kg.



The table below presents the Week 72 histopathology primary endpoint results comparing Wegovy with
placebo on 1) the estimated percentage of patients with resolution of steatohepatitis and no worsening of
liver fibrosis and 2) the estimated percentage of patients with at least one stage improvement in liver
fibrosis and no worsening of steatohepatitis. The secondary endpoint results of the estimated percentage
of patients with resolution of steatohepatitis and improvement in liver fibrosis at Week 72 are also
presented. Two pathologists independently read the liver biopsies for each patient; a third pathologist
performed adjudication if consensus could not be reached between the two pathologists. Wegovy
demonstrated improvement on these histopathology endpoints at Week 72 compared to placebo.

Efficacy Results at Week 72 in Adult Patients with Noncirrhotic MASH with Stage 2 or Stage 3
Fibrosis in Study 8

Placebo Wegovy
N=266 N=534

Resolution of steatohepatitis and no worsening
of liver fibrosis
Response Rate (%) 34 63
Difference in response rate vs. placebo (95% CI) 29 (21,36)*
Improvement in liver fibrosis and no worsening
of steatohepatitis
Response Rate (%) 22 37
Difference in response rate vs. placebo (95% CI) 14 (8,21)*
Resolution of steatohepatitis and improvement in
liver fibrosis
Response Rate (%) 16 33
Difference in response rate vs placebo (95% CI) 17 (10, 23)*

*Results were statistically significant

Another secondary endpoint was the percent change in body weight from baseline to Week 72. Patients
treated with Wegovy (mean baseline body weight 95.4kg) achieved an average of 10.5% weight loss from
baseline at Week 72, and patients treated with placebo (mean baseline weight 97.6kg) achieved an
average of 2% weight loss from baseline at Week 72; treatment with Wegovy resulted in an average of
8.5% greater weight loss from baseline compared to placebo (95% CI: 7.4% to 9.5%). Starting at Week
12 through Week 72, there was a trend of greater reductions from baseline in average ALT and AST in
the Wegovy group as compared to the placebo group.

Current Formulary Status: Wegovy is an excluded medication. However, it is reviewable for plans with
weight loss benefit.

Recommendation: No changes recommended to the formulary placement of Wegovy at this time. It
would remain excluded, but reviewable for members with weight loss benefit on their plan. When used for
the treatment of noncirrhotic metabolic dysfunction-associated steatohepatitis (MASH), Wegovy will be
reviewable. It is recommended to have a policy for the new indication of Wegovy. Please see below for
the recommended criteria to add to Policy 686 for Wegovy:
1. Medical record documentation the member is 18 years of age or older AND
2. Medical record documentation that Wegovy is prescribed by or in consultation with an appropriate
specialist (hepatologist or gastroenterologist) AND
3. Medical record documentation of a diagnosis of metabolic dysfunction-associated steatohepatitis
(MASH) [formerly known as noncirrhotic nonalcoholic steatohepatitis (NASH)] AND
4. Medical record documentation of advanced liver fibrosis (consistent with stages F2 and F3
fibrosis) at time of diagnosis AND medical record documentation of chart notes showing that
diagnosis is confirmed by 1 of the following:
a. Liver biopsy OR
b. Non-invasive test (NIT) (e.g. — ultrasound elastography [i.e., Fibroscan], magnetic
resonance elastography [MRE], biomarker labs [i.e., Enhanced Liver Fibrosis (ELF) test,
Fibrosure]) AND



5. Medical record documentation of use in combination with a reduced calorie diet and increased
physical activity AND
6. Medical record documentation that the patient does not have decompensated cirrhosis.

MEDISPAN AUTHORIZATION LEVEL: GPI-12

QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity
exceeds the QL.
* QL FORLETTER ONLY:
o0 Wegovy 0.25 mg, 0.5 mg, and 1 mg: 2 mL per 180 days
o Wegovy 1.7 mg and 2.4 mg: 3 mL per 28 days

Authorization Duration: Initial approval will be 6 months. Subsequent approvals will be for an additional
6 months and will require:
* Medical record documentation that the member continues to benefit from Wegovy for the
treatment of noncirrhotic metabolic dysfunction-associated steatohepatitis (MASH).

