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DRUG REVIEWS

ZYMFENTRA (infliximab-dyyb)

Review:

Zymfentra is a subcutaneous formulation of infliximab indicated in adults for the maintenance treatment of
moderately to severely active ulcerative colitis following treatment with an infliximab product administered
intravenously moderately to severely active Crohn’s disease following treatment with an infliximab product
administered intravenously. It is indicated for maintenance treatment only, starting at Week 10 and
thereafter.

Zymfentra is a subcutaneous infliximab formulation. The recommended dosage is 120 mg
subcutaneously once every two weeks starting at Week 10 and thereafter. Patients who are responding
to maintenance therapy with an infliximab product administered intravenously should receive the first
subcutaneous dose of Zymfentra in place of the next scheduled intravenous infusion and every 2 weeks
thereafter. Patients may self-inject Zymfentra after proper training in subcutaneous injection technique.
Zymfentra is supplied as 120 mg/mL in a single-dose prefilled syringe or prefilled pen.

The safety and efficacy of Zymfentra in the treatment of UC was assessed in UC Trial 1, a randomized,
double-blind, placebo controlled trial in adult patients with moderately to severely active UC (defined as a
modified Mayo score [MMS] between 5 to 9 with an endoscopic subscore [ES] of 2 or 3). Patients
included in the trial had demonstrated an inadequate response or intolerance to treatment with
corticosteroids alone or in combination with 6-mercaptopurine or azathioprine.

All patients received three intravenous induction doses of 5 mg/kg of infliximab-dyyb at weeks 0, 2, and 6.
Patients who had achieved clinical response by Week 10, were randomized (2:1) to treatment with
Zymfentra 120 mg subcutaneous injection (n=294) or placebo (n=144) every two weeks.

The primary endpoint was proportion of patients in clinical remission at Week 54. Secondary endpoints
included proportion of patients achieving histologic-endoscopic mucosal improvement and corticosteroid-
free remission at Week 54. Results are shown in Table 2.

Table 2: Proportion of Subjects with Ulcerative Colitis Meeting Efficacy Endpoints at Week 54 in
UC Trial I'

Treatment Difference

Endpoint Zymfentra Placebo and 95% CI®

Clinical Remission® at Week 54

Total Population N =294 N =144 21%°
43% 21% (12, 29)

No prior biological

product/JAK inhibitor N = 265 45% N =13121%

exposure

Prior biological

product/JAK inhibitor N =29 31% N=1315%

exposure

Histologic-Endoscopic Mucosal Improvement® at Week 54

Total Population N =294 36% N =144 17% 18%c (9, 26)

No prior biological

product/JAK inhibitor N =265 45% N=13121%

exposure




Prior biological

product/JAK inhibitor N =29 31% N=1315%
exposure

Corticosteroid Free Remission® at Week 54

Total Population N =294 36% N =144 17% 18%c (9, 26)
No prior biological

product/JAK inhibitor N = 265 36% N=13118%
exposure

Prior biological

product/JAK inhibitor N =29 31% N=138%
exposure

ClI = confidence interval, JAK = Janus kinase a Treatment difference (adjusted for stratification factors of previous exposure to
biological product and/or JAK inhibitor, use of treatment with oral corticosteroids at Week 0, and clinical remission status at Week
10). b Clinical remission is defined using the mMS as SFS of 0 or 1 point; RBS of 0 point; and ES of 0 or 1 point (excluding friability).
¢ p <0.0001 d Histologic-endoscopic mucosal improvement is defined as an absolute ES of 0 or 1 point (excluding friability) from
the mMS and an absolute Robarts Histopathology Index (RHI) score of <3 points with no lamina propria neutrophils, no neutrophils
in epithelium, no erosion or ulceration. e Corticosteroid-free remission is defined as being in clinical remission by mMS in addition to
not requiring any treatment with corticosteroid for at least 8 weeks at Week 54, among the subjects who used oral corticosteroids at
baseline. fp < 0.0

The safety and efficacy of Zymfentra in the treatment of Crohn’s disease was evaluated in CD Trial 1, a
randomized, double-blind, placebo-controlled clinical trial in adult subjects with moderately to severely
active C (defined as Crohn’s Disease Activity Index (CDAI) score of 220 to 450 points, and a centrally-
reviewed Simplified Endoscopic Activity Score for Crohn’s Disease (SES-CD) of 26 points for ileal-colonic
CD (or 24 points for isolated ileal disease)). Patients included in the trial had an inadequate response to
treatment with corticosteroids and/or immunosuppressants.

