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DRUG REVIEWS 
 
EXXUA (gepirone) 
 
Review:Exxua is indicated for the treatment of major depressive disorder (MDD) in adults. The mechanism of Exxua is 
not fully understood but could be related to its modulation of serotonergic activity in the CNS through selective agonist 
activity at 5HT1A receptors. Exxua is the first selective serotonin 1A (5-HT1A) receptor agonist. 
 
The recommended starting dose of Exxua is 18.2 mg once daily. Dosage should be based on clinical response and 
tolerability and can be increased to 36.3 mg orally once daily on Day 4, to 54.5 mg orally once daily after Day 7, and to 
72.6 mg orally once daily after Day 14. The maximum recommended daily dosage is 72.6 mg once daily. In geriatric 
patients or patients with renal or hepatic impairment, the recommended starting dose is 18.2 mg once daily. Based on 
response and tolerability it can be increased to the maximum recommended dosage of 36.3 mg orally once daily after Day 
7. The dosage of Exxua should be reduced by 50% when administered concomitantly with a moderate CYP3A4 inhibitor 
and is contraindicated for use with strong CYP3A4 inhibitors. Exxua is supplied as 18.2 mg, 36.2 mg, 54.5 mg, and 72.6 
mg extended-release tablets. 
 
The efficacy of Exxua was evaluated in Study 1 and Study 2, two 8-week, randomized, double-blind, placebo-controlled, 
flexible-dose studies in adults who met the Diagnostic and Statistical Manual of Mental Disorders (DSM-IV) criteria for 
MDD. Patients randomized to Exxua titrated the dosage according to the recommended dosage, patient response and 
tolerability. In Study 1, the final daily dosage of Exxua was 72.6 mg in 64% of patients, 54.5 mg in 20% of patients, and 
36.3 mg in 17% of patients. In Study 2, the final daily dosage of Exxua was 72.6 mg in 66% of patients, 54.5 mg in 22% of 
patients, 36.3 mg in 10% of patients, and 18.2 mg in 2% of patients. 
 
In both Study 1 and Study 2, the primary efficacy endpoint was change from baseline in the Hamilton Depression Rating 
Scale (HAMD-17) total score at Week 8. Both studies resulted in a statistically significant greater improvement from 
baseline in HAMD-17 compared to the placebo treatment groups (Table 3). 
 
Table 3. Change from Baseline in HAMD-17 Total Score at Week 8 in Study 1 and Study 2 

 

 
Exxua is contraindicated in patients with known hypersensitivity to Exxua, in patients with prolonged QTc interval > 450 
msec at baseline, with congenital long QT syndrome, in patients receiving concomitant strong CYP34A inhibitors, in 
patients with severe hepatic impairment, or in patients taking or within 14 days of stopping MAOIs. Similar to other 
antidepressants, Exxua has a black box warning for risk of suicidal thoughts or behaviors. Other warnings and 
precautions include QT prolongation, serotonin syndrome, and activation of mania or hypomania. Exxua’s label does not 
include warnings or adverse reactions regarding weight gain or sexual dysfunction, which are common side effects among 
other antidepressants. The most common adverse reactions reported in clinical trials were dizziness, nausea, insomnia, 
abdominal pain, and dyspepsia. 
 
A Clinical Review including Clinical Information, Efficacy Evidence, Safety Evidence, Other Considerations and a 
Financial Review Based on Cost Analysis were presented. 
 



Outcome: Exxua is a pharmacy benefit and will be added to the following tiers for Commercial, Marketplace, and GHP 
Kids. The following prior authorization criteria should apply: 

2 Tier/CHIP 3 Tier 4 Tier ACA 
Tier 2 – Brand Tier 3 – Brand NP Tier 3 – Brand NP Tier 3 – Brand NP 

 
• Medical record documentation of age greater than or equal to 18 years AND 
• Medical record documentation of a diagnosis of major depressive disorder AND  
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to, at least three 

antidepressant classes  
 

MEDISPAN AUTHORIZATION LEVEL: GPI-12  
 
QUANTITY LIMIT: 1 tablet per day  

 
Formulary Alternatives:  

TCAs: amitriptyline*, amoxapine*, clomipramine*, desipramine, doxepin*, imipramine*, nortriptyline, protriptyline*, 
trimipramine*  
Bupropion: bupropion**, bupropion SR**, bupropion XL**  
MAOIs: phenelzine, tranylcypromine, Emsam**  
SSRIs: citalopram**, escitalopram**, fluoxetine**, fluvoxamine**, paroxetine**, sertraline**  
SNRIs: desvenlafaxine succinate ER**, duloxetine**, Fetzima*/**, Drizalma*/**, venlafaxine**, venlafaxine ER**  
Other: nefazodone**, mirtazapine**, trazodone, vilazodone*/**  

 
*Prior Authorization Required, **Quantity Limits Apply 

 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
IMAAVY (nipocalimab-aahu) 
 
Review: Imaavy is indicated for the treatment of generalized myasthenia gravis (gMG) in adult and pediatric patients 12 
years of age and older who are anti-acetylcholine receptor (AChR) or anti-muscle specific tyrosine kinase (MuSK) 
antibody positive. Imaavy is a human IgG1 monoclonal antibody that binds the neonatal Fc receptor (FcRn), resulting in 
the reduction of circulating IgG levels. Imaavy is the first FcRn blocker approved for the treatment of pediatric patients with 
gMG. It will compete with Vyvgart/Vyvgart Hytrulo and Rystiggo which are only approved for treatment of adult patients. 
Prior to initiating Imaavy, patients should be evaluated according to immunization guidelines and receive appropriate 
vaccinations. Imaavy can cause transient reduction of IgG levels and live vaccines are not recommended during Imaavy 
treatment. 
 
The recommended initial dosage of Imaavy is 30 mg/kg administered once via intravenous infusion over at least 30 
minutes. Two weeks after the initial dosage, a maintenance dosage of 15 mg/kg via IV infusion over at least 15 minutes is 
recommended. The maintenance dosage is administered every two weeks thereafter. Imaavy is supplied as 300 mg/1.62 
mL and 1200 mg/6.5 mL single dose vials. 
 
The efficacy of Imaavy for the treatment of gMG in 196 adults who are anti-AChR or anti-MuSK antibody positive was 
established in Vivacity-MG3, a 24-week, randomized, double-blind, placebo-controlled study. The study included patients 
with Myasthenia Gravis Foundation of America (MGFA) Clinical Classification Class II to IV, Myasthenia Gravis-Activities 
of Daily Living (MG-ADL) total score of at least 6, and who were stable on standard of care MG therapy prior to baseline 
that could include acetylcholinesterase (AChE) inhibitors, steroids or non-steroidal immunosuppressive therapies 
(NSISTs). 
 
Patients were randomized 1:1 to receive Imaavy or placebo. At baseline, median MG-ADL total score was 9, and median 
Quantitative Myasthenia Gravis (QMG) total score was 15. Eighty-eight percent (n=134) of patients were positive for 
AChR antibodies and 10% (n=16) were positive for MuSK antibodies. At baseline, in each group, 85% of patients received 
AChE inhibitors, 66% of patients received steroids, and 54% of patients received NSISTs at stable doses. 
 
Efficacy was measured using the MG-ADL scale which assesses the impact of gMG on daily functions of 8 signs and 
symptoms. The primary efficacy endpoint was mean change from baseline to Weeks 22, 23, and 24 in the MG-ADL total 
score. Imaavy showed a statistically significant difference from placebo in MG-ADL total score change from baseline 
(Table 8). 
 
Table 8. Least Squares Mean Change from Baseline to Week 24 in MG-ADL and QMG Total Scores in Vivacity-MG3 



 
There are no black box warnings for Imaavy. Imaavy is contraindicated in patients with a serious hypersensitivity reaction 
to nopicalimab or any excipients in Imaavy. Adverse reactions have included anaphylaxis and angioedema. Warnings and 
precautions for Imaavy include the risk of infection and risk of activation of latent viral infections such as herpes zoster or 
Epstein-Barr virus. Other warnings include risk of hypersensitivity reactions and infusion related reactions, such as 
headache, rash, influenza-like reactions, fatigue, dizziness, chills and erythema.  The most common adverse reactions 
reported in clinical trials included respiratory tract infection, peripheral edema, and muscle spasms. Infections reported in 
the Vivacity-MG3 trial included upper respiratory tract infection (46%), respiratory tract infection (28%; including 
pneumonia, bronchitis, COVID-19), urinary tract infection (15%), herpes (8%; including herpes simplex, herpes zoster, 
herpes zoster oticus), influenza (8%), oral infection (8%; including candidiasis and dental infections), and skin infection 
(7%; including cellulitis). Two cases of infection led to discontinuation of Imaavy. 
 
In a 24-week, single arm study evaluating the safety of IMAAVY in 7 pediatric patients age 12 to 16 years with gMG who 
were AChR positive, adverse reactions were consistent with those observed in adult patients with gMG. Use of Imaavy in 
pediatric patients is supported by evidence from an adequate and well-controlled trial in adults with additional 
pharmacokinetic and safety data in pediatric patients who are 12 years of age and older. The safety and efficacy of 
Imaavy in patients less than 12 years of age has not been evaluated. 
 
Clinical studies did not include sufficient number of patients aged 65 years or older to determine if they respond differently 
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: Imaavy is a medical benefit for Commercial, Marketplace, and GHP Kids. It will be added to the Medical 
Benefit Cost Share list. The following prior authorization criteria will apply: 

• Medical record documentation of age 12 years or older AND 
• Medical record documentation that Imaavy is prescribed by or in consultation with a neurologist AND 
• Medical record documentation of a diagnosis of generalized myasthenia gravis (gMG) that is anti-acetylcholine 

receptor (AChR) positive OR anti-muscle-specific tyrosine kinase (MuSK) antibody positive AND  
• Medical record documentation of Myasthenia Gravis Foundation of America Clinical Classification (MGFA) Class 

II to IVa AND  
• Medical record documentation of a baseline Myasthenia Gravis-Activities of Daily Living (MG-ADL) score greater 

than or equal to 6 AND  
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to corticosteroids AND 
• Medical record documentation of therapeutic failure on intolerance to, or contraindication to at least two (2) non-

steroidal immunosuppressive therapies OR has failed at least one (1) immunosuppressive therapy and required 
chronic plasmapheresis or plasma exchange (PE) AND  

• Medical record documentation of failure on, intolerance to, or contraindication to intravenous immunoglobulin 
(IVIG) 

 
AUTHORIZATION DURATION: 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 and will require: 

• Medical record documentation of continued disease improvement or lack of disease progression AND  
• Medical record documentation that the member is responding positively to therapy as evidenced by an 

improvement of Myasthenia Gravis-Activities of Daily Living (MG-ADL) total score from baseline 
 

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. 
 
 
INLURIYO (imlunestrant) 
 
Review: Inluriyo is an estrogen receptor antagonist indicated for the treatment of adults with ER-positive, HER2-negative, 
ESR1-mutated advanced or metastatic breast cancer with disease progression following at least one line of endocrine 
therapy. Inluriyo is the second oral SERD approved for ESR1-mutated, ER+, HER2-mBC after Orserdu. 
 
The recommended dosage of Inluriyo is 400 mg once daily on an empty stomach until disease progression or 
unacceptable toxicity. Pre/perimenopausal women and men should receive a gonadotropin-releasing hormone agonist 
(GnRH). In the event of Grade 3 or 4 adverse reactions, the dosage can be reduced to 200 mg once daily. Patients 
unable to tolerate 200 mg tablets should discontinue treatment. Inluriyo is supplied as 200 mg tablets. 
 
The efficacy and safety of Inluriyo was evaluated in EMBER-3, a randomized, open-label, active-controlled trail in 874 
adult patients with ER+, HER2-, locally advanced or metastatic breast cancer who were previously treated with an 
aromatase inhibitor. Patients were excluded from the trial if they were eligible to receive a PARP inhibitor.  Patients were 
required to have progressed within 12 months of completing neoadjuvant or adjuvant aromatase inhibitor therapy with no 
systemic treatment for recurrent disease or over 12 months after neoadjuvant or adjuvant endocrine therapy or de novo 
metastatic disease and had progressed on only one line of aromatase inhibitor therapy. 
 
Patients were randomized 1:1:1 to Inluriyo 400 mg once daily or investigators choice of endocrine therapy (fulvestrant or 
exemestane) or an additional investigational combination regimen. Patients were treated until disease progression or 
unacceptable toxicity. 
 
The major efficacy outcome was investigator-assessed progression-free survival (PFS) according to RECIST v1.1. Other 
efficacy measures include overall survival (OS), BIRC-assessed PFS, and objective response rate (ORR). Of the patients 
enrolled, 21% had received no endocrine therapy and 79% had received one line of endocrine therapy in the advanced or 
metastatic setting. Overall, 70% of patients were treated with a prior CDK4/6i, 2.3% treated in the adjuvant setting and 
67% treated in the advanced or metastatic setting. 
 
