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DRUG REVIEWS

DANZITEN (nilotinib)

Review: Danziten is a new formulation of nilotinib indicated for the treatment of adult patients with newly
diagnosed Philadelphia chromosome positive chronic myeloid leukemia (Ph+ CML) in chronic phase and
for adult patients with chronic phase (CP) and accelerated phase (AP) Ph+ CML resistant to or intolerant
to prior therapy that included imatinib. Danziten is a new formulation of Tasigna that offers equivalent
efficacy but with improved bioavailability and without the strict mealtime restrictions included in the
blackbox warning for Tasigna. When Tasigna is given 30 minutes after a high fat meal, the systemic
exposure (AUC) increased by 82%. This increases the risks associated with Tasigna particularly the risk
of QT prolongation and sudden death. Danziten is an engineered formulation that results in clinically
significant differences in nilotinib exposure following administration of Danziten 142 mg or 190 mg with a
high-fat meal compared to fasting subjects.

The recommended dosage of Danziten differs from Tasigna and the two products are not substitutable on
a milligram per milligram basis. The recommended dosage of Danziten is 142 mg orally twice daily in
adult patients with newly diagnosed Ph+ CML-CP and 190 mg twice daily in adult patients with resistant
or intolerant Ph+ CML-CP and CML-AP. Danziten can be administered with or without food. Danziten is
supplied as 71 mg and 95 mg tablets. Table 1 lists the recommendations for switching between Danziten
and Tasigna based on dosage equivalence.

Table 1. Recommendations for Switching between Danziten and Tasigna'

Approved Indications DANZITEN dosage Tasigna dosage
Newly diagnosed Ph+ CML-CP 142 mg orally twice daily 300 mg orally twice daily
Resistant or intolerant Ph+ CML-CP 190 mg orally twice daily 400 mg orally twice daily
and CML-AP

The safety and efficacy of Danziten is based on previous clinical trials of Tasigna in adult patients with
newly diagnosed Ph+ CML-AP or resistant or intolerant Ph+ CML-CP and CML-AP. Additional pediatric
use is approved for Tasigna capsules, but currently holds marketing exclusivity rights for these
indications.

No new safety signals are identified but Danziten does contain a warning for substitution between nilotinib
products on a milligram per milligram basis which can results in increases or decreases in nilotinib
exposure. Danziten can be given with or without meals and does not include the black box warning for
Tasigna which warns patients to avoid food for 2 hours before and 1 hour after Tasigna administration.

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

Outcome: Danziten is a pharmacy benefit and will be added to the Oral Oncology Brand NP tier ($)
copay) on the Commercial, Marketplace, and GHP Kids formularies. It will require a prior authorization for
new starts only and the following prior authorization criteria will apply:
¢ Medical record documentation that Danziten is prescribed by a hematologist or oncologist AND
e Medical record documentation of the use of Danziten to treat newly diagnosed (not previously
treated) chronic phase Philadelphia chromosome-positive chronic myelogenous leukemia (Ph+
CML) in adult patients OR



e Medical record documentation of the use of Danziten to treat chronic or accelerated phase Ph+
CML in adult patients with resistance to prior therapy including Gleevec (imatinib)

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

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

QUANTITY LIMIT: No QLs need to be entered within the authorization unless the requested quantity
exceeds the QL.
e QLFORLETTER ONLY:
o 71 mg and 95 mg capsule: 4 capsules per day, 28 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.