All patients received three intravenous induction doses of 5 mg/kg of infliximab-dyyb at weeks 0, 2, and 6.
Patients who had achieved clinical response by Week 10, were randomized (2:1) to treatment with
Zymfentra 120 mg subcutaneous injection (n=216) or placebo (n=107) every two weeks.

Coprimary endpoints were clinical remission (based on CDAI) and endoscopic response at Week 54.
Secondary endpoints included endoscopic remission, and corticosteroid-free remission at Week 54.
Results are shown in Table 3.

Table 3. Proportion of Subjects with Crohn’s Disease Meeting Efficacy Endpoints at Week 54 in
CD Trial I'

. Treatment Difference
Endpoint Zymfentra Placebo and 95% CI?
Clinical Remission (Based on CDAI)® at Week 54
Total Population N =216 N =107 35%°
63% 30% (24, 45)

No prior biological N =191 N =98

product/JAK inhibitor 62% 31%

exposure

Prior biological product/JAK N =25 N=9

inhibitor exposure 72% 22%

Endoscopic Response? at Week 54

Total Population N =216 N =107 34%°
50% 18% (23, 43)

No prior biological N =191 N =98

product/JAK inhibitor 51% 17%

exposure

Prior biological product/JAK N =25 N=9

inhibitor exposure 48% 22%

Endoscopic Remission® at Week 54

Total Population | N =216 | N =107 25%°




35% 10% (16, 33)

No prior biological N =191 N =98

product/JAK inhibitor 35% 10%

exposure

Prior biological product/JAK N =25 N=9

inhibitor exposure 36% 11%

Corticosteroid-free Remission’ at Week 54

Total Population N =92 N =43 19%9
40% 21% (1, 33)

No prior biological N =81 N =40

product/JAK inhibitor 35% 23%

exposure

Prior biological product/JAK N=11 N=3

inhibitor exposure 82% 0%

CI = confidence interval, CDAI = Crohn’s Disease Activity Index a Treatment difference (adjusted for stratification factors of previous
exposure to biological product, use of treatment with oral corticosteroids at Week 0, and clinical remission status at Week 10). b
Clinical remission (based on CDAI) is defined as an absolute CDAI score of < 0.0001. d Endoscopic response is defined as a >50%
decrease in SES-CD from the baseline value. e Endoscopic remission is defined as an absolute SES-CD score of <4 with no sub-
score of >1. f Corticosteroid-free remission is defined as being in clinical remission in addition to not receiving any corticosteroid for
at least 8 weeks prior to Week 54, among the subjects who used oral corticosteroids at baseline. g p <0.05

Zymfentra safety profile is consistent with the known safety profile of infliximab and includes warnings and
precautions for risk of serious infections, malignancies, hepatitis B virus reactivation, hepatotoxicity,
congestive heart failure, hematologic reactions, hypersensitivity, neurologic reactions, risk of infection
with concurrent biologics, risk of additive immunosuppression with other biologics, formation of
autoantibodies and lupus-like syndrome, and risk of infection with the use of live vaccines.

The most common adverse reactions with ulcerative colitis were COVID-19, anemia, arthralgia, injection
site reaction, increased alanine aminotransferase, and abdominal pain. The most common adverse
reactions with Crohn’s disease were COVID-19, headache, upper respiratory tract infection, injection site
reaction, diarrhea, increased blood creatine phosphokinase, arthralgia, increased alanine
aminotransferase, hypertension, urinary tract infection, neutropenia, dizziness, and leukopenia.

The safety and efficacy of Zymfentra in the pediatric population has not been established. Clinical trials
did not include a sufficient number of geriatric patients aged 65 and over to determine whether they
respond differently to Zymfentra treatment from younger patients.

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

Outcome: Zymfentra is a pharmacy benefit and will be added to following tiers of the Commercial,
Marketplace, and GHP Kids formularies.