Efficacy results are shown in Table 4. There was a statistically significant difference in investigator-assessed PFS in the 
ESR1m population compared to investigator’s choice of endocrine therapy. PFS assessment based on BIRC was 
consistent with the investigator assessment. Overall survival data was immature at the time of the PFS analysis with only 
31% of deaths is the ESR1m population. 
 
Table 4. Efficacy Results for Patients with ESR1m in EMBER-31 

 
a Investigator Assessed  
b per RECIST v1.1 Based on the stratified Cox proportional hazard model d Two-sided p-value based on stratified log-
rank test (compared to a significance level of 0.04) 
 
There are no black box warnings for Inluriyo. Warnings and Precautions include risk of embryo-fetal toxicity based on the 
mechanism of action and findings in animals. Serious adverse reactions occurred in 10% of patients, including pleural 
effusion. Fatal adverse reactions occurred in 1.8% of patients, including cardiac arrest, acute myocardial infarction, right 
ventricular failure, hypovolemic shock and upper gastrointestinal hemorrhage. Permanent discontinuation due to an 
adverse reaction occurred in 4.6% of patients.  Dosage interruption and dose reduction occurred in 10% and 2.4% of 
patients, respectively. 



 
The most common adverse reactions were decreased hemoglobin, musculoskeletal pain, decreased calcium, decreased 
neutrophils, increased AST, fatigue, diarrhea, increased ALT, increased triglyceride, nausea, decreased platelets, 
constipation, increased cholesterol, and abdominal pain. 
 
The safety and efficacy of Inluriyo has not been established in pediatric patients. Of the 327 patients who received Inluriyo 
in the EMBER-3 study, 118 patients were 65 years of age and 37 patients were 75 years of age or older. No overall 
differences in safety or efficacy of Inluriyo have been observed between patients 65 years of age and older and younger 
adult patients. 
 
A Clinical Review including Clinical Information, Efficacy Evidence, Safety Evidence, Other Considerations and a 
Financial Review Based on Cost Analysis were presented. 
 
Outcome: Inluriyo is a pharmacy benefit and should be added to the Commercial, Marketplace, and GHP Kids formulary 
to the following tiers.  It will require a prior authorization for new starts only. The following prior authorization criteria 
should apply: 

2 Tier/CHIP 3 Tier 4 Tier ACA 

Tier 2 – Brand (Oral 
Oncology $0 Copay) 

Tier 3 – Brand NP (Oral 
Oncology $0 Copay) 

Tier 3 – Brand NP (Oral 
Oncology $0 Copay) 

Tier 1 – Brand NP (Oral 
Oncology $0 Copay) 

 
• Medical record documentation of age greater than or equal to 18 years AND 
• Medical record documentation that Inluriyo is prescribed by a hematologist or oncologist AND 
• Medical record documentation of a diagnosis of ER+, HER2- locally advanced or metastatic breast cancer AND 
• Medical record documentation of the presence of an estrogen receptor-1 (ESR-1) mutation AND 
• Medical record documentation of disease progression following at least one line of endocrine therapy 

 
GPI LEVEL: GPI-12 
 
QUANTITY LIMIT: 2 tablets per day, 30 day supply per fill 
 
RPH SIGNOFF REQUIRED: yes 

 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
PHYRAGO (dasatinib) 
 
Review: Phyrago is a dasatinib (Sprycel) formulation that unlike Sprycel can be administered without regard to co-
administration of proton pump inhibitors or H2 receptor blockers. Phyrago has the same indications as Sprycel and is 
indicated for the treatment of: 

• newly diagnosed adults with Philadelphia chromosome-positive (Ph+) chronic myeloid leukemia (CML) in chronic 
phase.  

• adults with chronic, accelerated, or myeloid or lymphoid blast phase Ph+ CML with resistance or intolerance to 
prior therapy including imatinib.  

• adults with Philadelphia chromosome-positive acute lymphoblastic leukemia (Ph+ ALL) with resistance or 
intolerance to prior therapy.  

• pediatric patients 1 year of age and older with Ph+ CML in chronic phase. 
• pediatric patients 1 year of age and older with newly diagnosed Ph+ ALL in combination with chemotherapy.  

 
The recommended dosage of Phyrago is the same as Sprycel. The recommended starting dose in adults which chronic 
phase CML is 100 mg once daily. The recommended starting dosage of PHYRAGO for accelerated phase CML, myeloid 
or lymphoid blast phase CML, or Ph+ ALL in adults is 140 mg administered orally once daily. Pediatric patients with CML 
or PH+ ALL dosage is based on body weight (Table 1). 

Table 1. Dosage of Phyrago for Pediatric patients 



 
Phyrago is supplied as 20 mg, 50 mg, 70 mg, 80 mg, 100 mg, and 140 mg tablets. 
 
Approval of Phyrago is based on previous findings of Sprycel as well as results from two bioequivalence studies which 
showed similar bioavailability and a drug-drug interaction study which showed no clinically significant differences in the 
pharmacokinetics of Phyrago following concomitant use with omeprazole (proton pump inhibitor) or famotidine (H2 
receptor antagonist). Sprycel labeling indicates that co-administration of Sprycel with a gastric acid-reducing agent may 
decrease the concentration of dasatinib and thereby decrease the efficacy. No new safety signals were identified when 
comparing Phyrago to Sprycel. 
 
A Clinical Review including Clinical Information, Efficacy Evidence, Safety Evidence, Other Considerations and a 
Financial Review Based on Cost Analysis were presented. 
 
Outcome: Phyrago is a pharmacy benefit and will be added to the Commercial, Marketplace, and GHP Kids formularies 
to the following tiers. It will require a prior authorization for new starts only. The following prior authorization criteria will 
apply: 

• Medical record documentation that Phyrago is prescribed by a hematologist or oncologist AND 
• Medical record documentation of the use of Phyrago to treat newly diagnosed chronic phase Philadelphia 

chromosome-positive (Ph+) chronic myeloid leukemia (CML) OR  
• Medical record documentation of the use of Phyrago to treat chronic, accelerated, or myeloid/lymphoid blast 

phase Philadelphia chromosome-positive (Ph+) chronic myeloid leukemia (CML) with resistance or intolerance to 
prior therapy including imatinib OR  

• Medical record documentation of use of Phyrago to treat Philadelphia chromosome-positive (Ph+) acute 
lymphoblastic leukemia (ALL) with resistance or intolerance to prior therapy OR 

• Medical record documentation of use of Phyrago to treat newly diagnosed Philadelphia chromosome positive 
(Ph+) acute lymphoblastic leukemia (ALL) in pediatric patients 1 year and older in combination with chemotherapy 
AND 

• Medical record documentation of therapeutic failure, contraindication to, or intolerance to generic dasatinib tablets 
OR 

• Medical record documentation that member requires concomitant use with a proton pump inhibitor or H2 receptor 
antagonist 

 
AUTHORIZATION DURATION: Phyrago is configured as a prior authorization for new starts only. Phyrago 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. 

• Medical record documentation that the member is receiving appropriate follow-up care from the prescribing 
specialist  

 
MEDISPAN AUTHORIZATION LEVEL: GPI-12, number of claims authorized = 1, enter for one month duration 
 
QUANTITY LIMIT:  

• 20 mg Tablets – QL FOR LETTER ONLY: 3 tablets per day, limited to 1 month supply  
• All other strengths – QL FOR LETTER ONLY: 1 tablet per day, limited to 1 month supply  

 
RPH SIGNOFF REQUIRED: yes 

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



FAST FACTS 
 
AJOVY (fremanezumab-vfrm) 
 
Clinical Summary: Episodic cluster headache is extremely low in children aged 6 to 17 years. Estimates suggest a 1-
year prevalence of approximately 0.03% in the pediatric population.  
 
Ajovy is a calcitonin gene-related peptide (CGRP) antagonist monoclonal antibody indicated for Migraine and episodic 
migraine prevention. The syringe is administered into the abdomen, thigh, or upper arm subcutaneously. Dosing is 
generally 225 mg monthly or 675 mg every three months. An adequate trial for assessment of effect is considered at least 
three months at therapeutic doses when administered monthly or over 6 months when administered quarterly. Pediatric 
dosing of 225 mg monthly is for patients ages 6-17 years of age who weigh 45 kg or more.  
 
Ajovy is contraindicated with serious hypersensitivity and is recommended to avoid use in patient with recent 
cardiovascular or cerebrovascular ischemic events. Hypertension can develop or worsen during treatment, New-onset 
hypertension is most frequently reported within 7 days of therapy initiation and Ajovy was discontinued in most cases. 
Raynaud’s phenomenon has been reported with symptom onset typically a median of 71 days after dosing. No dose 
adjustments are required for Ajovy with patients with renal or mild to moderate hepatic impairment. There is no adequate 
data on developmental risk associated with use of Ajovy in pregnant women. Administration of fremanezumab-vfrm to rats 
and rabbits during the period of organogenesis or to rats throughout pregnancy and lactation at doses resulting in plasma 
levels greater than those expected clinically did not result in adverse effects in development. The estimated rate of major 
birth defects and miscarriage to women with migraine are similar to rates reported in women without migraine. There is 
also no data on the presence of fremanezumab-vfrm in human milk, the effects on the breastfed infant or the effects on 
milk production. With previous risk of hypertension, women with migraine may be at increased risk of preeclampsia and 
gestational hypertension during pregnancy.  
 
Pediatric safety and effectiveness of Ajovy have been established in an adequate and well-controlled study for 
preventative treatment of episodic migraine in pediatric patients who are 6-17 years of age and who weigh 45 kg or more 
(Study 3). This was a multicenter, randomized, 3 month, double-blind, placebo-controlled study (Study 3). Under 45 kg is 
not approved due to lack of appropriate strength presentation. 225 pediatric patients with episodic migraine received at 
least one dose of Ajovy, of these patients, 209 received Ajovy for 6 months and 100 received Ajovy for 12 months. This 
study included all who took a dose of Ajovy in the safety analysis. The most common adverse reactions were injection site 
reactions and hypersensitivity reactions. Overall, the safety profile in pediatric patients is similar to the known safety 
profile in adults. Pharmacokinetics of the pediatric population showed similar steady state exposures as compared to 
those of adults.  
 
234 patients were included in the efficacy study with an n=123 for Ajovy group and n=111 for placebo. Patients with a 
history of episodic migraine (<15 headache days per month) were included and randomized 1:1 to receive Ajovy 225 mg 
vs placebo. Patients were allowed to use acute headache treatments during the study. A subset of patients (21%) were 
allowed to use two additional concomitant preventative medications.  Ajovy significantly reduced the average monthly 
migraine days (MMD) (−2.5 vs −1.4; p=0.0210) over three months. Secondary endpoints also included mean change from 
baseline in monthly headache days of at least moderate severity (MHD) and proportion of participants achieving a greater 
than 50% reduction in MMD. These results are shown in Table 5 and figure 5 



 
Current 
Formulary 
Status: Non-
formulary 
 

Recommendation: Ajovy is a pharmacy benefit and should not be added commercial/exchange/CHIP formulary for this 
new indication. The following prior authorization criteria should apply to the current Policy 532.0 Ajovy   
Prevention of Episodic Migraines 

• Medical record documentation of age greater than 6 years to 17 years of age 
o Medical record documentation of diagnosis of episodic migraine (no more than 14 headache days per 

month)  
o Medical record documentation of weight greater than or equal to 45 kg 
o Medical record documentation of number of baseline migraine or headache days per month 
o Is prescribed a dose that is consistent with FDA-approved package labeling, nationally recognized 

compendia, or peer-reviewed medical literature 
 
Prevention of Chronic Migraines 

• Medical record documentation of age greater than or equal to 18 years AND 
o Medical record documentation of a diagnosis of migraine with or without aura AND 
o Medical record documentation of number of baseline migraine or headache days per 

month AND 
o Medical record documentation of therapeutic failure on, intolerance to, or 

contraindication to at least two (2) of the following: 
 One (1) beta blocker (metoprolol, propranolol, timolol, atenolol, nadolol) 
 Topiramate 
 Divalproex/sodium valproate 
 Amitriptyline 



 Venlafaxine AND 
• Medical record documentation of therapeutic failure on, intolerance to, or 

contraindication to two (2) of the following: Aimovig, Emgality, Nurtec ODT, and 
Qulipta AND 

• Medical record documentation that Ajovy will not be used concomitantly with another 
calcitonin gene-related peptide (CGRP) receptor antagonist indicated for the 
preventive treatment of migraine AND 

• Medical record documentation that Ajovy will not be used in combination with 
botulinum toxin OR 

• If the request is for use in combination with Botox, all of the following must be met: 
o 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 
o Medical record documentation of therapeutic failure on a minimum 6 month trial of Botox without the 

concomitant use of a CGRP antagonist 
 

GPI Level: GPI-10 
 
QUANTITY LIMIT: 4.5 per 84 days 
   
AUTHORIZATION DURATION: Initial approval is 6 months with subsequent approvals for 12 months 
 
REAUTHORIZATION INFO: Medical record documentation of continued disease improvement or lack of disease 
progression 
 
RPH SIGNOFF REQUIRED: yes 
 
AGE: 6-17 years of age for episodic migraine headache and 18 or older for migraine prevention 

 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
CAPLYTA (lumateperone) 
 
Clinical Summary: Caplyta is an atypical antipsychotic that was indicated for the treatment of schizophrenia in adults and 
treatment of depressive episodes associated with bipolar I or II disorder (bipolar depression) in adults, as monotherapy 
and as adjunctive therapy with lithium or valproate. It is now also indicated for adjunctive therapy with antidepressants for 
the treatment of major depressive disorder (MDD) in adults.  
 