OPIPZA (aripiprazole film)

Review: Opipza, aripiprazole film, is an atypical antipsychotic indicated for treatment of schizophrenia
(patients 13+ years), adjunctive treatment of major depressive disorder in adults, irritability associated
with autistic disorder in pediatric patients 6+ years, and treatment of Tourette’s disorder in pediatric
patients 6+ years. Opipza is supplied as 2 mg, 5 mg, and 10 mg films in single dose packs which are
administered once daily and dissolved on the tongue. Dosing for Opipiza is dependent on the indication
being treated, as outlined below:

- Schizophrenia (in adults): 10-15mg once daily, titrated to max of 30mg once daily

- Schizophrenia (pediatric 13+ years old): 2mg once daily, titrated to max of 30mg once daily

- MDD Adjunctive Treatment (adults): 2-5mg once daily, titrated to max of 15mg once daily

- Irritability with autism (pediatric 6+ years old): 2mg once daily, titrated to max of 15mg once daily

- Tourette’s Disorder (pediatric 6+ years old): 2mg once daily, titrated to max of 10mg (< 50kg) or

20mg (>50kg) once daily

The efficacy of Opipza is based on adequate and well controlled studies of another oral aripiprazole
product which showed clinical significance in placebo-controlled trials.

Warnings/precautions and side effects with Opipza are similar to that of other aripiprazole products on the
market, including risk of death in elderly patients who use antipsychotic drugs for treatment of dementia-
related psychosis. Dose adjustments are necessary for patients who are CYP2D6 poor metabolizers or
who are taking Opipza in combination with CYP2D6 inhibitors, CYP3A4 inhibitors and/or CYP3A4
inducers. Safety and effectiveness of Opipza in the treatment of pediatric patients with MDD has not
been established. Placebo-controlled studies of oral aripiprazole in schizophrenia, major depressive
disorder, or another indication did not include sufficient numbers of patients aged 65 and over to
determine whether they respond differently from younger. The animal data suggest risk with use of
aripiprazole in pregnancy but there is limited human data. The safest course is to avoid the drug in
pregnancy. However, if the mother's condition requires treatment with aripiprazole, the lowest effective
dose, avoiding the 1st trimester, if possible, should be used. There is a risk of extrapyramidal and/or
withdrawal symptoms in the newborn if the drug is used in the 3rd trimester. Patients using aripiprazole
during pregnancy should be encouraged to enroll in the National Pregnancy Registry for Atypical
Antipsychotics. Data is limited on use of aripiprazole in lactation, however, there are reports of poor
weight gain in breastfed infants exposed to aripiprazole and reports of inadequate milk supply in lactating
women taking aripiprazole.



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

Outcome: Opipza is a pharmacy benefit and will not be added to the Commercial/Exchange/CHIP
formularies at this time. A prior authorization with the following criteria will apply:
e Medical record documentation of use for a medically accepted indication AND
e Medical record documentation of inability to tolerate or swallow aripiprazole tablets AND
e Medical record documentation of therapeutic failure on, contraindication to, or intolerance to two
additional formulary alternatives available as ODT/film/solution formulation, one of which must be
aripiprazole solution

MEDISPAN AUTHORIZATION LEVEL: GPI-12

QUANTITY LIMIT:
e 2mg film: 1 film per day
e 5mg film: 1 film per day
e 10mg film: 3 films per day

RPH SIGNOFF REQUIRED: no

FORMULARY ALTERNATIVES: aripiprazole tablets, aripiprazole solution, aripiprazole ODT,
olanzapine ODT, risperidone ODT, risperidone solution

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



FAST FACTS

GEMTESA (vibegron)

Clinical Summary: Gemtesa is a beta-3 adrenergic receptor agonist with the updated indication for the
treatment of overactive bladder (OAB) with symptoms of urge urinary incontinence, urgency, and urinary
frequency in adult males on pharmacological therapy for benign prostatic hyperplasia (BPH).