2 Tier/CHIP 3 Tier 4 Tier ACA

Tier 2 — Brand Tier 3 — Brand NP Tier 4 — Specialty Tier 6 - Specialty

It will require a prior authorization for new starts only. The following prior authorization criteria will be
required:

Crohn’s Disease

e Prescription is written by a gastroenterologist 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 Crohn’s disease AND

e Medical record documentation that Zymfentra is not being used concurrently with a TNF blocker
or other biologic agent AND

e Medical record documentation that member will be using Zymfentra for maintenance dosing
following an intravenous induction regimen with an infliximab product



Ulcerative Colitis

e Prescription is written by a gastroenterologist 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 ulcerative colitis AND

e Medical record documentation that Zymfentra is not being used concurrently with a TNF blocker
or other biologic agent AND

e Medical record documentation that member will be using Zymfentra for maintenance dosing
following an intravenous induction regimen with an infliximab product

Quantity Limit: 2 pens or syringes per 28 days, 28 day supply per fill

RE-AUTHORIZATION CRITERIA: Zymfentra is configured as a prior authorization for new starts only.
Zymfentra 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.



FAST FACTS

ARIXTRA (fondaparinux sodium)

Clinical Summary:
- Arixtra (fondaparinux sodium) is a Factor Xa inhibitor (anticoagulant) that is now indicated for the
treatment of venous thromboembolism (VTE) in pediatric patients aged 1 year or older weighing
at least 10 kg

- It was previously indicated for the treatment of VTE in adult patients.

Current Formulary Status:
Brand Arixtra: non-formulary

Generic Fondaparinux:
2 tier/CHIP: Preferred, Tier 1 (34 day-supply per fill); No prior auth required
3 tier: Preferred, Tier 1 (34 day-supply per fill); No prior auth required
4 tier: Preferred, Tier 1 (34 day-supply per fill); No prior auth required
Marketplace: Tier 6 (Specialty); QL; (34 day-supply per fill); No prior auth required

Recommendation: No recommended changes to formulary.

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

CABOMETYX (caboxantinib)

Clinical Summary:
Cabometyx is a kinase inhibitor previously indicated for the treatment of

e patients with advanced renal cell carcinoma (RCC).

e patients with advanced renal cell carcinoma, as a first-line treatment in combination with
nivolumab.

e patients with hepatocellular carcinoma (HCC) who have been previously treated with sorafenib.
(1.2)

e adult and pediatric patients 12 years of age and older with locally advanced or metastatic
differentiated thyroid cancer (DTC) that has progressed following prior VEGFR-targeted therapy
and who are radioactive iodine-refractory or ineligible.

It is now also indicated for the treatment of:

e adult and pediatric patients 12 years of age and older with previously treated, unresectable,
locally advanced or metastatic, well-differentiated pancreatic neuroendocrine tumors (pNET).

e adult and pediatric patients 12 years of age and older with previously treated, unresectable,
locally advanced or metastatic, well-differentiated extra-pancreatic neuroendocrine tumors
(epNET).

Current Formulary Status: Brand non preferred tier requiring a prior authorization (new stars only) with
quantity limits.

Recommendation: There are no changes to the formulary status, authorization duration, or current
quantity limits. It is recommended to add Neuroendocrine section to commercial policy 420.0 to
incorporate the new indication into the existing policy.

Neuroendocrine Tumors

e Medical record documentation that Cabometyx is prescribed by an oncologist AND



e Medical record documentation of age greater than or equal to 12 years AND
e Medical record documentation of unresectable, locally advanced or metastatic disease AND

e Medical record documentation of well differentiated pancreatic neuroendocrine tumors (pNET) OR
extra-pancreatic neuroendocrine tumors (epNET) AND

e Medical record documentation that disease has progressed on at least one prior line of therapy,
excluding somatostatin analogs.

If the requested dose is 80mg daily, medical record documentation that the member is using Cabometyx
in combination with a strong CYP3A4 inducer, including but not limited to rifampin, phenytoin,
carbamazepine, phenobarbital, rifabutin, or St. John’s Wort

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

IZERVAY (avacincaptad pegol)

Clinical Summary: Izervay is a complement inhibitor indicated for the treatment of geographic atrophy
(GA) secondary to age related macular degeneration (AMD). This update is for an expanded dosing
regimen (beyond 12 months) for the approved indication. Previous approval duration was for 12 months
of treatment.

Updated dosing/duration: 2 mg (0.1mL) by intravitreal injection into affected eye(s) once monthly (~every
21 to 35 days) beyond one year, as appropriate.