There is no updated dosing for the new indication. The recommended dosage is 42 mg administered orally once daily with 
or without food.  
 
The effectiveness of Caplyta, as adjunctive therapy with antidepressants, for the treatment of major depressive disorder 
(MDD) in adults was established in two 6-week, randomized, double-blind, placebo-controlled, multi-center trials (Study 5 
NCT04985942 and Study 6 NCT05061706). The patients studied were adults who met the DSM-5 criteria for MDD and 
who had inadequate response to one to two courses of prior antidepressant therapy (ADT). Inadequate response to ADT 
was defined as having less than 50% improvement after at least six weeks of treatment with selective serotonin or 
serotonin norepinephrine reuptake inhibitor or bupropion at the minimum effective ADT dosages or greater. Patients were 
randomized to receive oral Caplyta 42mg or placebo once daily and all patients continued their background ADT. The 
primary endpoint was change from baseline to week 6 in the Montgomery-Asberg Depression Rating scale (MADRS). 
Secondary endpoint was the change from baseline to Week 6 in the Clinical Global Impression Scale-Severity (CGI-S) 
score. Patients randomized to Caplyta showed a statistically significant improvement from baseline to day 43 in the 
MADRS total score and the CGI-S score compared to the placebo group. The results of Study 5 and Study 6 are shown in 
the table below. 
 
Table 1: Primary Efficacy Results from Adjunctive MDD Trials (Studies 5 and 6) 



 
 
 
The change from baseline to MADRS total score over time in adult patients who received adjunctive treatment for MDD in 
Study 5 is displayed in the Figure.  
Figure 1: Change in Baseline in MADRS Total Score by Time (Weeks) in Patients with MDD (Adjunctive 
Treatment) in Study 5 

 
There are no new safety considerations for the new indication.  
 
Current Formulary Status: Pharmacy benefit on Specialty tier or brand non preferred tier requiring prior authorization 
 
Recommendation: No changes to formulary placement are recommended. It is recommended to update the prior 
authorization criteria in the policies below. 
 
Schizophrenia 

• Medical record documentation of age greater than or equal to 18 years AND 
• Medical record documentation of a diagnosis of schizophrenia AND 
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to three (3) 

formulary atypical antipsychotics OR 
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to ziprasidone 

AND aripiprazole for members with metabolic syndrome 
 

Bipolar Depression 
• Medical record documentation of age greater than or equal to 18 years AND 
• Medical record documentation of a diagnosis of depressive episodes associated with bipolar I or bipolar II 

disorder (bipolar depression) AND 
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to quetiapine 

 



Major Depressive Disorder 
• Medical record documentation of age greater than or equal to 18 years AND 
• Medical record documentation of a diagnosis of major depressive disorder (MDD) AND 
• Medical record documentation that the patient is using Caplyta as adjunctive therapy AND 
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to at least a 4-week trial 

of combination therapy with aripiprazole and an antidepressant AND 
• Medical record documentation of one of the following: 

o Medical record documentation of therapeutic failure on, intolerance to, or contraindication to at least a 4-
week trial of combination antidepressant therapy (such as a selective serotonin reuptake inhibitor [SSRI] 
and bupropion or a serotonin and norepinephrine reuptake inhibitor [SNRI] and bupropion) OR 

o Medical record documentation of therapeutic failure on, intolerance to, or contraindication to at least a 4-
week trial of an antidepressant with augmentation therapy (including, but not limited to lithium, valproate, 
carbamazepine, and lamotrigine) 

 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
DUPIXENT (dupilumab) 
 
Clinical Summary: Bullous pemphigoid (BP) is a rare, autoimmune, blistering skin disease associated with high disease 
burden, decreased quality of life and increased morbidity and mortality.  In June 2025, the FDA expanded dupilumab's 
approval to treat BP based on results from the LIBERTY-BP ADEPT phase 2 and 3 study (NCT426553), a multicenter, 
randomized, double-blind, placebo-controlled trial.  This study found that dupilumab is effective for adults with moderate to 
severe bullous pemphigoid and met both primary and secondary end points.  Researchers randomized 106 adult subjects 
with BP to receive either 300mg of dupilumab (n = 53) every 2 weeks after the initial dose or placebo (n = 53), combined 
with standard of care oral corticosteroids for 52 weeks.  Once disease control was achieved, subjects were tapered off 
oral corticosteroids with the objective to taper them off no later than week 16.  Subjects received only dupilumab or 
placebo after completing oral corticosteroid tapering for at least 20 weeks, unless rescue treatment became necessary.  
The primary endpoint was the proportion of subjects achieving sustained remission at Week 36. Sustained remission was 
defined as the achievement of complete remission and off OCS no later than Week 16, absence of disease relapse from 
the time of completion of the corticosteroid taper to Week 36, and absence of rescue therapy during the 36-week double-
blind treatment period. Secondary endpoints included total cumulative dose of OCS and proportion of subjects with a 
reduction in itch defined as at least a 4-point improvement (reduction) in the Peak Pruritus NRS.   
 

 
The proportion of subjects that received rescue therapy during the 36-week treatment period was 53% in the DUPIXENT 
group and 79% in the placebo group. 
 
Based on clinical trial experience and results, the FDA approved and recommended dose of Dupixent for the treatment of 
adult patient with Bullous Pemphigoid is 600 mg SUBQ once then 300 mg SUBQ once every other week in combination 
with a tapering course of oral corticosteroids.  Dupixent is not approved for use in pediatric patients for the treatment of 
Bullous Pemphigoid. 
 



The most common adverse reactions experienced during the clinical trial were arthralgia, conjunctivitis, blurred vision, 
herpes viral infections and keratitis. 
 
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 to update commercial pharmacy policy 457.0 - Dupixent to include the new FDA 
approved indication. 
 
Bullous Pemphigoid: 

1. Medical record documentation of a diagnosis of Bullous Pemphigoid AND 
2. Medical record documentation that member is 18 years of age or greater AND 
3. Medical record documentation that Dupixent is prescribed by or in consultation with a dermatologist AND 
4. Medical record documentation of failure, intolerance or contraindication of an oral tetracycline OR an oral 

corticosteroid therapy AND 
5. Medical record documentation of failure, intolerance, or contraindication to superpotent topical corticosteroids 

(such as clobetasol propionate 0.05%, halobetasol 0.05%) AND 
6. Medical record documentation of failure, intolerance or contraindication to a corticosteroid sparing therapy (such 

as azathioprine, methotrexate, mycophenolate) AND  
7. Medical record documentation that Dupixent is prescribed with a tapering course of oral corticosteroids during the 

initial treatment phase, unless documentation indicates corticosteroid intolerance or contraindication AND 
8. Medical record documentation that Dupixent will not be used in combination with other biologic 

immunomodulators or JAK inhibitors. 
 
MEDISPAN AUTHORIZATION LEVEL: GPI-10 
 
QUANTITY LIMIT  

• Initial Approval 
o 600 mg once, followed by 300 mg every other week  

 In NCRx: Add Treat as “Include” Process Modifier, Ignore Misc Handler, DS, enter 1 in max 
number of claims authorized, max quantity dispensed 8, minimum day supply 42, and maximum 
day supply 42 with a duration of two-weeks.  

 In PA Hub: Add Treat as “Include” Process Modifier, Ignore Misc Handler, and max quantity 
dispensed 4 with a start date 1 day after the loading dose ends for the remainder of the 
authorization. 

• QL FOR LETTER: Loading dose: 8 mL per 42 days, Maintenance dose: 4 mL per 28 
days 

• Renewal 
o 300 mg every other week 

 In PA Hub: Add Treat as “Include” Process Modifier, Ignore Misc Handler, and max quantity 
dispensed  

• QL FOR LETTER: 4 mL per 28 days 
 
AUTHORIZATION DURATION: 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 12 months or less if the reviewing provider feels it is medically 
appropriate. The medication will no longer be covered if the member experiences unacceptable toxicity or worsening of 
disease.  

• Medical record documentation of continued disease improvement or lack of disease progression  
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
EMPAVELI (pegcetacoplan) 
 
Clinical Summary: Empaveli is a complement inhibitor that is now indicated for the treatment of adult and pediatric 
patients aged 12 years and older with C3 glomerulopathy (C3G) or primary immune-complex membranoproliferative 
glomerulonephritis (IC-MPGN), to reduce proteinuria. 
 
Updated Dosing for New indication: For adults (18 years and older) The recommended dose of EMPAVELI is 1,080 mg 
(20 mL) administered subcutaneously twice weekly.  
 



For pediatric patients (12 years to less than 18 years of age) For pediatric patients 12 years of age and older, administer 
EMPAVELI dose and volume based upon body weight, according to the schedule in Table 1. Administer the 
recommended dose of EMPAVELI subcutaneously twice weekly.  

 
Empaveli is for subcutaneous administration using either a commercially available infusion pump with a reservoir of at 
least 20 mL OR Empaveli Injector, a single-use, disposable on body injector.  
 
Current Formulary Status: Empaveli is a formulary medication which requires prior authorization under commercial MBP 
245.0. 
 
Recommendation: No changes to formulary placement.  Recommend adding the new indication to the policy as follows: 

• Medical record documentation of a diagnosis of paroxysmal nocturnal hemoglobinuria (PNH) AND 
• Medical record documentation of flow cytometry confirming diagnosis AND 
• Medical record documentation that Empaveli is prescribed by a hematologist AND 
• Medical record documentation that member has received vaccinations against encapsulated bacteria, including 

Streptococcus pneumoniae, Neisseria meningitidis, and Haemophilus influenzae type B AND 
• Medical record documentation of one of the following:  

o member is transfusion-dependent (i.e., has at least 1 transfusion in the 24 months prior to initiation of 
pegcetacoplan due to documented hemoglobin less than 7 g/dL in persons without anemic symptoms or 
less than 9 g/dL in persons with symptoms from anemia) prior to initiation of pegcetacoplan treatment OR 

o there is a significant adverse impact on the insured individual’s health such as end organ damage or 
thrombosis without other cause.  

OR 
• Medical record documentation of a diagnosis of C3 glomerulopathy (C3G) or primary immune-complex 

membranoproliferative glomerulonephritis (IC-MPGN) AND 
• Medical record documentation that Empaveli is being used to reduce proteinuria AND 
• Medical documentation of age 12 years old or older AND 
• Medical record documentation that Empaveli is prescribed by a hematologist OR nephrologist AND 
• Medical record documentation that member has received vaccinations against encapsulated bacteria, including 

Streptococcus pneumoniae, Neisseria meningitidis, and Haemophilus influenzae type B AND  
• Medical record documentation of eGFR ≥30 mL/min/1.73 m2, proteinuria ≥1 g/day, and urine protein-to-creatinine 

ratio (UPCR) ≥1 g/g AND 
• Medical record documentation of optimized doses of angiotensin-converting enzyme inhibitors, angiotensin 

receptor blockers and/or sodium-glucose cotransporter-2 (SGLT2) inhibitors or Immunosuppressant medications 
AND 

• Medical record documentation of a prescribed dose that is consistent with FDA-approved package labeling, 
nationally recognized compendia, or peer-reviewed medical literature. 

 
AUTHORIZATION DURATION: Initial approval will be for 6 months. Subsequent approvals will be for an additional 6 
months and will require the following: 
FOR C3G or IC-MPGN 
Provider assessment of response to therapy or documentation of a decrease or maintenance in proteinuria compared to 
baseline. 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
FABHALTA (iptacopan) 
 
Clinical Summary: Fabhalta is now indicated for the treatment of adults with complement 3 glomerulopathy (C3G) to 
reduce proteinuria. C3G is a rare kidney disease, which is characterized by alternative pathway dysregulation that can 



lead to kidney failure within 10 years of diagnosis. Fabhalta is the first therapeutic agent indicated in the treatment of C3G. 
It is a selective inhibitor of factor B which is a key component in the alternative pathway. 
 
The recommended dosage of Fabhalta in the treatment of C3G is 200 mg orally twice daily without regard to food. It is 
supplied as 200 mg capsules. 
 