The safety, tolerability, and efficacy of Gemtesa were evaluated in a multinational 24-week double-blind,
randomized, placebo-controlled study (Study 3005, NCT03902080) in male patients at least 45 years of
age with OAB on pharmacological therapy [treatment with an alpha blocker, with or without a 5-alpha
reductase inhibitor] for BPH. A total of 1105 patients were randomized 1:1 to receive either Gemtesa 75
mg or placebo once daily for 24 weeks. For study entry, patients had symptoms of OAB (an average of 8
or more micturitions per day, 3 or more urgency episodes per day with or without incontinence, and 2 or
more nocturia episodes per night) while taking pharmacological therapy for at least 2 months for the
treatment of lower urinary tract symptoms due to BPH. Randomization was stratified based on the
baseline average number of micturition episodes per day, alpha blocker use with or without 5 alpha
reductase inhibitor use, and urinary incontinence.

The co-primary endpoints were change from baseline in the average daily number of micturitions and the
average daily number of “need to urinate immediately” (urgency) episodes at week 12. Additional
endpoints included change from baseline in the average daily number of urge urinary incontinence (UUI)
episodes and the average volume voided per micturition.

A total of 1104 patients received at least one daily dose of placebo (n=551) or Gemtesa 75 mg (n=553).
The majority of patients were White (87%) and enrolled in the U.S. (56%). The mean age was 67 years
(range 45 to 97) and at least 63% were = 65 years.

The table below shows changes from baseline at week 12 for average daily number of micturitions,
average daily number of urgency episodes, average daily number of UUI (urge urinary incontinence)
episodes and average volume voided per micturition.

Parameter GEMTESA 75 mg Placebo

(N=3538) (N=542)
Average Daily Number of Micturitions
Baseline mean 11.84 11.96
Change from Baseline” =204 -1.30
Difference from Placebo -0.74
95% Confidence Interval -1.02, -0.46
Average Daily Number of “Need to Urinate Immediately” (Urgency) Episodes
Baseline mean 9.05 9.00
Change from Baseline -288 -1.93
Difference from Placebo -0.95
95% Confidence Interval -1.37, 054
Average Daily Number of UUI Episodes
N s 146 151
Baseline mean 333 323
Change from Baseline” 219 -1.39
Difference from Placebo -0.80
95% Confidence Interval -1.33,-0.27
Average Volume Voided (mL) per Micturition
Baseline mean 166.37 16643
Change from Baseline” 25.63 10.56
Difference from Placebo 15.07
95% Confidence Interval 9.13,21.02
* Least squares mean adjusted for study visit, baseline value, geographical region, interaction
of visit by . and stratification factors as randomized (baseline average micturitions

per day**, alpha blocker use with or without 5-ARI, baseline urinary incontinence®*),
geographical region, study visit, and study visit by treatment interaction term

** Baseline average micturitions per day stratification factor is not included in the model
where the continuous value of baseline average micturitions per day is present: baseline
urinary incontinence is not included in the model for UUL

*#% Only subjects with baseline incontinence have UUI analyzed




Current Formulary Status: non-formulary

Recommendation: Recommendation to add diagnosis of overactive bladder to original statement and
add diagnosis of OAB with BPH in males on pharmacological therapy for at least 2 months and trial of
preferred alternative in the same class: mirabegron (Myrbetriq).

For Gemtesa
e Medical record documentation of a diagnosis of overactive bladder (OAB) AND
e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to
use of oxybutynin, oxybutynin XL or tolterodine AND solifenacin OR
e Medical record documentation of a diagnosis of overactive bladder (OAB) with benign
prostatic hyperplasia (BPH) in males who have been on pharmacological therapy for BPH for
at least 2 months AND

e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to
use of mirabegron (Myrbetriq)

MEDISPAN AUTHORIZATION LEVEL: GPI-12, if request is for darifenacin ER, fesoterodine ER,
tolterodine ER or trospium XR, include generic only

FORMULARY ALTERNATIVES: oxybutynin, oxybutynin XL, solifenacin, tolterodine, Myrbetriq

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

IMCIVREE (setmelanotide)

Clinical Summary: Imcivree is a melanocortin 4 (MC4) receptor agonist indicated to reduce excess body
weight and maintain weight reduction long term in adults and pediatric patients 2 years of age and older
with syndromic or monogenic obesity due to Bardet-Biedl syndrome (BBS), pro-opiomelanocortin
(POMC), proprotein convertase subtilisin/kexin type 1 (PCSK1), or leptin receptor (LEPR) deficiency as
determined by an FDA-approved test demonstrating variants in POMC, PCSK1, or LEPR genes that are
interpreted as pathogenic, likely pathogenic, or of uncertain significance (VUS).