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

ZEJULA (niraparib)

Clinical Summary: Zejula received an update to a previous indication for the maintenance treatment of
adults with advanced epithelial ovarian, fallopian tube, or primary peritoneal cancer who are in a complete
or partial response to first-line platinum-based chemotherapy to narrow the indication to include patients
who are homologous recombination deficiency (HRD)-positive. The new indication is as follows:

e for the maintenance treatment of adult patients with advanced epithelial ovarian, fallopian tube, or
primary peritoneal cancer who are in a complete or partial response to first-line platinum-based
chemotherapy and whose cancer is associated with homologous recombination deficiency
(HRD)-positive status defined by either

o adeleterious or suspected deleterious BRCA mutation, and/or
o genomic instability.

There is no change to the recommended dosage of Zejula with the change to the indication.

The update to the indication comes from the final overall survival analysis of the PRIMA trial which was
conducted in the HRD-positive population after 185 events were observed and showed a median overall
survival of 71.9 months for patients treated with Zejula compared to 69.8 months for patients on placebo.

There is no change to the safety profile of Zejula based on results of the PRIMA trial and the change to
the indication.

Current Formulary Status: Oral Oncology Brand NP tier ($0 Copay), PA for NSO, QL: 30 tablets per 30
days

Recommendation: No changes are recommended to the formulary placement or quantity limit for Zejula.
It is recommended that Commercial Policy 455.0 be updated to incorporate the changes to the indication.

First-line Maintenance Treatment of Advanced Ovarian Cancer
* Medical record documentation that Zejula is prescribed by a hematologist or oncologist AND
*  Medical record documentation of age greater than or equal to 18 years AND
* Medical record documentation of advanced epithelial ovarian, primary peritoneal, or fallopian tube
cancer AND
* Medical record documentation that Zejula is being used as maintenance treatment AND



*  Medical record documentation that member is in complete or partial response to first-line
platinum-based chemotherapy AND
* Medical record documentation that Zejula is being given at a dosage consistence with Food and
Drug Administration (FDA)-approved labeling* AND
* Medical record documentation of homologous recombination deficiency (HRD)-positive status
defined by either of the following:
o a deleterious or suspected deleterious BRCA mutation OR
o genomic instability.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

ZORYVE FOAM 0.3% (roflumilast)

Clinical Summary: Zoryve foam 0.3% was recently approved for plaque psoriasis of the scalp and body
in patients 12 years of age and older. Previously approval was for seborrheic dermatitis in patients 9
years of age and older.

Updated Dosing: no changes

Summary of Updated Clinical Studies: The efficacy of Zoryve Foam in plaque psoriasis was evaluated in
two randomized, double-blind, vehicle-controlled trials (ARRECTOR and Trial 204) which included 736
adult and pediatric subjects 12 years of age and older with mild to severe plaque psoriasis of the scalp
and body who were randomized 2:1 to receive Zoryve foam 0.3% or vehicle foam topically once daily for
8 weeks.

In Trial ARRECTOR, the trial population ranged in age from 12 to 87 years, including 2% of subjects who
were 12 to 17 years of age and 13% of subjects who were 65 years of age or older. At baseline, 86% of
subjects had a Scalp Investigator Global Assessment (S-IGA) score of 3 (moderate) on a 5-point scale of
0 to 4, and 14% had an S-IGA score of 4 (severe); 28% of subjects had a Body Investigator Global
Assessment (B-IGA) score of 2 (mild), 67% of subjects had a B-IGA score of 3 (moderate), and 5% had a
B-IGA score of 4 (severe). At baseline, 76% of subjects had a Scalp Itch-Numeric Rating Scale (SI-NRS)
score of 4 or higher on a scale of 0 to 10 and 73% had a Worst Itch-Numeric Rating Scale (WI-NRS)
score of 4 or higher. In Trial 204, the trial population ranged in age from 12 to 87 years, including 1% of
subjects who were 12 to 17 years of age, and 9% who were 65 years of age or older. At baseline, 11% of
subjects had an S-IGA score of 2 (mild), 76% of subjects had an S-IGA score of 3 (moderate), and 13%
had an S-IGA score of 4 (severe); 36% of subjects had a B-IGA score of 2 (mild), 59% of subjects had a
B-IGA score of 3 (moderate), and 5% had a B-IGA score of 4 (severe). At baseline, 89% of subjects had
an SI-NRS score of 4 or higher on a scale of 0 to 10.