Current Formulary Status: medical benefit, PA, QL
Recommendation: No recommendations since criteria is already in place for subsequent approvals.

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

OPDIVO (nivolumab)

Clinical Summary: Opdivo is a programmed death receptor-1 (PD-1)-blocking antibody indicated for the
treatment of Melanoma, Non-Small Cell Lung Cancer (NSCLC), Malignant Pleural Mesothelioma, Renal
Cell Carcinoma (RCC), Classical Hodgkin Lymphoma (cHL), Squamous Cell Carcinoma of the Head and
Neck (SCCHN), Urothelial Carcinoma, Colorectal Cancer, Hepatocellular Carcinoma (HCC), Esophageal
Cancer, Gastric Cancer, Gastroesophageal Junction Cancer, and Esophageal Adenocarcinoma. Opdivo
had updates made to the indications for Colorectal Cancer and Hepatocellular Carcinoma and is now
FDA approved for:

e Adult and pediatric (12 years and older) patients with unresectable or metastatic microsatellite
instability-high (MSI-H) or mismatch repair deficient (AIMMR) colorectal cancer (CRC) in
combination with ipilimumab.

e Adult patients with unresectable or metastatic hepatocellular carcinoma (HCC), as a first-line
treatment in combination with ipilimumab.

The dosing of Opdivo for the updated indications remained the same in regard to duration of therapy.
Opdivo is recommended to be given in combination then as single agent in MSI-H/dMMR colorectal
cancer until disease progression, unacceptable toxicity or up to 2 years. Opdivo is also recommended to
be given in combination then as single agent for hepatocellular carcinoma until disease progression
unacceptable toxicity or up to 2 years.



Current Formulary Status: Medical benefit requiring prior authorization.

Recommendation: There are no changes recommended to the formulary placement or authorization
duration of Opdivo. It is recommended to change the prior authorization criteria for MBP 126.0 as a result
of the updated indications.

MBP 126.0 Opdivo (nivolumab)
7. Colorectal Cancer

Prescription written by a hematologist/oncologist AND

Medical record documentation that patient is = 12 years of age AND

Medical record documentation of a diagnosis of metastatic colorectal cancer AND

Medical record documentation of microsatellite instability-high (MSI-H) or mismatch repair

deficient (IMMR) disease AND

o Medical record documentation that Opdivo is being used as a single agent erin

o Medical record documentation of progression following treatment with a fluoropyrimidine,
oxaliplatin, or irinotecan

8. Hepatocellular Carcinoma (HCC)
e Prescription written by a hematologist/oncologist AND
e Medical record documentation of a diagnosis of _ hepatocellular
carcinoma AND

o Medical record documentation of a therapeutic failure on or intolerance to sorafenib
(Nexavar) AND

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

PREZCOBIX (darunavir/cobicistat)

Clinical Summary:

Updated Indication: Prezcobix is now indicated for the treatment of HIV-1 in treatment-naive and
treatment-experienced pediatric patients weighing at least 25kg with no darunavir resistance-associated
substitutions. Previously, it was approved for the same indication for adults and pediatric patients
weighing at least 40kg.

Updated Dosing for New indication: Pediatric patients weighing 25kg to < 40kg take one 675mg/150mg
once daily. Patients weighing at least 40kg take one 800mg/150mg tablet daily.

Summary of Updated Clinical Studies: The pharmacokinetics, safety, and efficacy were evaluated in a
Phase 2/3 multicenter, open-label trial of children aged 6 to <12 years old with HIV-1 who were
virologically suppressed. Participants were on a stable antiretroviral regimen including at least 2 NRTIs for



at least 3 months. At baseline, all had plasma HIV-1 RNA <50 copies/mL. At week 48, all participants
remained suppressed (HIV-1 RNA <50 copies/mL). Pharmacokinetic data for the different components of
Prezcobix indicate that there were no clinically relevant differences in darunavir exposure between adults
and adolescents/children weighing at least 25kg. Cobicistat exposures were similar between adults and
adolescents but higher in children aged 6 to < 12 years, weighing at least 25kg. The differences observed
in children for cobicistat is not considered clinically relevant.

Current Formulary Status: Prezcobix is on the brand preferred tier without a prior authorization.