Imcivree was previously indicated for chronic weight management in adult and pediatric patients 6 years
of age and older with monogenic or syndromic obesity due to Bardet-Biedl syndrome (BBS), pro-
opiomelanocortic (POMC), proprotein convertase subtilisin/kexin type 1 (PCSK1), or Leptin receptor
(LEPR) deficiency as determined by an FDA-approved test demonstrating variants in POMC, PCSK1, or
LEPR genes that are interpreted as pathogenic, likely pathogenic, or of uncertain significance (VUS).

Current Formulary Status: Pharmaceuticals for chronic weight management are not covered, except for
certain clients that request this benefit; Requires prior authorization

Recommendation: There are no changes to formulary status or quantity limits at this time. It is
recommended to update policy 664.0 to include the new FDA approved age range.

Obesity due to POMC, PCSK1, or LEPR Deficiency
e Medical record documentation of age greater than or equal to 6 2 years AND
e Medical record documentation of one of the following:
o For patients 18 years and older: Medical record documentation of body mass index
(BMI) of greater than or equal to 30 kg/m2 OR
o For patients 6 2 years to less than 18 years: Medical record documentation of weight
greater than or equal to 95th percentile using growth chart assessments
AND



e Medical record documentation of a proopiomelanocortin (POMC), proprotein convertase
subtilisin/kexin type 1 (PCSK1), or leptin receptor (LEPR) deficiency AND

e Medical record confirmation of genetic testing demonstrating variants in POMC, PCSK1, or
LEPR genes that are interpreted as pathogenic, likely pathogenic, or of uncertain significance
(VUS)*

Obesity due to Bardet-Biedl Syndrome
o Medical record documentation of age greater than or equal to 6 2 years AND
e Medical record documentation of obesity due to Bardet-Biedl syndrome (BBS)* AND
e Medical record documentation of one of the following:
o For patients 16 years and older: Medical record documentation of body mass index
(BMI) of greater than or equal to 30kg/m2
o For patients 6 2 years to less than 16 years: Medical record documentation of weight
greater than or equal to 97th percentile using growth chart assessments

*NOTE: Imcivree is not indicated for treatment of:
e Obesity due to suspected POMC-, PCSK1-, or LEPR-deficiency with POMC, PCSK1, or
LEPR variants classified as benign or likely benign
e Other types of obesity not related to POMC, PCSK1, LEPR deficiency, or BBS, including
obesity associated with other genetic syndromes and general (polygenic) obesity

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: 0.3 mL per day

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

LUMAKRAS (sotorasib)

Clinical Summary: Lumakras has been approved to be used in combination with panitumumab (Vectibix)
for the treatment of adult patients with KRAS G12C-mutated metastatic colorectal cancer (mCRC) who
have received prior fluoropyrimidine-, oxaliplatin- and irinotecan-based chemotherapy. The approval was
based on the Phase 3 CodeBreak 300 study which showed that Lumakras plus Vectibix is the first
targeted treatment combination for chemorefractory KRAS G12C mutated mCRC to show super
progression-free survival compared to the investigated standard of care.