The efficacy of Fabhalta in reducing proteinuria in adult patients with C3G was evaluated in the APPEAR-C3G trial, a 
randomized, double-blind, placebo-controlled study in 74 adult patients with biopsy confirmed native kidney C3G who had 
a urine protein-to-creatinine ratio (UPCR) ≥ 1 g/g and eGFR ≥ 30 mL/min/1.73 m2. Patients were randomized 1:1 to 
receive treatment with Fabhalta 200 mg orally twice daily or placebo for 6 months, followed by a 6-month open-label 
treatment period in which all patients received Fabhalta 200 mg twice daily. 
 
Patients were required to be on a maximally tolerated renin-angiotensin system (RAS) inhibitor and could be on a 
corticosteroid and/or mycophenolate mofetil/sodium (MMF/MPS) at baseline. Patients had to be on stable doses of 
treatment for at least 90 days prior to initiation of Fabhalta. Overall, 45% of patients were on corticosteroids and/or 
MMF/MPS, and 99% of patients were on a RAS inhibitor at baseline. Patients were also required to be vaccinated against 
Neisseria meningitidis and Streptococcus pneumoniae and were recommended to be vaccinated against Haemophilus 
influenzae type b. 
 
The primary efficacy endpoint was the log-transformed ratio to baseline in UPCR (sampled from a 24-hour urine 
collection) at 6 months. At 6 months, the geometric mean UPCR ratio relative to baseline was 0.70 in the Fabhalta group 
compared to 1.08 in the placebo group, resulting in a 35% reduction in 24-hour UPCR from baseline (Figure 1). 
 
During the 6 month open-label treatment period, patients who were initially randomized to Fabhalta maintained the 
reduction in 24-hour UPCR through month 12. In patients switched from placebo to Fabhalta, the reduction in 24-hour 
UPCR was consistent with those seen in patients initially randomized to placebo. 
 
Figure 1. Geometric Mean Percent Change from Baseline in UPCR FMV (g/g) up to Month 12 (APPEAR-C3G) 

 
 
The treatment effect of Fabhalta on UPCR at Month 6 was consistent across all subgroups, including baseline disease 
characteristics (i.e. baseline proteinuria and eGFR levels) and use of immunosuppressive therapies. 
 
The safety profile of Fabhalta in the treatment of C3G is consistent with the known safety profile of Fabhalta. The most 
common adverse reactions occurring in APPEAR-C3G were nasopharyngitis and viral infections, mainly respiratory 
infections.  
 
 
Current Formulary Status: Pharmacy Benefit 

2 Tier/CHIP 3 Tier 4 Tier ACA 

Tier 2 – Brand, PA Tier 3 – Brand NP, PA Tier 4 – Specialty, PA Tier 6 – Specialty, PA 
 
Recommendation: There are no changes recommended for the formulary placement or quantity limits of Fabhalta. The 
following prior authorization criteria and authorization durations are recommended to incorporate the new indication. 
 
Complement 3 Glomerulopathy (C3G)  



• Medical record documentation of a diagnosis of native kidney complement 3 glomerulopathy (C3G) confirmed by 
biopsy AND  

• Medical record documentation that Fabhalta will be used for reduction of proteinuria in members with a urine 
protein-to-creatinine ratio (UPCR) of greater than or equal to 1 g/g AND  

• Medical record documentation that Fabhalta is prescribed by a nephrologist AND  
• Medical record documentation that member has received vaccinations against encapsulated bacteria, including 

Streptococcus pneumoniae, Neisseria meningitidis, and Haemophilus influenzae type B AND  
• Medical record documentation of estimated glomerular filtration rate (eGFR) greater than or equal to 30 

mL/min/1.73 m2 AND  
• Medical record documentation that member has received a stable dose of a RAS inhibitor (ACE inhibitor or ARB) 

at a maximally tolerated dose for greater than or equal to 90 days AND  
 
AUTHORIZATION DURATION FOR C3G: Initial approval will be for 6 months. Subsequent authorizations will be for 6 
months and will require:  

• Medical record documentation of continued disease improvement or lack of disease progression according to 
prescriber (i.e., decreased levels of proteinuria from baseline or decreased urine protein-to-creatinine ratio 
(UPCR) from baseline)  

 
MEDISPAN AUTHORIZATION LEVEL: GPI-12  
QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity exceeds the QL.  

• QL FOR LETTER ONLY: 2 capsules per day, 30 day supply per fill  
  
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
GAMIFANT (emapalumab-lzsb) 
 
Clinical Summary: Gamifant is an interferon gamma (IFNγ) neutralizing antibody now indicated for the treatment of: adult 
and pediatric (newborn and older) patients with hemophagocytic lymphohistiocytosis (HLH)/macrophage activation 
syndrome (MAS) in known or suspected Still’s disease, including systemic Juvenile Idiopathic Arthritis (sJIA), with an 
inadequate response or intolerance to glucocorticoids, or with recurrent MAS. 
 
It was previously indicated for the treatment of adult and pediatric (newborn and older) patients with primary HLH with 
refractory, recurrent or progressive disease or intolerance with conventional HLH therapy 
 
For intravenous infusion only:  

o Primary HLH recommended starting dosage: 1 mg/kg as an intravenous infusion over 1 hour twice per week.  
o HLH/MAS in Still’s disease recommended starting dose: 6 mg/kg, followed by 3 mg/kg every 3 days for 5 doses, 

then 3 mg/kg twice per week. Given as an intravenous infusion over 1 hour.  
o For both indications, the dose may be titrated up to a maximum of 10 mg/kg 

 
- Summary of Updated Clinical Studies: 

o The efficacy of Gamifant was evaluated in two open-label, single arm, multicenter studies which enrolled 
a total of 39 patients with hemophagocytic lymphohistiocytosis (HLH)/macrophage activation syndrome 
(MAS) in Still’s disease, including systemic Juvenile Idiopathic Arthritis (sJIA), with an inadequate 
response to high-dose glucocorticoid treatment.  

o In each study, patients were required to fulfill the following criteria for enrollment: confirmed or suspected 
diagnosis of sJIA or AOSD; a diagnosis of active MAS with ferritin >684 ng/mL and any 2 of these 4 
laboratory criteria: platelet count ≤181×109 /L, AST >48 U/L, triglycerides >156 mg/dL, or fibrinogen 
levels ≤360 mg/dL; an inadequate response to high-dose IV glucocorticoids. Patients with active 
infections caused by specific pathogens favored by IFNγ neutralization were excluded from the trial (e.g., 
mycobacteria and Histoplasma Capsulatum). 

o In each study, Gamifant was administered at an initial dose of 6 mg/kg, followed by at least 3 mg/kg every 
3 days until Day 16, and then twice weekly thereafter. Glucocorticoids and anakinra (<4mg/kg/d) could be 
co-administered for the treatment of Still’s disease 

o The pooled analysis includes all patients from Study NI-0501-06 (NCT 03311854) and Study NI-0501-14 
(NCT05001737). These two studies enrolled 39 patients who received Gamifant, and 37 patients 
completed the studies (95%). The majority of patients were female (80%) and the median age was 12.0 
years (range: 0.9 to 64 years). At baseline, patients had elevated ferritin levels (median 6833 µg/L), 
elevated ALT (median 259 U/L), and elevated LDH (median 954 U/L) 



o The efficacy of Gamifant was based on complete response (CR), a composite endpoint consisting of 
clinical resolution of MAS signs and symptoms (a visual analogue scale (VAS), of ≤1 cm [range 0 to 10 
cm]) and the following 7 laboratory parameter endpoints: WBC count and platelet count above the lower 
limit of normal (LLN), LDH, AST and ALT below 1.5×the upper limit of normal (ULN), fibrinogen >100 
mg/dL, and ferritin levels decreased ≥80% from values at screening or baseline (whichever was higher) or 
<2000ng/mL, whichever was lower (see Table 1). 
 

Table 1: Pooled Efficacy Results 

 
 

- Summary of Updated Safety Considerations: In patients with HLH/MAS in Still’s disease, the most common 
adverse reactions (≥20%) were: viral infections, including cytomegalovirus infection or reactivation, and rash 

 
Current Formulary Status: Medical Benefit; Prior Authorization required (moving from formulary in 2025 to non-formulary 
in 2026). 
 
Recommendation: The 25mg/mL products are not commercially available at time of review. Once these products are 
commercially available, recommend matching the coding of the 5mg/mL products for all lines of business.  It is 
recommended to update medical benefit policy 198.0 to include the new FDA approved indication. 
 
Medical Benefit Policy 198.0 Gamifant (emapaluzumab-lzsg) 
Gamifant (emapalumab-lzsg) will be considered medically necessary for all lines of business when ALL of the following 
criteria are met: 
 
Primary Hemophagocytic Lymphohistiocytosis (HLH) 

• Prescription written by or in consultation with a hematologist or oncologist AND 
• 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 ≥ 38.5ºC 
 Splenomegaly  
 Cytopenias affecting 2 of 3 lineages in the peripheral blood; hemoglobin <9 g/dL (<10 g/dL for 

infants aged less than 4 weeks old), platelets <100 x 109/L, neutrophils <1 x 109/L 
 Hypertriglyceridemia (fasting triglycerides > 3 mmol/L or ≥ 265 mg/dL) and/or hypofibrinogenemia 

(≤1.5 g/L) 
 Hemophagocytosis in bone marrow, spleen, or lymph nodes with no evidence of malignancy  
 Low or absent NK-cell activity 
 Ferritin ≥ 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 

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

Authorization Duration (for members without a confirmed molecular diagnosis): Initial approval will be for 4 weeks or less 
if the reviewing provider feels it is medically appropriate and will require medical record documentation of a diagnosis of 



primary hemophagocytic lymphohistiocytosis based on molecular diagnosis (HLH gene mutations). Subsequent approvals 
will be for an additional 6 months of less if the reviewing provider feels it is medically appropriate and will require medical 
record documentation of continued disease improvement (e.g. improvement in hemoglobin/lymphocyte/platelet counts, 
afebrile, normalization of inflammatory factors/markers) or lack of disease progression. The medication will no longer be 
covered if the member experiences unacceptable toxicity or received a hematopoietic stem cell transplantation. 
 
Authorization Duration (for members with a confirmed molecular diagnosis): 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 (e.g. improvement in hemoglobin/lymphocyte/platelet counts, afebrile, normalization of inflammatory 
factors/markers) or lack of disease progression. The medication will no longer be covered if the member experiences 
unacceptable toxicity or received a hematopoietic stem cell transplantation.  
 
Note: For Medicaid (GHP Family), any requests for services that do not meet criteria set in the PARP will be evaluated on 
a case-by-case basis. 

 
HLH/MAS Associated with Still’s Disease (Systemic Juvenile Idiopathic Arthritis or Adult-Onset Still’s Disease) 

• Prescription written by or in consultation with a hematologist or oncologist AND 
• Medical record documentation of a diagnosis of Still’s disease (sJIA or AOSD)  

AND 
• Medical record documentation of active macrophage activation syndrome (MAS), defined by: 

o Ferritin ≥ 684 ng/mL 
AND 

o 2 of the following 4 laboratory criteria fulfilled: 
 Platelets ≤ 181 × 10⁹/L 
 AST > 48 U/L 
 Triglycerides > 156 mg/dL 
 Fibrinogen ≤ 360 mg/dL 

             AND 
• Medical record documentation of one of the following: 

o inadequate response, intolerance, or contraindication to glucocorticoid therapy OR 
o refractory or recurrent MAS  

 
Authorization Duration: Initial approval will be for 6 months or less if the reviewing provider feels it is medically 
appropriate. Subsequent approvals for up to 6 months with documentation of continued clinical improvement or lack of 
disease progression. The medication will no longer be covered if the member experiences unacceptable toxicity or 
received a hematopoietic stem cell transplantation. 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
NEMLUVIO (nemolizumab-ilto) 
 
Clinical Summary: NEMLUVIO is an interleukin-31 receptor alpha antagonist indicated for the treatment of adults and 
pediatric patients 12 years of age and older with moderate-to-severe atopic dermatitis (AD) in combination with topical 
corticosteroids and/or calcineurin inhibitors when the disease is not adequately controlled with topical prescription 
therapies. Nemluvio was previously indicated solely for the treatment of adults with prurigo nodularis.  
 
The recommended subcutaneous dosage of NEMLUVIO in adults and pediatric patients 12 years of age and older for 
atopic dermatitis is an initial dose of 60 mg (two 30 mg injections), followed by 30 mg given every 4 weeks.  After 16 
weeks of treatment, for patients who achieve clear or almost clear skin, a subcutaneous dosage of 30 mg every 8 weeks 
is recommended. 
 
Concomitant Topical Therapies: 
Use NEMLUVIO with topical corticosteroids and/or topical calcineurin inhibitors. When the disease has sufficiently 
improved, discontinue use of topical therapies. 