S-IGA treatment success was a primary endpoint in both trials and B-IGA treatment success was an
additional primary endpoint in the ARRECTOR trial. These endpoints were defined as a score of “Clear”
(0) or “Almost Clear” (1), plus a 2-grade improvement from baseline received ZORYVE foam, 0.3%,
compared to the group who received vehicle foam (63.1% vs. 30.1% for a treatment difference of 32.8%
and 95% ClI of (20.3, 45.2)).

Table 4: S-IGA and B-IGA Treatment Success at Week 8 in Adult and Pediatric Subjects 12 Years
of Age and Older with Plaque Psoriasis of the Scalp and Body in Trial ARRECTOR and Trial 204

Trial ARRECTOR Trial 204

Z0 R\;\-faE%foam, Vehicle foam ZOR‘;‘\.."GE%fnam, Vehicle foam
Number of subjects — _ _ -
randomized N=281 N=151 N=200 N=104
S-IGA success® 66.4% 27.8% 56.7% 11.0%
Difference from Vehicle
(95% C)t 37.1% (27.1%, 47.1%) 47.7% (37.9%, 57.5%)
B-IGA success® 455% | 201% 39.0% | 7.4%
Difference from Vehicle
(95% CI)t 24 8% (15.0%, 34.6%) 32.4% (23.3%, 41.6%)

Abbreviations: Cl = Confidence Interval

*S5-1GA treatment success and B-IGA treatment success were defined as a score of “Clear” (D) or “Almost Clear” (1),
plus a 2-grade score improvement from baseline at Week 8 (Multiple Imputation).

MTreatment difference and 95% Cl are based on the CMH method stratified by pooled site and baseline IGA strata.



SI-NRS success and WI-NRS success were defined as a reduction of at least 4 points from baseline with
a baseline score of at least 4. In Trial ARRECTOR, among subjects with a baseline SI-NRS score of at
least 4 (75% of subjects), a higher percentage of subjects achieved SI-NRS success at Week 8 in the
group who received ZORYVE foam, 0.3%, compared to the group who received vehicle foam (65.3% vs.
30.3% for a treatment difference of 35.4% and 95% CI of (23.9, 47.0)). In Trial ARRECTOR, among
subjects with a baseline WI-NRS score of at least 4 (72% of subjects), a higher percentage of subjects
achieved WI-NRS success at Week 8 in the group who received ZORYVE foam, 0.3%, compared to the
group who received vehicle foam (63.1% vs. 30.1% for a treatment difference of 32.8% and 95% CI of
(20.3, 45.2)).

Summary of Safety Considerations: Adverse reactions noted for this population were headache,
diarrhea, nausea and nasopharyngitis.