The CodeBreaK 300 clinical trial compared LUMAKRAS at two different doses (960 mg daily or 240 mg
daily) in combination with Vectibix to the investigator's choice of SOC (trifluridine and tipiracil or
regorafenib) in patients with chemorefractory KRAS G12C-mutated mCRC. Study results demonstrated
that Lumakras 960 mg daily plus Vectibix (n=53) showed an improved median progression-free survival
(PFS) of 5.6 months (4.2, 6.3) compared to 2 months (1.9, 3.9) on investigator's choice of care (n=54),
with a hazard ratio (HR) of 0.48 (95% Confidence Interval [CI]: 0.3, 0.78) and a p-value of 0.005. The
study demonstrated an improved overall response rate (ORR) of 26% (95% CI: 15, 40) compared to 0%
with investigator's choice (95% CI: 0, 7). The study was not statistically powered for overall survival

(OS). The median overall survival (mOS) for patients treated with Lumakras plus Vectibix was not
reached (NR) (8.6, NR), and mOS for patients treated with investigator's choice was 10.3 months (7, NR),
with a HR of 0.7 (95% CI: 0.41, 1.18); the final analysis of OS was not statistically significant. Safety
profiles were consistent with those historically observed for Lumakras and Vectibix. The most common
adverse reactions (220%) are rash (87%), dry skin (28%), diarrhea (28%), stomatitis (26%), fatigue (21%)



and musculoskeletal pain (21%). PFS of Lumakras 240 mg daily plus Vectibix (n=53) compared to
investigator's choice was not statistically significant.

The recommended dose of Lumakras is 960mg once daily (in combination with Vectibix) and this dose
should be continued until disease progression or unacceptable toxicity. Of note, because of the MOA of
each drug, Lumakras should be administered prior to the first panitumumab infusion.

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

Recommendation: There are no changes recommended to the formulary placement of Lumakras. The
following criteria are recommended to be added to policy 673.0 Lumakras to incorporate the newest
indication.

Metastatic Non-Small Cell Lung Cancer — KRAS G12C mutated
1. Medical record documentation that Lumakras is prescribed by a hematologist or oncologist AND
2. Medical record documentation of age greater than or equal to 18 years AND
3. Medical record documentation of locally advanced or metastatic non-small cell lung cancer
(NSCLC) AND
4. Medical record documentation of a KRAS G12C mutation, as determined by a Food and Drug
Administration (FDA)-approved test* AND
5. Medical record documentation of treatment with at least one prior systemic therapy
Metastatic Colorectal Cancer - KRAS G12C mutated
1. Medical record documentation that Lumakras is prescribed by a hematologist or oncologist AND
2. Medical record documentation of age greater than or equal to 18 years AND
3. Medical record documentation of metastatic colorectal cancer (MCRC) AND
4. Medical record documentation of a KRAS G12C mutation, as determined by a Food and Drug
Administration (FDA)-approved test AND
Medical record documentation of prior treatment with fluoropyrimidine-, oxaliplatin- and
irinotecan-based chemotherapy AND
6. Medical record documentation that Lumakras is being prescribed in combination with
panitumumab (Vectibix) AND
7. Medical record documentation that the prescribed dose is consistent with the FDA approved
dose. Rationale: PFS of Lumakras 240 mg daily plus Vectibix compared to investigator's choice
was not statistically significant.

el

Authorization Duration: Initial approval will be for 6 months. Subsequent approvals will be for an additional
12 months and will require medical record documentation of 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.

OPDIVO (nivolumab)

Clinical Summary: Opdivo is now indicated for adult patients with resectable (tumors =4 cm or node
positive) non-small cell lung cancer and no known EGFR mutations or ALK rearrangements, for
neoadjuvant treatment, in combination with platinum-doublet chemotherapy, followed by single-agent
OPDIVO as adjuvant treatment after surgery. Previously, Opdivo was indicated in combination with
platinum-doublet chemotherapy in the neoadjuvant setting in patients with resectable (tumors =24 cm or
node positive) non-small cell lung cancer. Opdivo also has indications in metastatic NSCLC.