 
Findings: 
Significant benefits were observed with nemolizumab for all key secondary endpoints including improvement in itch, as 
early as week 1, and sleep improvement by week 16. The safety profile was similar between nemolizumab plus TCS-TCI 
and placebo plus TCS-TCI. In the safety sets, 306 (50%) of 616 participants (ARCADIA 1) and 215 (41%) of 519 
participants (ARCADIA 2) who received nemolizumab plus TCS-TCI had at least one treatment-emergent adverse event 
(serious treatment-emergent adverse events in six [1%] and 13 [3%], respectively); and 146 (45%) of 321 (ARCADIA 1) 
and 117 (44%) of 263 (ARCADIA 2) who received placebo plus TCS-TCI had at least one treatment-emergent adverse 
event (serious treatment-emergent adverse events in four [1%] and three [1%], respectively). Ten serious treatment-
emergent adverse events possibly related to nemolizumab were reported in five (1%) participants in ARCADIA 2. No 
deaths occurred. 
 
Nemolizumab plus TCS-TCI was efficacious and showed statistically and clinically significant improvements in 
inflammation and itch in adults and adolescents with moderate-to-severe atopic dermatitis.  
 
The safety of NEMLUVIO was evaluated in a pool of two randomized, double-blind, placebo-controlled, multicenter phase 
3 trials (ARCADIA 1, ARCADIA 2). In these two trials, 1135 adult and pediatric subjects 12 years of age and older with 
moderate-to-severe AD were treated with subcutaneous injections of NEMLUVIO (initial dose of 60 mg, followed by 30 mg 
every 4 weeks), with concomitant topical corticosteroids (TCS) and/or topical calcineurin inhibitors (TCI) for up to 16 
weeks (Initial Treatment Period). 
 
After the Initial Treatment Period, subjects who responded to NEMLUVIO were re-randomized to receive NEMLUVIO 30 
mg every 4 weeks, NEMLUVIO 30 mg every 8 weeks, or placebo every 4 weeks for the Maintenance Treatment Period 
(Week 16 through Week 48). The safety population during the Maintenance Treatment Period had a mean age of 31 to 33 
years (median age of 26 to 29 years) for the NEMLUVIO cohorts. 
 
Week 0 to Week 16 In ARCADIA 1 and ARCADIA 2 trials through Week 16, the proportion of subjects who discontinued 
treatment because of adverse events was 2.3% in the NEMLUVIO every 4 weeks group and 2.2% in the placebo groups. 
The table below summarizes the adverse reactions that occurred at a rate of at least 1% in the NEMLUVIO group, and for 
which the rate exceeds the rate in the placebo group during the first 16 weeks of treatment. 
 

Adverse Reactions Nemluvio N = 1135 n (%) Placebo N = 584 n (%) 
Headache (incl. migraine) 52 (5) 22 (4) 
Arthralgia 12 (1) 1 (0.2) 
Urticaria 12 (1) 2 (0.3) 
Myalgia 11 (1) 1 (0.2) 

 
Current Formulary Status: Nemluvio is a pharmacy benefit that is non-formulary with a prior authorization required.  
 
Recommendation: No changes recommended to the formulary placement of Nemluvio at this time. It would remain non-
formulary with a prior authorization required. An update to Nemluvio Commercial Drug Policy 841.0 with the new 
indication is recommended below: 
 
For Atopic Dermatitis: 
• Medical record documentation that Nemluvio is prescribed by or in consultation with an allergist, immunologist, or 

dermatologist AND 
• Medical record documentation of age greater than or equal to 12 years AND 
• Medical record documentation of a diagnosis of moderate to severe atopic dermatitis AND 
• Medical record documentation that the member is receiving an appropriate dose based on member’s weight AND 
• Medical record documentation of one of the following: 

o Therapeutic failure* on an adequate trial of at least one medium (or higher) potency topical corticosteroid OR 
o For members with an intolerance or contraindication to topical corticosteroids or for members in whom 

topical corticosteroids are inadvisable (use on sensitive areas, age between 2 and 15 years): Therapeutic 
failure on, intolerance to, or contraindication to a topical calcineurin inhibitor AND 

• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to Dupixent 
 
*NOTE: The recommended dosage for adult patients weighing greater than or equal to 90 kilograms is 60 mg (two 30-mg 
injections) initially, followed by 60 mg every 4 weeks. The recommended dosage for adult patients weighing less than 90 
kg is 60 mg (two 30-mg injections) initially, followed by 30 mg every 4 weeks. 
 
MEDISPAN AUTHORIZATION LEVEL: GPI-12 
 



QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity exceeds the QL. 
• QL FOR LETTER ONLY: 2 autoinjectors per 28 days 

 
AUTHORIZATION DURATION: 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 12 months or less if the reviewing provider feels it is medically 
appropriate. The medication will no longer be covered if the member experiences unacceptable toxicity or worsening of 
disease. 

• Medical record documentation of continued disease improvement or lack of disease progression AND 
• Medical record documentation that the member is receiving an appropriate dose based on member’s weight 

 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
OPDIVO QVANTIG (nivolumab/hyaluronidase-nvhy) 
 
Clinical Summary: Opdivo Qvantig has expanded the current melanoma and unresectable or metastatic microsatellite 
instability-high (MSI-H) or mismatch repair deficient (dMMR) colorectal cancer indications in product labeling to allow for 
use in pediatric patients 12 years of age and older. Previously Opdivo Qvantig was only indicated for adult patients. 
 
The safety and efficacy of Opdivo Qvantig in the treatment of pediatric patients with melanoma is based on adequate and 
well-controlled studies for intravenous nivolumab in adults and additional pharmacokinetic and safety data for intravenous 
nivolumab in pediatric patients 12 years and older who weigh 30 kg or greater. The safety and efficacy of Opdivo Qvantig 
has not been established in pediatric patients less than 12 years of age and for indications other than melanoma for 
pediatric patients.  
 
Current Formulary Status: Medical Benefit, PA 
 
Recommendation: No changes are recommended to the formulary placement and authorization duration of Opdivo 
Qvantig. The following changes are recommended to the prior authorization criteria in Medical Benefit Policy 342.0 to 
incorporate the new age: 
 
Medical Benefit Policy 342.0 
1. Melanoma  

• Prescription written by a hematologist/oncologist AND  
• Medical record documentation that patient is > 18 years 12 years of age AND  
• Medical record documentation of one of the following:  

o A diagnosis of unresectable or metastatic melanoma AND  
o Opdivo Qvantig is being used as a single agent following combination treatment with intravenous 

nivolumab and ipilimumab 
OR 

o A diagnosis of completely resected (no evidence of disease) Stage IIB, Stage IIC, Stage III, or Stage IV 
melanoma AND  

o Opdivo Qvantig is being used in the adjuvant setting AND  
o Opdivo Qvantig is being used as a single agent  

 
**(Note: The FDA-approved treatment duration for use of Opdivo Qvantig in the adjuvant setting for completely resected 
stage IIB, stage IIC, stage III, and stage IV melanoma is for up to 1 year, see specific reauthorization criteria below.)  
 
6. Colorectal Cancer  

• Prescription written by a hematologist/oncologist AND  
• Medical record documentation that patient is ≥ 18 years 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 (dMMR) 

disease AND  
• Medical record documentation of progression following treatment with a fluoropyrimidine, oxaliplatin, and 

irinotecan AND  
• Medical record documentation that Opdivo Qvantig is being used as a single agent or as a single agent following 

combination treatment with intravenous nivolumab and ipilimumab (Yervoy).  
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 



 
OTEZLA (roflumilast) 
 
Clinical Summary: Otezla tablets recently received FDA approval for active psoriatic arthritis in pediatric patients 6 years 
of age and older weighing at least 20 kg. 

 
Initial titration is listed in the table below and is based on body weight. The titration schedule is intended to reduce 
gastrointestinal symptoms associated with initial therapy. 
 

 
 
Maintenance dose: 30 mg twice daily for pediatric patients who weigh at least 50 kg and 20 mg  twice daily for weight of 
20 kg to < 50 kg. 
 
Renal impairment: Dosage adjustment in pediatric patients with severe renal impairment [CrCL  of < 30 ml per minute 
estimated by the Cockcroft-Gault equation]: 

  Dose should be titrated using only the AM schedule listed above for appropriate body       
weight with the evening doses being skipped.  

  Maintenance dose is reduced to 30 mg once daily for pediatric patients weighing at least     
50 kg and 20 mg once daily for weight of 20 kg to < 50 kg.  

Otezla can be taken with or without food. Tablets should be swallowed whole. Do not crush,  split or chew. 
 
The safety and effectiveness of Otezla for pediatric patients with psoriatic arthritis is supported by evidence from 
the following adequate and well controlled trials: 

• adults with psoriatic arthritis 
• pharmacokinetic data from adult patients with psoriatic arthritis 
• adult patients with psoriasis 
• pediatric patients with psoriasis 
• safety data from a clinical trial in 245 pediatric patients 6 to 17 years of age with psoriasis 

 
Summary of Safety Considerations 

• Adverse reactions noted are diarrhea, nausea, headache 
• Close monitoring of growth in pediatric patients is recommended (height and weight). If not 

growing or gaining weight as expected, treatment interruption should be considered. 
 
Current Formulary Status: formulary with prior authorization, quantity limit 
 
Recommendation: 1) Add criteria for this diagnosis and age to Commercial/Marketplace/CHIP policy 336.0 
 
For Adult Psoriatic Arthritis:  

• Medical record documentation that Otezla is prescribed by a rheumatologist or dermatologist AND  
• Medical record documentation of age greater than or equal to 18 years AND  
• Medical record documentation of a diagnosis of moderately to severely active psoriatic arthritis which 

must include documentation of either active psoriatic lesions or a documented history of psoriasis AND  
• Medical record documentation of an intolerance to, contraindication to, or therapeutic failure on one 

conventional/non-biologic agent  
 
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.  



• QL FOR LETTER ONLY: 2 tablets per day, 30-day supply per fill  
 
RE-AUTHORIZATION CRITERIA: Otezla is configured as a prior authorization for new starts only. Otezla 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.  

• Medical record documentation that the member is receiving appropriate follow-up care from the 
prescribing specialist  

 
FORMULARY ALTERNATIVES:  
methotrexate, celecoxib, choline magnesium salicylate, diclofenac, diclofenac extended release, diflunisal, 
etodolac, etodolac extended release, fenoprofen, flurbiprofen, ibuprofen, indomethacin, indomethacin 
sustained release, ketoprofen, ketorolac, meclofenamate, meloxicam, nabumetone, naproxen, naproxen 
sodium, naproxen EC, oxaprozin, piroxicam, salsalate, sulindac, tolmetin 
 
For Adult Plaque Psoriasis:  
• Medical record documentation that Otezla is prescribed by a dermatologist AND  
• Medical record documentation of age greater than or equal to 18 years AND  
• For mild disease:  

o Medical record documentation of a diagnosis of mild to moderate plaque psoriasis    characterized 
by less than 3% of body surface area involved AND  
o Medical record documentation of an intolerance to, contraindication to, or therapeutic failure of one 
topical therapy OR phototherapy  

• For moderate-severe disease:  
o Medical record documentation of a diagnosis of moderate to severe plaque psoriasis characterized 
by greater than 3% of body surface area involved or disease involving crucial body areas such as the 
hands, feet, face, or genitals AND  
o Medical record documentation of therapeutic failure on, intolerance to, or contraindication to one 
topical corticosteroid OR one systemic therapy OR phototherapy  

 
 
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.  
• QL FOR LETTER ONLY: 2 tablets per day, 30-day supply per fill  
 
RE-AUTHORIZATION CRITERIA: Otezla is configured as a prior authorization for new starts only. Otezla 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.  
 