Current Formulary Status: Non-formulary

Recommendation: The following changes are recommended to be added to policy 744.0:
An exception for coverage of Zoryve 0.3% topical cream may be made for members
who meet the following criteria:
Age 12 Years and Above
e Medical record documentation that Zoryve is prescribed by or in consultation with a
dermatologist er+rheumatologist AND
Medical record documentation of age greater than or equal to 12 years AND
Medical record documentation of a diagnosis of chronic plaque psoriasis AND
Medical record documentation of BSA involvement less than or equal to 20% AND
Medical record documentation of therapeutic failure, intolerance, or contraindication
to at least one of the following:
o A high- to ultrahigh-potency TCS used concurrently with a generic topical
calcipotriene product OR
o A generic calcipotriene/betamethasone combination product OR
o A high- to ultrahigh-potency TCS used concurrently with generic tazarotene
0.1%

Age 6 to 11 Years

e Medical record documentation that Zoryve is prescribed by or in consultation with a
dermatologist errheumatologist AND

Medical record documentation of age 6 to 11 years AND

Medical record documentation of a diagnosis of chronic plaque psoriasis AND
Medical record documentation of BSA involvement less than or equal to 20% AND
Medical record documentation of therapeutic failure, intolerance, or contraindication
to a medium to high-potency topical corticosteroid used concurrently with a generic
topical calcipotriene product [calcipotriene should be avoided on the face, genitalia,
intertriginous areas/flexures]

An exception for coverage of Zoryve 0.3% topical foam may be made for members
who meet the following criteria:

e Medical record documentation that Zoryve topical foam is prescribed by or in
consultation with a dermatologist AND
Medical record documentation of age greater than or equal to 9 years AND
Medical record documentation of a diagnosis of seborrheic dermatitis AND
Medical record documentation of therapeutic failure, intolerance, or contraindication
to:



o At least one low- to high-potency topical corticosteroid AND
o Atleast one topical antifungal

OR

e Medical record documentation that Zoryve topical foam is prescribed by or in
consultation with a dermatologist AND
Medical record documentation of age greater than or equal to 12 years of age AND
Medical record documentation of a diagnosis of plaque psoriasis AND
Medical record documentation of therapeutic failure, intolerance, or contraindication
to at least one of the following:
o A high- to ultrahigh-potency TCS used concurrently with a generic topical
calcipotriene product OR
o A generic calcipotriene/betamethasone combination product OR
o A high- to ultrahigh-potency TCS used concurrently with generic tazarotene
0.1%

An exception for coverage of Zoryve 0.15% topical cream may be made for members
who meet the following criteria:
e Medical record documentation that Zoryve 0.15% cream is prescribed by or in
consultation with a dermatologist, allergist, or immunologist AND
e Medical record documentation of a diagnosis of mild to moderate atopic dermatitis
AND
Medical record documentation of age greater than or equal to 6 years AND
Medical record documentation that member is immunocompetent AND
Medical record documentation of Body Surface Area (BSA) less than or equal to
20% AND
e Medical record documentation of therapeutic failure on, intolerance to, or
contraindication to ALL of the following:
o One formulary topical calcineurin inhibitor (tacrolimus ointment) AND
o One formulary topical corticosteroid unless deemed inadvisable due to
potential risks such as (a) use on sensitive skin areas (face, axillag, or groin)

MEDISPAN AUTHORIZATION LEVEL: GPI-12

QUANTITY LIMIT: No QLs need to be entered within the authorization unless the
requested quantity exceeds the QL.
e QL FORLETTER ONLY: 60 grams (1 tube) every 30 days

AUTHORIZATION DURATION: Initial approval will be for 6 months. Subsequent
approvals will be for an additional 12 months and will require medical record
documentation of the following:
e For Zoryve 0.3% topical cream: Medical record documentation of clinical
improvement based on signs and symptoms of plaque psoriasis OR
e For Zoryve 0.3% topical foam: Medical record documentation of clinical
improvements based on signs and symptoms of seborrheic dermatitis OR
e For Zoryve 0.3% topical foam: Medical record documentation of clinical
improvements based on signs and symptoms of plaque psoriasis OR
o For Zoryve 0.15% topical cream: Medical record documentation of clinical
improvement based on signs and symptoms of atopic dermatitis



Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.



UPDATES

BEYFORTUS

Recommendation: It is recommended to update the prior authorization criteria for Beyfortus to include
Enflonsia as part of a therapeutic duplication review in the event one may be needed.