The efficacy of Opdivo in the neoadjuvant and adjuvant treatment of resectable NSCLC is supported by
results from the CHECKMATE-77T trial, a randomized, double-blind trial in 461 patients with resectable
NSCLC without known EGFR mutations or ALK rearrangements. Patients with unresectable or metastatic
NSCLC, brain metastasis, Grade 2 or greater peripheral neuropathy, interstitial lung disease, active
autoimmune disease, or medical conditions requiring systemic immunosuppression were excluded from
the study. Patients were randomized to receive Neoadjuvant Opdivo 360 mg IV or placebo in combination
with paclitaxel + carboplatin or pemetrexed + cisplatin or cisplatin + docetaxel every three weeks for four
cycles, followed by adjuvant treatment with Opdivo 480 mg or placebo IV every four weeks starting within
90 days following surgery. Treatment continued until disease progression, recurrence, or unacceptable
toxicity for up to 13 cycles (1 year).

The major efficacy outcome measure was event-free survival (EFS) based on BICR assessment.
Additional outcome measures included overall survival (OS), pathologic complete response (pCR), and
major pathologic response (MPR). The study demonstrated a statistically significant improvement in EFS
for patients treated with neoadjuvant/adjuvant Opdivo compared to placebo

Current Formulary Status: Medical Benefit, PA

Recommendation: No changes are recommended to the formulary placement of Opdivo. The following
updates are recommended to the criteria and authorization duration of Medical Benefit Policy 126.0 to
incorporate the new indication.

2. Non-Small Cell Lung Cancer (NSCLC)
If the request is for metastatic NSCLC with progression after platinum-based chemotherapy:
e Medical record documentation of a diagnosis of metastatic non-small cell lung cancer (NSCLC)
with disease progression while on or after platinum-based chemotherapy AND
e Medical record documentation that Opdivo is not being used in combination with any other agents
for the treatment of metastatic non-small cell lung cancer (NSCLC)

OR
If the request is for first-line treatment of metastatic NSCLC expressing PD-L1 (2 1%):
e Medical record documentation of a diagnosis of metastatic non-small cell lung cancer (NSCLC)
AND
e Medical record documentation of PD-L1 = 1% as determined by an FDA-approved test AND
e Medical record documentation of no EGFR or ALK genomic tumor aberrations AND
e Medical record documentation that Opdivo will be used for first-line treatment in combination with
Yervoy

OR
If the request is for first-line treatment metastatic or recurrent NSCLC:
e Medical record documentation of a diagnosis of metastatic or recurrent non-small cell lung cancer
(NSCLC) AND
e Medical record documentation of no EGFR or ALK genomic tumor aberrations AND
e Medical record documentation that Opdivo will be used for first-line treatment in combination with
Yervoy and 2 cycles of platinum-doublet chemotherapy

If the request is for neoadjuvant treatment or neoadjuvant/adjuvant treatment of resectable
NSCLC:



e Medical record documentation of resectable (tumor size greater than or equal to 4 centimeters or
node-positive) non-small cell lung cancer (NSCLC) AND

e Medical record documentation that Opdivo will be used for neoadjuvant treatment in combination
with platinum-doublet chemotherapy OR

e Medical record documentation of no known EGFR or ALK rearrangements AND that Opdivo will
be used for neoadjuvant treatment in combination with platinum-doublet chemotherapy followed
by Opdivo monotherapy as adjuvant treatment after surgery.

AUTHORIZATION DURATION:

**For adjuvant treatment of melanoma (completely resected melanoma), adjuvant treatment of
resected esophageal or gastroesophageal junction cancer, and adjuvant urothelial carcinoma:
Initial approval will be for 6 months or less if the reviewing provider feels it is medically appropriate. One
subsequent approval will be for an additional 6 months or less if the reviewing provider feels it is
medically appropriate and will require medical record documentation of continued disease improvement
or lack of disease progression. The medication will no longer be covered if patient experiences toxicity or
worsening of disease.