• Medical record documentation that the member is receiving appropriate follow-up care from the prescribing 
specialist  
 
FORMULARY ALTERNATIVES:  
cyclosporine, methotrexate  
Low-potency topical corticosteroids: alclometasone dipropionate 0.5% cream and ointment (Aclovate); 
desonide 0.05% cream, ointment and lotion (Desowen); fluocinolone acetonide 0.01% cream, solution, body 
and scalp oil (Synalar/Derma-Smoothe); hydrocortisone 1% and 2.5% cream, ointment, and lotion (Hytone)  
Medium-potency topical corticosteroids: betamethasone valerate 0.1% cream and lotion (Valisone); 
fluocinolone acetonide 0.025% cream and ointment (Synalar); flurandrenolide 0.05% cream, ointment, and 
lotion (Cordran); fluticasone propionate 
0.05% cream and lotion (Cutivate); hydrocortisone butyrate 0.1% cream, ointment and solution (Locoid); 
hydrocortisone valerate 0.2% cream and ointment (Westcort); mometasone 0.1% cream (Elocon); 
prednicarbate 0.1% cream and ointment (DermAtop); triamcinolone acetonide 0.025% cream, ointment and 



lotion (Kenalog); triamcinolone 0.1% cream, ointment and lotion (Kenalog); triamcinolone acetonide 0.147 
mg/g aerosol (Kenalog Spray)  
High-potency topical corticosteroids: amcinonide 0.1% cream, ointment and lotion (Cyclocort); augmented 
betamethasone dipropionate 0.05% cream (Diprolene AF); betamethasone dipropionate 0.05% cream, 
ointment and lotion (Diprolene); betamethasone valerate 0.1% ointment (Valisone); betamethasone valerate 
0.12% foam (Luxiq); desoximetasone 0.25% cream, ointment and 0.05% cream, gel, ointment 
(Topicort/Topicort LP); ); diflorasone 0.05% cream (Florone/Psorcon); fluocinonide 0.05% cream, ointment, gel 
and solution (Lidex); fluticasone 0.005% ointment (Cutivate); mometasone 0.1% ointment (Elocon); 
triamcinolone 0.5% cream and ointment (Kenalog)  
Very high-potency topical corticosteroids: augmented betamethasone dipropionate 0.05% ointment, gel 
and lotion (Diprolene); clobetasol 0.05% cream, ointment, scalp lotion, shampoo, foam, spray 
(Temovate/Clobex/Olux) diflorasone diacetate 0.05% ointment (ApexiCon/Psorcon E), fluocinonide 0.1% 
cream (Vanos), halobetasol 0.05% cream and ointment (Ultravate) 
 
 
For Pediatric Plaque Psoriasis:  
• Medical record documentation that Otezla is prescribed by a dermatologist AND  
• Medical record documentation of age 6 to 17 years AND  
• Medical record documentation of weight of at least 20 kilograms AND  
• Medical record documentation of a diagnosis of moderate to severe plaque psoriasis     characterized by 
greater than 3% of body surface area or disease involving crucial body areas such as the hands, feet, face, or 
genitals AND  
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to one topical 
corticosteroid OR one systemic therapy OR phototherapy  
• Medical record documentation that Otezla dosing is appropriate based on patient’s weight  
 

Dosage Titration Schedule for Pediatric Patients 6 years of Age and Older and Weighing at Least 20 kg with Moderate to Severe 
Plaque Psoriasis  
Body weight  Day 1  Day 2  Day 3  Day 4  Day 5  Day 6 & 

thereafter  
AM  AM  PM  AM  PM  AM  PM  AM  PM  AM  PM  
50 kg 
or 
more  

10 mg  10 mg  10 mg  10 mg  20 mg  20 mg  20 mg  20 mg  30 mg  30 mg  30 mg  

20 kg 
to less 
than 50 
kg  

10 mg  10 mg  10 mg  10 mg  20 mg  20 mg  20 mg  20 mg  20 mg  20 mg  20 mg  

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.  
• QL FOR LETTER ONLY: 2 tablets per day, 30-day supply per fill  
 
RE-AUTHORIZATION CRITERIA: Otezla is configured as a prior authorization for new starts only. Otezla 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.  

• Medical record documentation that the member is receiving appropriate follow-up care        from the 
prescribing specialist  

 
FORMULARY ALTERNATIVES:  

cyclosporine, methotrexate  
Low-potency topical corticosteroids: alclometasone dipropionate 0.5% cream and ointment 
(Aclovate); desonide 0.05% cream, ointment and lotion (Desowen); Smoothe);  
fluocinolone acetonide 0.01% cream, solution, body and scalp oil (Synalar/Derma-Smoothe); 
hydrocortisone 1% and 2.5% cream, ointment, and lotion (Hytone)  
Medium-potency topical corticosteroids: betamethasone valerate 0.1% cream and lotion (Valisone); 
fluocinolone acetonide 0.025% cream and ointment (Synalar); flurandrenolide 0.05% cream, ointment, 
and lotion (Cordran); fluticasone propionate 0.05% cream and lotion (Cutivate); hydrocortisone butyrate 



0.1% cream, ointment and solution (Locoid); hydrocortisone valerate 0.2% cream and ointment 
(Westcort); mometasone 0.1% cream (Elocon); prednicarbate 0.1% cream and ointment (DermAtop); 
triamcinolone acetonide 0.025% cream, ointment and lotion (Kenalog); triamcinolone 0.1% cream, 
ointment and lotion (Kenalog); triamcinolone acetonide 0.147 mg/g aerosol (Kenalog Spray)  
High-potency topical corticosteroids: amcinonide 0.1% cream, ointment and lotion (Cyclocort); 
augmented betamethasone dipropionate 0.05% cream (Diprolene AF); betamethasone dipropionate 
0.05% cream, ointment and lotion (Diprolene); betamethasone valerate 0.1% ointment (Valisone); 
betamethasone valerate 0.12% foam (Luxiq); desoximetasone 0.25% cream, ointment and 0.05% 
cream, gel, ointment (Topicort/Topicort LP); ); diflorasone 0.05% cream (Florone/Psorcon); fluocinonide 
0.05% cream, ointment, gel and solution (Lidex); fluticasone 0.005% ointment (Cutivate); mometasone 
0.1% ointment (Elocon); triamcinolone 0.5% cream and ointment (Kenalog)  
Very high-potency topical corticosteroids: augmented betamethasone dipropionate 0.05% ointment, 
gel and lotion (Diprolene); clobetasol 0.05% cream, ointment, scalp lotion, shampoo, foam, spray 
(Temovate/Clobex/Olux) diflorasone diacetate 0.05% ointment (ApexiCon/Psorcon E), fluocinonide 
0.1% cream (Vanos), halobetasol 0.05% cream and ointment (Ultravate) 

For Behçet’s Disease  
• Medical record documentation of age greater than or equal to 18 years AND  
• Medical record documentation of oral ulcers associated with Behçet’s Disease  
 
NOTE: The International Clinical Criteria for Behçet’s Disease diagnostic criteria:  
• Recurrent oral ulcerations (aphthous or herpetiform) at least three times in one year.  
• Additionally, patients must present with two of the following: o Recurrent genital ulcerations  
o Eye lesions (uveitis and retinal vasculitis) observed by an ophthalmologist  
o Skin lesions (erythema nodosum, pseudofolliculitis, papulopustular lesions, acneiform nodules) found in 
adult patients not being treated with corticosteroids  
o Positive “pathergy test” read by a physician within 24-48 hours of testing  
 
 
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.  
• QL FOR LETTER ONLY: 2 tablets per day, 30-day supply per fill  
 
RE-AUTHORIZATION CRITERIA: Otezla is configured as a prior authorization for new starts only. Otezla 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.  
 • Medical record documentation that the member is receiving appropriate follow-up care   from 
the prescribing specialist  
 
FORMULARY ALTERNATIVES:  

None 
For Pediatric Psoriatic Arthritis:  
• Medical record documentation that Otezla is prescribed by a rheumatologist or dermatologist AND  
• Medical record documentation that member is 6 to 17 years of age AND 
• Medical record documentation of weight of at least 20 kilograms AND 
• Medical record documentation that Otezla dosing is appropriate based on patient’s weight AND 
• Medical record documentation of a diagnosis of active psoriatic arthritis characterized by   
moderately to severely active psoriatic arthritis which must include documentation of either active psoriatic 
lesions or a documented history of psoriasis AND  
• Medical record documentation of an intolerance to, contraindication to, or therapeutic failure on one 
conventional/non-biologic agent  
 
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.  
• QL FOR LETTER ONLY: 2 tablets per day, 30-day supply per fill  
 
RE-AUTHORIZATION CRITERIA: Otezla is configured as a prior authorization for new starts only. Otezla 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.  
• Medical record documentation that the member is receiving appropriate follow-up care from the prescribing 
specialist  
 
FORMULARY ALTERNATIVES:  
methotrexate, ibuprofen, naproxen, celecoxib 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
REVUFORJ (revumenib) 
 
Clinical Summary: Revuforj is now indicated for the treatment of relapsed or refractory acute myeloid leukemia with a 
susceptible nucleophosmin 1 (NPM1) mutation in adult and pediatric patients 1 year and older who have no satisfactory 
alternative treatment options. Previously, Revuforj was indicated for r/r AML with a lysine methyltransferase 2A gene 
(KMT2A) translocation in adults and pediatric patients 1 year or older.  
 
There is no change to the recommended dosage of Revuforj for the new indication. The dosage varies by weight and 
concomitant use of strong CYP3A4 inhibitors (Table 1). 
 
Table 1. Revuforj recommended dosage for patients 1 year and older 

 
 
The efficacy of Revuforj was evaluated in a single-arm cohort of an open-label trial in 65 patients with relapse or refractory 
AML and a confirmed susceptible mutation of the last exon of NPM1. Efficacy was based on the rate of complete 
remission (CR) plus CR with partial hematological recover (CRh), the duration of CR+CRh, and the rate of conversion 
from transfusion dependence to transfusion independence. Efficacy results are shown in Table 2. 
 
Table 2. . Efficacy Results in Patients with Relapsed or Refractory Acute Myeloid Leukemia with an NPM1 

mutation  



 
Of the 46 patients who were dependent on red blood cell (RBC) and/or platelet transfusions at baseline, 8 (17%) became 
independent of RBC and platelet transfusions during any 56-day postbaseline period. Of the 19 patients who were 
independent of both RBC and platelet transfusions at baseline, 13 (68%) remained transfusion independent during any 
56-day post-baseline period. 
 
No new safety signals were identified and adverse reactions were consistent with the known safety profile of Revuforj. 
 
Current Formulary Status: Pharmacy Benefit, PA NSO 

2 Tier/CHIP 3 Tier 4 Tier ACA 
Tier 2 – Brand (Oral 
Oncology $0 Copay) 

Tier 3 – Brand NP (Oral 
Oncology $0 Copay) 

Tier 3 – Brand NP (Oral 
Oncology $0 Copay) 

Tier 1 – Brand NP (Oral 
Oncology $0 Copay) 

 
Recommendation: There are no changes recommended for the formulary placement or quantity limit of Revuforj. The 
following changes are recommended to incorporate the new indication. 
 
• Medical record documentation of age greater than or equal to 1 year AND  
• Medical record documentation that Revuforj is prescribed by a hematologist or oncologist AND  
• Medical record documentation of a diagnosis of relapsed or refractory acute leukemia AND  
• Medical record documentation of one of the following: 

o Medical record documentation of a lysine methyltransferase 2A gene (KMT2A) translocation OR 
o Medical record documentation of a susceptible nucleophosmin 1 (NPM1) mutation AND documentation of 

no satisfactory alternative treatment options 
AND  
• Medical record documentation that member is prescribed an appropriate dosage based on weight and concomitant 

medications  
 
MEDISPAN AUTHORIZATION LEVEL: GPI-12  
 
QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity exceeds the QL.  

• QL FOR LETTER ONLY:  
o 25 mg tablets: 8 tablets per day, 30 day supply per fill  
o 110 mg tablets: 4 tablets per day, 30 day supply per fill  

  
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
SKYTROFA (lonapegsomatropin-tcgd) 
 
Clinical Summary: Skytrofa is now FDA approved for replacement of endogenous growth hormone in adults with growth 
hormone deficiency (GHD). Skytrofa was previously only approved for the treatment of pediatric patients 1 year and older 
who weigh at least 11.5 kg and have growth failure due to inadequate secretion of endogenous growth hormone.  
 
Updated Dosing for New Indication: Recommended starting dose is based on age and use of oral estrogen. Titrate 
monthly until the desired clinical response and/or weekly average IGF-1 concentration are achieved. The maximum 
recommended dose is 6.3 mg once weekly.   

• Patients taking oral estrogen 
o 2.1 mg SUBQ once weekly 

• Patients not taking oral estrogen  
o Age <30 years: 2.1mg SUBQ once weekly 
o Age 30 to 60 years: 1.4 mg SUBQ once weekly 
o Age >60 years: 0.7 mg SUBQ once weekly  

 
Clinical Studies: The FDA’s approval of Skytrofa for adult GHD was based on results from foresiGHt, a Phase 3, multi-
center, randomized, placebo-controlled (double-blind) trial that was conducted in 259 adults with GHD. Eighty-nine 
subjects received once-weekly Skytrofa, 84 subjects received once-weekly placebo, and 86 subjects received open-label 
daily somatropin. The primary efficacy endpoint was change in trunk percent (%) fat from baseline to Week 38 in the 
Skytrofa group compared to placebo. Skytrofa demonstrated a statistically significant greater reduction in trunk percent fat 
compared with placebo (-1.7% versus +0.4%, respectively; LS mean difference of -2.0% with 95% CI of -2.9 to -1.1, p-
value < 0.0001). Skytrofa also demonstrated a greater increase in total body lean mass compared with placebo (+1.6 kg 
versus –0.1 kg, respectively; LS mean difference: 1.7 kg; 95% CI: 1.0 to 2.5; P < 0.0001). No formal statistical comparison 



between Skytrofa and daily somatropin was conducted. The incidence of severe adverse events was low (Skytrofa, 3.4%; 
placebo, 1.2%). Injection site reaction incidence was similarly low with Skytrofa and placebo (4.5% and 4.8%, 
respectively). 
 
Current Formulary Status: Skytrofa is a pharmacy benefit on specialty or brand non-preferred tier requiring prior 
authorization through the Human Growth Hormone policy. No quantity limit restrictions apply. 
 