MBP 297.0 Beyfortus (nirsevimab-alip) & Part D policy 1034.0D Beyfortus

AND
e Medical record documentation that member has not received Synagis _ during the
current RSV season

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

VYEPTI (eptinezumab-jjmr)

Clinical Summary: Amanda Sharry-Rogers, MTDM, reached out regarding the initial authorization
duration for Vyepti. She mentioned that the Geisinger headache specialists often do not have the access
to see the patients back within a 3 month timeframe and it is resulting in several denials. The neurology
MTDM team is helping with new starts and completing a 4 month follow-up visit. She requested that we
extend the initial authorization duration to allow time for visits to be completed.

Current authorization duration: Initial approval will be for 3 months. Subsequent approvals will be for an
additional 12 months.

Recommendation: It is recommended to update the initial authorization duration to 6 months,
subsequent approvals for 12 months.

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

NURTEC ODT & UBRELVY

Discussion: We were presented with a rebate opportunity if we were to update our criteria for acute
treatment to failure of only 1 triptan. Our current criteria for acute therapy requires failure of 2 triptans.

Recommendation: It is recommended to update the prior authorization as follows:
Nurtec ODT (policy 629.0) Commercial/Exchange/CHIP:
Acute Migraine Treatment
*  Medical record documentation of age greater than or equal to 18 years AND
*  Medical record documentation that Nurtec ODT will be used for the acute treatment of migraine
with or without aura AND
* Medical record documentation of therapeutic failure on, intolerance to, or contraindication to one
(1) formulary triptan AND
* Medical record documentation that Nurtec ODT will not be used concomitantly with another
calcitonin gene-related peptide (CGRP) receptor antagonist indicated for the acute treatment of
migraine (e.g., Ubrelvy)

There will be no changes to the preventive section of the policy.



Ubre/vy (policy 626.0) Commercial/Exchange/CHIP:

Medical record documentation of age greater than or equal to 18 years AND

*  Medical record documentation that Ubrelvy will be used for the acute treatment of migraine with
or without aura AND

* Medical record documentation of therapeutic failure on, intolerance to, or contraindication to one
(1) formulary triptan AND

*  Medical record documentation that Ubrelvy will not be used concomitantly with another calcitonin
gene-related peptide (CGRP) receptor antagonist indicated for the acute treatment of migraine
(e.g., Nurtec ODT)

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

Prolia and Xgeva (denosumab)

Background: It was discussed at September P&T during the Denosumab biosimilar class review that
members already established on Prolia or Xgeva therapy should not be required to fail multiple biosimilar
trials. It was determined that the following update to the alternatives criteria should be made to the
Medical benefit policy 81.0 for Prolia and Medical Benefit Policy 89.0 for Xgeva

Recommendation:
Medical Benefit Policy 81.0 Prolia

e For members already established on Prolia (denosumab) therapy: Medical record documentation
of a therapeutic failure on, intolerance to, or contraindication to one of the following denosumab
biosimilars: denosumab-bnht (Conexxence), denosumab-bbdz (Jubbonti), or denosumab-bmwo
(Stoboclo)

e For members naive to Prolia (denosumab) therapy: Medical record documentation of a
therapeutic failure on, intolerance to, or contraindication to two of the following denosumab
biosimilars: denosumab-bnht (Conexxence), denosumab-bbdz (Jubbonti), or denosumab-bmwo
(Stoboclo)

Medical Benefit Policy 89.0 Xgeva

e For members already established on Xgeva (denosumab) therapy: Medical record documentation
of a therapeutic failure on, intolerance to, or contraindication to one of the following denosumab
biosimilars: denosumab-bnht (Bomyntra), denosumab-bbdz (Wyost), and denosumab-bmwo
(Osenvelt)

e For members naive to Xgeva (denosumab) therapy: Medical record documentation of a
therapeutic failure on, intolerance to, or contraindication to two of the following denosumab
biosimilars: denosumab-bnht (Bomyntra), denosumab-bbdz (Wyost), and denosumab-bmwo
(Osenvelt)

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

FORMULARY UPDATES BASED ON SPECIALTY ROUTING TOOL

Background: Navitus recommended updates to the specialty look up tool based on how the drug is
administered and current utilization. The recommended updates were reviewed and the following formulary
changes are recommended.