Authorization of Opdivo for the adjuvant treatment of melanoma, adjuvant treatment of resected
esophageal or gastroesophageal junction cancer, or adjuvant treatment of urothelial carcinoma should
not exceed the FDA-approved treatment duration of 1 year (12 months). For requests exceeding the
above limit, medical record documentation of the following is required:
e Peer-reviewed literature citing well-designed clinical trials to indicate that the member’s
healthcare outcome will be improved by dosing beyond the FDA-approved treatment duration

**For first line-treatment of metastatic NSCLC expressing PD-L1 (2 1%), for first-line treatment of
metastatic or recurrent NSCLC, and first line treatment of unresectable malignant pleural
mesothelioma and treatment of gastric cancer, gastroesophageal junction cancer, and esophageal
adenocarcinoma:

Initial approval:

Initial approval will be for 6 months or less if the reviewing provider feels it is medically appropriate. One
subsequent approval will be for an additional 18 months or less if the reviewing provider feels it is
medically appropriate and will require medical record documentation of continued disease improvement
or lack of disease progression. The medication will no longer be covered if patient experiences toxicity or
worsening of disease.

Authorization of Opdivo for the first line-treatment of metastatic NSCLC expressing PD-L1 (= 1%), for first-
line treatment of metastatic or recurrent NSCLC, and first line treatment of unresectable malignant pleural
mesothelioma and treatment of gastric cancer, gastroesophageal junction cancer, and esophageal
adenocarcinoma: should not exceed the FDA-approved treatment duration of 2 years (24 months) in
patients without disease progression. For requests exceeding the above limit, medical record
documentation of the following is required:

e Peer-reviewed literature citing well-designed clinical trials to indicate that the member’s
healthcare outcome will be improved by dosing beyond the FDA-approved treatment duration
Peer-reviewed literature citing well-designed clinical trials to indicate that the member’s
healthcare outcome will be improved by dosing beyond the FDA-approved treatment duration

**For Neoadjuvant NSCLC: One approval will be given for up to 3 cycles for a total duration of 6
months.

Authorization of Opdivo for the neoadjuvant treatment of NSCLC should not exceed the FDA-approved
treatment duration of 3 cycles. For requests exceeding the above limit, medical record documentation of
the following is required:

**For Neoadjuvant/Adjuvant NSCLC: One approval will be given for up to 4 cycles of neoadjuvant
treatment (6 months) and up to 13 cycles (12 months) of adjuvant treatment for a total duration of 18
months.



Authorization of Opdivo for the neoadjuvant and adjuvant treatment of NSCLC should not exceed the
FDA-approved treatment duration of 4 cycles for neoadjuvant treatment and 13 cycles of adjuvant
treatment. For requests exceeding the above limit, medical record documentation of the following is
required:

For all other indications:

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 and will require medical record documentation of continued disease improvement
or lack of disease progression. The medication will no longer be covered if patient experiences toxicity or
worsening of disease.

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

OZEMPIC (semaglutide)

Clinical Summary: Ozempic is a glucagon-like peptide 1 (GLP-1) receptor agonist now indicated to
reduce the risk of sustained eGFR decline, end-stage kidney disease and cardiovascular death in adults
with type 2 diabetes mellitus and chronic kidney disease. Ozempic is also indicated as an adjunct to diet
and exercise to improve glycemic control in adults with type 2 diabetes mellitus and to reduce the risk of
major adverse cardiovascular events in adults with type 2 diabetes mellitus and established
cardiovascular disease.

Updated Dosing for New indication: Administer once weekly at any time of day, with or without meals.
Start at 0.25 mg once weekly. After 4 weeks, increase the dosage to 0.5 mg once weekly. To reduce the
risk of sustained eGFR decline, end-stage kidney disease and cardiovascular death, increase the dosage
to 1 mg once weekly (recommended maintenance dosage) after at least 4 weeks on the 0.5 mg dosage.