Recommendation: It is recommended to add Prezcobix 675mg/150mg tablet to formulary in parity with
the other strength. A quantity limit of 1 tablet per day will apply.

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



UPDATES

ADALIMUMAB BIOSIMILAR UPDATE

Background: In order to optimize purchasing opportunities for adalimumab biosimilars it is recommended
to update the formularies to include Amjevita as the sole preferred adalimumab biosimilar.

Recommendation:
¢ Move adalimumab-FKJP, Hadlima, and Yusimry to non-formulary effective -
for Commercial/Self-Insured formularies.
Remove adalimumab-FKJP, Hadlima, and Yusimry from policy 84.0
Add adalimumab-FKJP, Hadlima, and Yusimry to policy 788.0
Update Commercial policy 788.0:

o For adult rheumatoid arthritis, polyarticular juvenile idiopathic arthritis or
juvenile rheumatoid arthritis, psoriatic arthritis, ankylosing spondylitis, Crohn’s
disease, plaque psoriasis, adult ulcerative colitis, adult hidradenitis
suppurativa, adult non-infectious intermediate, posterior, and panuveitis

= An exception for coverage of Abrilada, Cyltezo, Adalimumab-adbm
urrancid Cytezo) adalimumab-FKJP, high-WAC Amjevita,

, Hulio, Humira, Hyrimoz, Adalimumab-adaz (unbranded
Hyrimoz), Idacio, Simlandi, Yuflyma, or NSty may be made for
members who meet the following criteria:

e Medical record documentation of therapeutic failure on,

intolerance to, or contraindication to Am'ievita AND

Update GHPADALIM Quick Code to include only Amjevita
Update the formulary alternative section of all policies that require failure of
adalimumab to reflect only Amjevita

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

ALYFTREK

Recommendation: Alyftrek was previously reviewed at the May 2025 P&T Meeting. The following
changes should be made to the recommended tiering of Alyftrek for Commercial, Marketplace, and GHP
Kids to match the formulary placement of Trikafta.

2 Tier/CHIP 3 Tier 4 Tier ACA
Tier 2 — Brand Tier 3 — Brand NP Tier 4 — Specialty Tier 6 - Specialty

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

KOSELUGO (selumetinib)

Background: Updated diagnostic criteria for neurofibromatosis type 1 was developed by the United
States National Institutes of Health in 2021. This criteria differs slightly from the criteria used to develop
the Koselugo policy in 2020. A new medication, Gomekli, was recently approved for the same indication
for individuals 2 years of age and older with neurofibromatosis type 1 who have symptomatic, inoperable



plexiform neurofibromas. The only difference between Koselugo and Gomekli is that Gomekli is approved
for pediatric and adult individuals whereas Koselugo is only approved for pediatrics. Gomekli was
reviewed and approved by P&T at the May meeting. The diagnostic criteria point for the Koselugo policies
should be updated to mirror the Gomekli policies.

Koselugo is indicated for pediatric individuals only. The age criteria in the policies is “Medical record
documentation of age greater than or equal to 2 years”. This is incorrect and should be “Medical record
documentation of age greater than or equal to 2 years and less than or equal to 18 years”.

In the SPRINT trial (NCT01362803), the major efficacy outcome was overall response rate (ORR). Trial
results showed a 66% ORR. The cost of Koselugo is $32,474.40 per month for the maximum dose of 50
mg twice daily. The current Commercial policy is prior authorization for new starts only. The initial and
renewal authorization duration is 12 months for the current Medicare policy. Since the efficacy is average
and the price is very high, prior authorizations should be reviewed more frequently to ensure that
Koselugo is effective.

Recommendation: The Koselugo policy will be updated to reflect the updated diagnostic criteria for
neurofibromatosis type 1. The age criteria points in the policies will be updated to reflect the appropriate
age for individuals who qualify for Koselugo. The initial and renewal authorization duration will be updated

to 6 months and will mirror the Gomekli policy.
1. #
AND

2. Medical record documentation that Gomekli is being prescribed by an oncologist, neurologist,
or geneticist AND

AND

4. Medical record documentation that the individual has symptomatic plexiform neurofibromas
(PN) not amenable to complete resection*

*NOTE: In clinical trials, inoperable plexiform neurofibromas (PN) were defined as a PN that cannot be
completely surgically removed without risk for substantial morbidity due to encasement of or close
proximity to vital structures, invasiveness, or high vascularity of the PN.