Commercial/Exchange/CHIP: For commercial plans, for a medication to process through specialty, it
must be assigned a tier. If a medication is medical only, it should be excluded on the pharmacy formulary.



Drug Name Current Formulary Specialty Routing Tool Recommendations to
Status for Update Commercial Formulary
Commercial Formulary
Bendamustine Tier 3 Buy and bill only Excluded
Oxaliplatin Tier 1 Buy and bill only Excluded
Pemetrexed Tier 3 Buy and bill only Excluded
Pemfexy Tier 3 Buy and bill only Excluded
Elrexfio Tier 3 Buy and bill only Excluded

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

TRUXIMA

Background: Truxima is currently excluded from the Commercial/Exchange/CHIP formularies. However, it
is at parity with the other Rituxan biosimilars. Also, it is available through specialty pharmacy. It is
recommended to assign a tier to Truxima, so that it can process through specialty pharmacy and to match
the formulary status of the other Rituxan biosimilars.

Commercial/lExchange/CHIP: Truxima is a medical benefit. If processed at specialty pharmacy, Truxima
should process at the Specialty tier or Brand Non-Preferred tier for those with a three tier benefit.

Drug Name Current Formulary Specialty Routing Tool Recommendations to
Status for Update Commercial Formulary
Commercial Formulary

Bendamustine Tier 3 Buy and bill only Excluded
Oxaliplatin Tier 1 Buy and bill only Excluded
Pemetrexed Tier 3 Buy and bill only Excluded
Pemfexy Tier 3 Buy and bill only Excluded
Elrexfio Tier 3 Buy and bill only Excluded

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

Intravitreal VEGF Update

Background: After a review of the intravitreal Vascular Endothelial Growth Factor (VEGF) policies and
ongoing discussions with clinical colleagues, it has been decided to make four changes that will apply to
all applicable VEGF policies. When step through Lucentis and Eylea are required within prior
authorization criteria, verbiage should now refer to the preferred proper name at any given time (eg.
Lucentis to “a preferred ranibizumab product”). Medically accepted dosing for Avastin for off-label
indications is one injection per eye given at monthly intervals, so prior authorization criteria should be
updated to reflect this. Lastly, evaluation of the intravitreal VEGFs revealed that GHP was an outlier in
allowing open ended authorization durations compared to competitors.

Recommendation: : It is recommended to: 1) Update all applicable VEGF policies to include the
preferred proper name of the following medications: Lucentis and Eylea. 2) Update all applicable VEGF
policies to include the specific medically accepted dosing frequency of Avastin when step through Avastin
is required. 3) Delete the note regarding Avastin/VEGF failure in all applicable VEGF policies regarding
indicators of failure. 4) Update the authorization duration to allow approval for up to 12 months on both
initial and reauthorization requests.



All applicable VEGF policies (including MBP 47.0, 94.0, 251.0, 252.0, 253.0, and Part B Step)

Recommendation 1: For all applicable indications, when a step through Eylea and Lucentis are required:
Change Eylea & Lucentis o “&"a preferred ranibizumab product”

respectively

Recommendation 2: For all applicable indications, when a step through Avastin is required:
e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to
intravitreal bevacizumab (Avastin)

Recommendation 3:

NOTE: Ind : troalt . b {Avastind ail elude:

Recommendation 4:
AUTHORIZATION DURATION:

Additional evidence of the criteria used to make this decision can be found in the drug review presented
to the committee.

Voting responses were received from 27 out of 50 members. The vote was unanimously approved.
The next bi-monthly scheduled meeting will be held on November 11™, 2025 at 1:00 p.m.

Meeting will be held virtually via phone/Microsoft Teams.