Recommendation: No changes to formulary placement are recommended. It is recommended that the current policy is 
updated to include Skytrofa’s new indication. See below for the recommended changes.  
 
For Norditropin: 

• Medical record documentation of use for a Food and Drug Administration (FDA) approved indication 
For all other Growth Hormone Agents: 

• Medical record documentation of use for a Food and Drug Administration (FDA) approved indication AND 
• Medical record documentation of therapeutic failure on, intolerance to, or contraindication to Norditropin* (if 

applicable) 
 
MEDISPAN AUTHORIZATION LEVEL:  

• Norditropin GPI-14 (enter all): 3010002000D212, 3010002000D230, 3010002000D240, 
3010002000D260 

• Genotropin, Humatrope, Ngenla, Nutropin AQ, Saizen, Serostim, Skytrofa, Sogroya, Zomacton: GPI-12 
• Omnitrope GPI-12 (enter all): 301000200021, 970510501063 

 
AUTHORIZATION DURATION: 
Authorization for Growth Hormone will be for a time period of one year. Continuation of coverage will be provided based 
on medical record documentation to determine if there is appropriate follow up care with the physician, if any endpoint 
criteria are met, or if any major change in clinical status has occurred.   
 
FDA Approved Indications: 
Pediatric Growth Hormone Deficiency: Norditropin, Genotropin, Humatrope, Ngenla, Nutropin AQ, Omnitrope, Saizen, 
Skytrofa, Sogroya, Zomacton 
Prader-Willi syndrome: Norditropin, Genotropin, Omnitrope 
Small for Gestational Age (SGA): Norditropin, Genotropin, Humatrope, Omnitrope, Zomacton 
Turner syndrome: Norditropin, Genotropin, Humatrope, Nutropin AQ, Omnitrope, Zomacton 
Idiopathic short stature: Norditropin, Genotropin, Humatrope, Nutropin AQ, Omnitrope, Zomacton 
Short stature homeobox-containing gene (SHOX) deficiency: Humatrope, Zomacton 
Noonan syndrome: Norditropin 
Growth Failure Secondary to Chronic Kidney Disease: Nutropin AQ 
Adult Growth Hormone Deficiency: Norditropin, Genotropin, Humatrope, Nutropin AQ, Omnitrope, Saizen, Skytrofa, 
Sogroya, Zomacton 
HIV patients with wasting or cachexia: Serostim 
Short bowel syndrome: Zorbtive 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
TNKase (tenecteplase) 
 
Clinical Summary: Updated Indication: TNKase is now indicated for the treatment of acute ischemic stroke in adults. 
Previously, it was approved to reduce the risk of death associated with acute ST elevation myocardial infarction (STEMI) 
in adults.  
 
      - Updated Dosing for New indication:  

 



      - Summary of Updated Clinical Studies: The Alteplase compared to Tenecteplase (AcT) trial was a registry-linked, 
multicenter, parallel group, open-label, randomized trial with blinded outcome assessment that investigated the 
non-inferiority of TNKase compared to Activase in treating patient with acute ischemic stroke that presented with 
a disabling neurologic deficit. A total of 1147 patients were treated within 3 hours of symptom onset and included 
in the intent to treat population. They were randomized 1:1 to receive a single IV bolus of TNKase or one-hour 
infusion of 0.9mg/kg Activase.  

  
Efficacy was based on the proportion of patients who were treated within 3 hours of symptom onset who achieved 
a modified Rankin Scale (mRS) score of 0-1 at 90-120 days as assessed by the Rankin focused Assessment. 
The mRS is a 7-point scale which captures disability after stroke; higher scores indicate an increased amount of 
disability. A score of 0 represents no symptoms or disability and a score of 6 represents death. A score of 0-1 
represents a favorable outcome. Study results demonstrated no statistically significant differences between the 
treatment groups.  

 

- Summary of Updated Safety Considerations: TNKase is contraindicated in patients for the treatment of acute 
ischemic stroke with active intracranial hemorrhage.  

 
Current Formulary Status: Medical benefit drug with no prior authorization required. 
 
Recommendation: No changes recommended. 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented to the committee. 
 
 
ZEPZELCA (lurbinectedin) 
 
Clinical Summary: Zepzelca is now FDA approved in combination with atezolizumab or atezolizumab and hyaluronidase-
tqjs, for the maintenance treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC) whose 
disease has not progressed after first-line induction therapy with atezolizumab or atezolizumab and hyaluronidase-tqjs, 
carboplatin and etoposide. 
 
The recommended dosage for Zepzelca for the new indication is 3.2 mg/m2 by intravenous infusion over 60 minutes 
every 21 days until disease progression or unacceptable toxicity. When administering Zepzelca on the same day as 
atezolizumab or atezolizumab and hyaluronidase-tqjs, administer the chosen atezolizumab drug first. For Zepzelca with 
intravenous atezolizumab or atezolizumab and hyaluronidase-tqjs, some prophylactic medications are recommended. To 
reduce the risk of febrile neutropenia during treatment with Zepzelca in combination with atezolizumab or atezolizumab 
and hyaluronidase-tqjs, administer granulocyte colony-stimulating factor (G-CSF). To reduce the risk of nausea, 
administer the following pre-infusion medications – corticosteroids (dexamethasone 8 mg or equivalent intravenously) and 
serotonin antagonists (ondansetron 8 mg or equivalent intravenously) – for antiemetic prophylaxis prior to Cycle 1 and 
consider administering for subsequent cycles.  
 
The efficacy of Zepzelca in combination with intravenous (IV) atezolizumab was evaluated in IMforte (NCT05091567), a 
randomized, multicenter, open-label study in patients with first-line extensive-stage small cell lung cancer (ES-SCLC). 
Patients were eligible if their disease had not progressed after completion of four cycles of atezolizumab, carboplatin and 
etoposide (induction treatment) and their Eastern Cooperative Oncology Group (ECOG) performance status was 0 or 1. 
The trial excluded patients with CNS metastases, history of autoimmune disease, or administration of systemic 
immunosuppressive medications within 1 week prior to enrollment. Unless contraindicated, primary prophylaxis with 
granulocyte colony-stimulating factor (G-CSF) was mandated for patients assigned to the Zepzelca with atezolizumab 
arm. The trial randomized 483 patients who had not experienced disease progression following the completion of 4 cycles 
of intravenous atezolizumab with carboplatin and etoposide 1:1 to one of the following treatment arms:  

• Zepzelca 3.2 mg/m2 IV with atezolizumab 1200 mg IV once every 3 weeks until disease progression or 
unacceptable toxicity 

• Atezolizumab 1200 mg IV once every 3 weeks until disease progression or unacceptable toxicity 



 
The major efficacy outcome measures were overall survival (OS) and progression-free survival (PFS) by Independent 
Review Facility (IRF) per RECIST v1.1. A total of 483 patients were randomized, including 242 to the Zepzelca with 
atezolizumab arm and 241 to the atezolizumab arm. Baseline ECOG performance status was 0 (43%) or 1 (57%). The 
results of IMforte demonstrated that the maintenance treatment of Zepzelca with atezolizumab did significantly improve 
overall survival (OS) and progression-free survival (PFS) in patients with ES-SCLC. 

 Efficacy Results from IMforte Trial 
Warnings 
and 

precautions for Zepzelca regarding myelosuppression, hepatotoxicity, extravasation resulting in tissue necrosis, 
rhabdomyolysis have been updated to include more information regarding these warnings and precautions for Zepzelca 
with intravenous atezolizumab.  
 
Current Formulary Status: Zepzelca is a medical benefit requiring prior authorization. 
 
Recommendation: It is recommended that the medical benefit policy (MBP) 222 Zepzelca be updated to account for the 
new indication. See below for the recommended highlighted changes. 
 
For metastatic small cell lung cancer (SCLC): 

• Medical record documentation of age greater than or equal to 18 years AND  
• Medical record documentation that Zepzelca is written by a hematologist or oncologist AND 
• Medical record documentation of metastatic small cell lung cancer (SCLC) AND  
• Medical record documentation of disease progression on or after platinum-based chemotherapy  

 
For extensive-stage small cell lung cancer (ES-SCLC): 

• Medical record documentation of age greater than or equal to 18 years AND  
• Medical record documentation that Zepzelca is written by a hematologist or oncologist AND 
• Medical record documentation of extensive-stage small cell lung cancer (ES-SCLC) AND  
• Medical record documentation that Zepzelca will be used as maintenance treatment in combination with 

atezolizumab or atezolizumab and hyaluronidase-tqjs AND 
• Medical record documentation of disease that has NOT progressed after first-line induction therapy with 

atezolizumab or atezolizumab and hyaluronidasetqjs, carboplatin and etoposide. 
 



AUTHORIZATION DURATION: Initial approval will be for 6 months. Subsequent approvals will be for an additional 6 
months 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. 
  



UPDATES 
 
2026 FORMULARIES FOR APPROVAL 
 
Background: The following 2026 formularies were submitted to the P&T Committee for consideration: 

• AON Exchange Formulary 
• Commercial 4 Tier Formulary 
• Commercial Traditional Formulary 
• Commercial Triple Choice Formulary 
• GHP Kids Formulary 
• Marketplace Formulary 

 
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 
 
Drug Optimization Program Update 
Recommendations: The following (highlighted) drug products are recommended to be added to the Medical Benefit Drug 
Optimization Program effective on 3/1/25. No other changes are recommended to the program at this time. 
 
MBP 300.0 Medical Benefit Drug Optimization Program (Commercial, Exchange) 
I. Policy: 
Medical Benefit Drug Optimization Program 
 
II. Purpose/Objective: 
To provide a policy of coverage regarding certain complex, rare disease, and specialty drugs, which are required to be 
obtained from and billed by a Specialty Pharmacy and are not eligible for direct reimbursement to a provider or facility.  This 
policy applies to these medications: 

1. AbobotulinumtoxinA (Dysport) 
2. Ado-Trastuzumab Emtansine (Kadcyla)  
3. Amivantamab (Rybrevant) 
4. Aripiprazole (Abilify Maintena, Abilify 

Asimtufii) 
5. Aripiprazole lauroxil (Aristada Initio, 

Aristada) 
6. Arsenic Trioxide (Trisenox) 
7. Asparaginase (Erwinia [Recombinant]) 

(Rylaze)  
8. Atezolizumab (Tecentriq) 
9. Avelumab (Bavencio) 
10. Belatacept (Nulojix)  
11. Belinostat (Beleodaq) 
12. Blinatumomab (Blincyto) 
13. Brentuximab Vedotin (Adcetris) 
14. Bortezomib 
15. Cabazitaxel (Jevtana) 
16. Capsaicin (Qutenza) 
17. Carfilzomib (Kyprolis) 
18. Cemiplimab (Libtayo) 
19. Collagenase (Xiaflex) 
20. Datopotamab Deruxtecan (Datroway) 
21. Daunorubicin and Cytarabine 

(Liposomal) (Vyxeos) 
22. Daratumumab (Darzalex)  
23. Daratumumab and Hyaluronidase 

(Darzalex Faspro)   
24. DaxibotulinumtoxinA (Daxxify) 
25. Donanemab (Kisunla) 
26. Dostarlimab (Jemperli) 
27. Durvalumab (Imfinzi) 

28. Elotuzumab (Empliciti) 
29. Elranatamab (Elrexfio) 
30. Epcoritamab (Epkinly) 
31. Eribulin (Halaven)   
32. Enfortumab Vedotin (Padcev) 
33. Fam-Trastuzumab Deruxtecan (Enhertu) 
34. Ferric Carboxymaltose (Injectafer) 
35. Ferric Derisomaltose (Monoferric) 
36. Fluphenazine deconate 
37. Fosdenopterin (Nulibry) 
38. Gemtuzumab Ozogamicin (Mylotarg) 
39. Haloperidol deconate  
40. Imetelstat (Rytelo)  
41. IncobotulinumtoxinA (Xeomin) 
42. Inotuzumab Ozogamicin (Besponsa) 
43. Ipilimumab (Yervoy) 
44. Irinotecan liposomal (Onivyde) 
45. Isatuximab (Sarclisa) 
46. Lanreotide (Somatuline Depot) 
47. Lecanemab (Leqembi) 
48. Loncastuximab Tesirine (Zynlonta) 
49. Lurbinectedin (Zepzelca) 
50. Luspatercept (Reblozyl) 
51. Margetuximab (Margenza) 
52. Mirvetuximab Soravtansine (Elahere) 
53. Mogamulizumab (Poteligeo)  
54. Mosunetuzumab (Lunsumio)  
55. Naxitamab (Danyelza) 
56. Necitumumab (Portrazza) 
57. Nivolumab (Opdivo) 
58. Nivolumab and hyaluronidase-nvhy 

(Opdivo Qvantig)  



 

59. Obinutuzumab (Gazyva)  
60. Octreotide (Sandostatin LAR)  
61. Olanzapine (Zyprexa Relprevv) 
62. OnabotulinumtoxinA (Botox) 
63. Paliperidone (Invega Sustenna, Invega 

Hafyera, Invega Trinza) 
64. Panitumumab (Vectibix) 
65. Pasireotide (Signifor LAR) 
66. Pegloticase (Krystexxa) 
67. Pembrolizumab (Keytruda) 
68. Polatuzumab Vedotin (Polivy)  
69. Ramucirumab (Cyramza)   
70. Relatlimab and nivolumab (Opdualag) 
71. Retifanlimab (Zynyz) 
72. RimabotulinumtoxinB (Myobloc) 
73. Risperidone (Perseris, Risperdal Consta, 

Rykindo, Uzedy) 
74. Rituximab (Rituxan)  
75. Rituximab and Hyaluronidase (Rituxan 

Hycela) 
76. Romidepsin (Istodax) 
77. Romiplostim (Nplate) 
78. Siltuximab (Sylvant) 
79. Sipuleucel-T (Provenge) 
80. Sutimlimab (Enjaymo) 
81. Tafasitamab (Monjuvi) 
82. Tagraxofusp (Elzonris) 
83. Tarlatamab (Imdelltra) 
84. Tebentafusp (Kimmtrak) 
85. Temsirolimus (Torisel) 
86. Telisotuzumab Vedotin (Emrelis) 
87. Thiotepa (Tepadina) 
88. Tislelizumab (Tevimbra) 
89. Tisotumab Vedotin (Tivdak) 
90. Toripalimab (Loqtorzi) 
91. Trabectedin (Yondelis) 
92. Trastuzumab (Herceptin) 
93. Tremelimumab (Imjudo) 
94. Zolbetuximab (Vyloy) 



 

Vyepti Update 
Recommendations: It is recommended to update the quantity limit for Vyepti to allow for 5 doses to be 
given in a 12 month period in the event doses are given at the minimum day supply of every 84 days.  
 