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

MEDICAL BENEFIT POLICY UPDATES

Botulinum Toxin Update

Recommendations: It is recommended to update the reauthorization criteria for botulinum toxins to allow
for review of dose and dosing sites with each authorization request.

MBP 11.0 Botulinum Toxin

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 the following:

e Medical record documentation of continued disease improvement or lack of disease progression**
AND

e Medical record documentation of one of the following:
o Repeated administrations are not being given more frequently than once every 12 weeks
OR
o Peer-reviewed literature citing well-designed clinical trials to indicate that the member’s
healthcare outcome will be improved by dosing more frequently than every 12 weeks.
AND
e For Chronic Migraines:
o Medical record documentation of continued or sustained reduction in migraine or
headache frequency or has experienced a decrease in severity or duration of migraine

AND

o Medical record documentation that Botox will not be used in combination with a CGRP
antagonist OR

o Ifthe request is for use in combination with a CGRP antagonist, all of the following must
be met:

= Medical record documentation of a therapeutic failure on a minimum 3 month trial
of at least one CGRP antagonists without the concomitant use of Botox AND

= Medical record documentation of therapeutic failure on a minimum 6 month trial of
Botox without the concomitant use of a CGRP antagonist

**Note: The requested medication will no longer be covered if the patient fails to present clinical benefit
after two sequential therapies using maximum doses.

Rezzayo Update

Discussion: On PARP review, it was recommended to GHP to closely align policy criteria with the FDA
approved indication.

Recommendations: It is recommended to update the prior authorization criteria of MBP 313.0 Rezzayo to
align with the FDA approved indication.

MBP 313.0 Rezzayo (rezafungin)
e Medical record documentation of age greater than or equal to 18 years AND




e Medical record documentation of a-ren-neutropenic-patient-with a diagnosis of candidemia or
invasive candidiasis (other than endocarditis, osteomyelitis, or meningitis) AND

e Medical record documentation that Rezzayo is prescribed by an infectious disease specialist AND
e Medical record documentation that member has limited or no alternative treatment options

Gamifant Update

Discussion: On PARP review, it was recommended to GHP to closely align policy criteria with the FDA
approved prescribing information.

Recommendations: It is recommended to update the prior authorization criteria of MBP 198.0 Gamifant to
align with the FDA approved prescribing information

MBP _198.0 Gamifant (emapalumab-lzsq)
e Prescription written by or in consultation with a hematologist or oncologist AND
e Medical record documentation of a diagnosis of primary hemophagocytic lymphohistiocytosis
(HLH) based on one of the following:
o A molecular diagnosis (HLH gene mutations) OR
o A family history consistent with primary HLH (X-linked lymphoproliferative syndrome) OR
o 5 out of the following 8 criteria fulfilled:
= Fever=38.5°C
=  Splenomegaly

= Cytopenias affecting 2 of 3 lineages in the peripheral blood; hemoglobin <9 g/dL
(€40 fEToRAIEAS EGEaNESS N ARANWEBEIBI pietelets <100 x 1071,
neutrophils <1 x 10°/L

= Hypertriglyceridemia (fasting triglycerides > 3 mmol/L or = 265 mg/dL) and/or
hypofibrinogenemia H

= Hemophagocytosis in bone marrow, spleen, or lymph nodes with no evidence of
malignancy

= Low or absent NK-cell activity

= Ferritin 2 500 mcg/L

= Soluble CD25 level (i.e. soluble IL-2 receptor) of = 2,400 U/mL or two standard
deviations above age-adjusted laboratory-specific norms

AND
e Medical record documentation of refractory, recurrent or progressive disease or intolerance with
conventional HLH therapy (e.g. etoposide, dexamethasone, cyclosporine A, intrathecal
methotrexate)

Sarclisa Update

Discussion: On PARP review, it was recommended to GHP to closely align policy criteria with the newly
FDA approved indication.

Recommendations: It is recommended to update the prior authorization criteria of MBP 213.0 Sarclisa to
align with the newly FDA approved indication.

MBP 213.0 Sarclisa (isatuximab-irfc)
e Medical record documentation that Sarclisa is prescribed by a hematologist or oncologist AND
o Medical record documentation of age greater than or equal to 18 years AND
e Medical record documentation of one of the following:




o Medical record documentation of diagnosis of relapsed or refractory multiple myeloma
AND both of the following:
= Medical record documentation that Sarclisa will be used in combination with
carfilzomib (Kyprolis)* and dexamethasone AND
= Medical record documentation of prior treatment with one to three lines of therapy
OR

o Medical record documentation of diagnosis of multiple myeloma AND both of the following:
= Medical record documentation that Sarclisa will be used in combination with
pomalidomide (Pomalyst) and dexamethasone AND
= Medical record documentation of prior treatment with at least two lines of therapy,
which included lenalidomide (Revlimid) AND a proteasome inhibitor (including but
not limited to Velcade (bortezomib)*, Kyprolis (carfilzomib)*, or Ninlaro (ixazomib))

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

ONCOLOGY AUTHORIZATION DURATION UPDATE

Background: The OncoHealth Platform is limited in configuration to a single authorization duration per
line of business.

Recommendation: To ensure consistency between approved prior authorization requests and policy
requirements it is recommended that the authorization duration for the following medications is updated to
6 months:
e Tafinlar and Mekinist
Valchlor
Lynparza
Tagrisso
Nerlynx
Verzenio
Brukinsa
Vanflyta
Ojemda

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

REZDIFFRA (resmetirom)

Background: Current guidelines for monitoring Rezdiffra from AASLD recommend evaluating efficacy
every 12 months.

Recommendation: Based on the guidelines noted above and feedback from Sara Gaines, PharmD it is
recommended that the Committee approve updating the authorization duration as noted below:

Authorization Duration: Initial authorization will be for 12 months. Subsequent approvals will be for
an additional 12 months and will require:



e Medical record documentation of continued disease improvement or lack of disease progression
as evidenced by one of the following:
o NASH (MASH) resolution AND no worsening of fibrosis OR
o No worsening of NASH (MASH) AND improvement in fibrosis by at least 1 stage

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

STELARA & USTEKINUMAB BIOSIMILAR UPDATE

Background: At May 2025 P&T Meeting, it was recommended that the non-preferred ustekinumab
biosimilars be added to Commercial Stelara Policy 318.0 and would require a prior authorization for new
starts only. Since Stelara and the non-preferred ustekinumab biosimilars (Otulfi, Ustekinumab (unbranded
Stelara), Selarsdi, Pyzchiva, Ustekinumab-ttwe, Wezlana, Steqeyma, and Imuldosa prefilled syringes and
single-dose vials (when available)) will be non-formulary, they will require a standard prior authorization.

Recommendation: The following updates are recommended to Commercial Policy 318.0 to incorporate
the standard prior authorization duration:

AUTHORIZATION DURATION: Approval will be given for a duration of twelve (12) months. For
continuation of coverage, medical record documentation of clinical improvement or lack of progression
in signs and symptoms of treated condition on ustekinumab therapy is required.

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

THERAPEUTIC DUPLICATION POLICY

Background: Effective 5/1/2025 an edit was implemented to require prior authorization when it is
identified that a member was utilizing multiple GLP-1 medications or a GLP-1 in combination with a DPP4.

Recommendation: To ensure consistency amongst prior authorization reviewers it is recommended that
a therapeutic duplication policy is devised. The following criteria are recommended:

e Medical record documentation that the member is being transitioned to or from another drug
containing a GLP-1 receptor agonist or DPP-4 inhibitor with the intent of discontinuing one of the
drugs OR

e Medical record documentation of a reason for concomitant use of the requested drugs that is
supported by peer-reviewed medical literature or national treatment guidelines

AUTHORIZATION DURATION:
e For duplicate GLP therapy: 1 month duration, max scripts = 1
e For GLP-1/DPP4 Concomitant use: 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:
o Medical record documentation of improvement in the signs and symptoms of
diabetes while on concomitant GLP-1/DPP4 therapy AND
o Medical record documentation that the member is not experiencing any significant
adverse events related to concomitant GLP-1/DPP4 therapy AND
o Medical record documentation of a reason for concomitant use of the requested
drugs that is supported by peer-reviewed medical literature or national treatment
guidelines



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 29 of 49 members. The vote was unanimously approved.
The next bi-monthly scheduled meeting will be held on July 8t, 2025 at 1:00 p.m.

Meeting will be held virtually via phone/Microsoft Teams.