MBP 218.0 Vyepti (eptinezumab-jjmr) 
 
For the commercial, exchange, and CHIP lines of business: 
 
QUANTITY LIMITS: 
If request is for 100 mg every 3 months: 
Initial 6 months: Facets Rx count: 300 200 (J3032); 1 vial per 90 days; max qty supply: 1; min day supply: 
84; max day supply: 90 
Subsequent 12 months: Facets Rx count: 500 400 (J3032); 1 vial per 90 days; max qty supply: 1; min 
day supply: 84; max day supply: 90 
 
If the request is for 300 mg every 3 months: 
Initial 6 months: Facets Rx count: 900 600 (J3032); 3 vial per 90 days; max qty supply: 1; min day supply: 
84; max day supply: 90 
Subsequent 12 months: Facets Rx count: 1,500 1,200 (J3032); 3 vial per 90 days; max qty supply: 1; min 
day supply: 84; max day supply: 90 
 
Bendamustine Update 
Recommendations: It is recommended to update the prior authorization criteria for MBP 349.0 
Bendamustine (Belrapzo, Bendeka, Treanda, or Vivimusta) per DHS recommendation.  
 
MBP 349.0 Bendamustine (Belrapzo, Bendeka, Treanda, or Vivimusta) 
 

Bendamustine products for Commercial, Exchange, CHIP, and Medicaid lines of business  
Preferred Agents Non-Preferred Agents 
Bendamustine (generic Treanda) Treanda* (bendamustine) 
 Bendamustine* (generic Belrapzo) 
 Belrapzo* (bendamustine) 
 Bendeka* (bendamustine) 
 Vivimusta* (bendamustine) 
*clinical prior authorization required 

 
Generic Treanda will not require prior authorization for all lines of business. Brand Treanda, Belrapzo (and 
its generics), Bendeka, and Vivimusta, will be considered medically necessary for the commercial, 
exchange, CHIP, and Medicaid lines of business when ALL of the following criteria are met.  
 
For Treanda requests:  

• Medical record documentation of a therapeutic failure on, or intolerance to the generic formulary 
agent(s) OR 

• Medical record documentation of a therapeutic failure on, intolerance to, or contraindication to the 
inactive ingredients of the generic formulary agent(s)  

 
For Belrapzo (or its generics) and Bendeka requests:  

• Medical record documentation of a therapeutic failure of, intolerance to, or contraindication to 
generic Treanda*  

 
For Vivimusta requests:  

• Medical record documentation of a therapeutic failure of, intolerance to, or contraindication to 
generic Treanda* AND 

• Medical record documentation of a therapeutic failure of, intolerance to, or contraindication to both 



 

of the following: Belrapzo (or its generics)* AND Bendeka* 
 
*prior authorization required (note: generic Treanda is preferred and does not require prior authorization) 
 
For Treanda, generic Belrapzo, Belrapzo, Bendeka requests:  

• Medical record documentation of a therapeutic failure of, intolerance to, or contraindication to the 
preferred agent  

 
For Vivimusta requests:  

• Medical record documentation of a therapeutic failure of, intolerance to, or contraindication to the 
preferred agent AND 

• Medical record documentation of a therapeutic failure of, intolerance to, or contraindication to 
Bendeka* AND Belrapzo (brand or generic)* 

 
*prior authorization required 
 
Somatuline Depot Update 
Recommendations: It is recommended to update the prior authorization criteria for MBP 348.0 
Somatuline Depot (lanreotide) per DHS recommendation.  
 
MBP 348.0 Somatuline Depot (lanreotide) 
Gastroenteropancreatic Neuroendocrine Tumors (GEP-NETs) 

• Medical record documentation of age greater than or equal to 18 years AND 
• Medical record documentation of well- or moderately- differentiated, unresectable locally advanced 

or metastatic gastroenteropancreatic neuroendocrine tumor (GEP-NET) AND 
• All of the following: 

o Medical record documentation that the tumor is unresectable AND 
o Medical record documentation that the tumor is non-functioning AND 
o Medical record documentation that the tumor is without hormone-related symptoms 

AND 
• Medical record documentation that the medication is being used to improve progression-free 

survival 
 
Arexvy Update 
Recommendations: It is recommended to update the prior authorization criteria for MBP 329.0 Arexvy 
(Respiratory Syncytial Virus Vaccine (Adjuvanted) Injection) per DHS recommendation.  
 
MBP 329.0 Arexvy (Respiratory Syncytial Virus Vaccine (Adjuvanted) Injection) 
 
For the Medicaid line of business, Arexvy (Respiratory Syncytial Virus Vaccine (Adjuvanted) Injection) will 
not require prior authorization for patients greater than or equal to 60 years of age. Arexvy is provided by 
Vaccines for Children (VFC) Program and is not eligible for reimbursement for patients less than 19 years 
of age. Arexvy will be considered medically necessary for patients greater than or equal to 50 years of age 
to less than 60 years of age when ALL of the following criteria are met: 
 

• Medical record documentation that the member is 50 to 59 years of age AND 
• Medical record documentation of a diagnosis of chronic pulmonary disease, chronic cardiovascular 

disease, diabetes, chronic kidney disease, or chronic liver disease AND 
• Medical record documentation that the member is at an increased risk of lower respiratory tract 

disease (LRTD) caused by respiratory syncytial virus (RSV) 
 
 
 



 

SILDENAFIL (generic Revatio) 
 
Background: A rheumatology specialist has contacted GHP to request consideration of PDE-5 inhibitors 
for the treatment of Raynaud’s phenomenon secondary to scleroderma. Currently, PDE-5 inhibitors are 
covered only for pulmonary hypertension, so this request would represent a potential expansion of the 
existing policy indications. Any updates for Medicare would be for the upcoming year of 2027. PDE-5 
inhibitors are considered second-line therapy and may be appropriate when first-line agents, 
dihydropyridine calcium channel blockers, fail to provide adequate symptom control. Scleroderma is an 
autoimmune disease, and Raynaud’s phenomenon is a common vascular complication that can lead to 
significant discomfort, digital ischemia, and, in severe cases, gangrene. Clinical studies have 
demonstrated that sildenafil may be effective as monotherapy, with statistically significant reductions in 
the frequency of Raynaud’s attacks.  
 
Recommendation: Sildenafil (Policy # 167.0) Commercial/Marketplace/CHIP: 
Pulmonary Hypertension: Prior Authorization Criteria:    

• Medical record documentation that sildenafil is prescribed by a cardiologist or pulmonologist AND  
• Medical record documentation of a diagnosis of functional class 2, 3, or 4 pulmonary arterial 

hypertension AND  
• See no medical record documentation of organic nitrate therapy.  

  
Raynaud's Phenomenon: Prior Authorization Criteria:  

• Medical record documentation that sildenafil is prescribed by a rheumatologist AND  
• Medical record documentation of a diagnosis of secondary Raynaud’s phenomenon AND  
• Medical record documentation of therapeutic failure on or intolerance to or contraindication to one 

formulary dihydropyridine calcium channel blockers AND  
• Medical record documentation that PD5-Inhibitor will not be used concomitantly with organic 

nitrate therapy. 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented 
to the committee. 
 
 
TADALAFIL (generic Adcirca) 
 
Background: A rheumatology specialist has contacted GHP to request consideration of PDE-5 inhibitors 
for the treatment of Raynaud’s phenomenon secondary to scleroderma. Currently, PDE-5 inhibitors are 
covered only for pulmonary hypertension, so this request would represent a potential expansion of the 
existing policy indications. Any updates for Medicare would be for the upcoming year of 2027. PDE-5 
inhibitors are considered second-line therapy and may be appropriate when first-line agents, 
dihydropyridine calcium channel blockers, fail to provide adequate symptom control. Scleroderma is an 
autoimmune disease, and Raynaud’s phenomenon is a common vascular complication that can lead to 
significant discomfort, digital ischemia, and, in severe cases, gangrene. Clinical studies have shown that 
tadalafil may be effective as adjunctive therapy with dihydropyridine calcium channel blockers, producing 
statistically significant reductions in the frequency and duration of Raynaud’s attacks and improved 
healing of digital ulcers. 
 
Recommendation: Tadalafil (Policy # 209.0) Commercial/Marketplace/CHIP: 
Pulmonary Hypertension: Prior Authorization Criteria:    

• Medical record documentation that tadalafil is prescribed by a cardiologist or pulmonologist AND   
• Medical record documentation of a diagnosis pulmonary arterial hypertension (PAH) AND    
• Medical record documentation that tadalafil will not be used concomitantly with organic nitrate 

therapy 
  

Raynaud's Phenomenon: Prior Authorization Criteria:  
• Medical record documentation that tadalafil is prescribed by a rheumatologist AND  



 

• Medical record documentation of a diagnosis of secondary Raynaud’s phenomenon AND  
• Medical record documentation of therapeutic failure on one formulary dihydropyridine calcium 

channel blocker AND  
• Medical record documentation that tadalafil will be used in combination with one formulary 

dihydropyridine calcium channel blocker AND  
• Medical record documentation that PD5-Inhibitor will not be used concomitantly with organic 

nitrate therapy. 
 
Additional evidence of the criteria used to make this decision can be found in the drug review presented 
to the committee 
 
 
TREMFYA QUANTITY LIMIT UPDATE 
 
Background: It is recommended to update the quantity limits for Tremfya Crohn’s policy for subQ 
induction and maintenance authorizations. Tremfya is available in 200 mg/2mL prefilled syringe and 
100mg/mL syringe. The recommended dose for the subQ is 400 mg (as 2 consecutive 200 mg injections) 
on weeks 0, 4, and 8. The recommended maintenance dose is 100 mg every 8 weeks beginning at week 
16 or 200 mg every 4 weeks beginning at week 12.  Geisinger Specialty said they would never use the 
100 mg syringe for the induction dose. They use the 200 mg syringe for the induction dose. They would 
use either the 200 mg or 100 mg syringe for maintenance dose, depending on the maintenance dose. 
 
Recommendation: 

• Prefilled 100 mg/mL Syringe or Autoinjector for Maintenance, Tremfya 400mg SubQ (as 2 
consecutive 200mg injections) at Weeks 0, 4, and 8, then Tremfya 100 mg at Week 16, then 
every 8 weeks thereafter  

• QL FOR LETTER: Maintenance Dose: 1 mL per 56 days  
• Prefilled 200 mg/2 mL Syringe or Autoinjector for Maintenance, Tremfya 400mg SubQ (as 2 

consecutive 200 mg injections) at Weeks 0, 4, and 8, then Tremfya 200 mg at Week 12, then 
every 4 weeks thereafter  

o In PA Hub: Add Treat As “Include” Process Modifier, max number of claims authorized 3, 
max quantity dispensed 4, with a duration of three months.  

• QL FOR LETTER: Loading dose: 4 mL per 28 days (max 3 fills); 
Maintenance dose: 2 mL per 28 days  

 
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 34 of 50 members. The vote was unanimously approved. 
 
The next bi-monthly scheduled meeting will be held on January 13th, 2026 at 1:00 p.m. 
 
Meeting will be held virtually via phone/Microsoft Teams. 