Summary of Updated Clinical Studies: Kidney Outcomes Trial of OZEMPIC in Adults with Type 2
Diabetes Mellitus and Chronic Kidney Disease. FLOW (NCT03819153) was a randomized, double-
blind, placebo-controlled, event driven trial in adults with type 2 diabetes mellitus and chronic kidney
disease (eGFR 25 to 75 mL/min/1.73 m2 with urine albumin-to creatinine ratio [UACR] >100 mg/g and <
5000 mg/g). All patients needed to have an HbA1c <10% at screening and be receiving standard of care
background therapy, including a maximum tolerated labeled dose of a reninangiotensin-aldosterone
system (RAAS) blocking agent including an angiotensin converting enzyme (ACE) inhibitor or an
angiotensin Il receptor blocker (ARB), unless such treatment was contraindicated or not tolerated. The
trial excluded patients with congenital or hereditary kidney diseases including polycystic kidney disease,
autoimmune kidney diseases including glomerulonephritis or congenital urinary tract malformations.

A total of 3,533 patients were randomized to receive OZEMPIC 1 mg once weekly or placebo and were
followed for a median of 41 months. The mean age of the study population was 67 years, and 70% of
patients were male. Approximately 66% of the trial population was White, 24% Asian, and 5% Black or
African American. At baseline, the mean eGFR was 47 mL/min/1.73m2 , with 11% of patients having an
eGFR 300 mg/g. At baseline, 95% of patients were treated with an ACE inhibitor or ARB, 16% were on
sodium-glucose cotransporter 2 (SGLT2) inhibitors, 76% were on a statin, and 50% were on an
antiplatelet agent.

OZEMPIC was superior to placebo in reducing the incidence of the primary composite endpoint of a
sustained decline in eGFR of 250%, sustained eGFR <15 mi/min/1.73 m2 , chronic renal replacement
therapy, renal death, CV death (HR 0.76 [95% CI 0.66, 0.88], p=0.0003) as shown in Table 10 and Figure
7. The treatment effect reflected a reduction in a sustained decline in eGFR of 250%, progression to
kidney failure and CV death. There were few renal deaths during the trial.



OZEMPIC also reduced the annual rate of change in eGFR (Figure 9), the incidence of a composite
cardiovascular endpoint, consisting of non-fatal myocardial infarction (Ml), non-fatal stroke, and
cardiovascular death, and the incidence of all-cause death (Table 10 and Figure 8).

The treatment effect on the primary composite endpoint was generally consistent across the pre-specified
subgroups examined, including age, biological sex, eGFR and UACR. The treatment benefit on the
primary composite endpoint was not evident in patients taking SGLT2 inhibitors at baseline, but there
were few events in these patients.

Current Formulary Status: Ozempic is a formulary medication requiring prior authorization.

Recommendation: Recommend the following addition to Commercial policy 732.0 for the additional
indication for Ozempic. Formulary status, quantity limits and auth durations would remain the same.

e Medical record documentation of a diagnosis of type Il diabetes mellitus AND
e Therapeutic failure on, intolerance to, or contraindication to metformin OR any other oral
antidiabetic drug

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

SARCLISA (isatuximab-irfc)

Clinical Summary:
Updated Indication:
Sarclisa was previously indicated for use:

e In combination with pomalidomide and dexamethasone, for the treatment of adult
patients with multiple myeloma who have received at least 2 prior therapies including
lenalidomide and a proteasome inhibitor

e in combination with carfilzomib and dexamethasone, for the treatment of adult patients
with relapsed or refractory multiple myeloma who have received 1 to 3 prior lines of
therapy.

It is now also indicated for use in combination with bortezomib, lenalidomide and dexamethasone,
for the treatment of adult patients with newly diagnosed multiple myeloma who are not eligible for
autologous stem cell transplant (ASCT).

Updated Dosing for New indication:
The recommended dose of sarclisa is 10mg/kg actual body weight administered as an
intravenous infusion in combination with pomalidomide and dexamethasone or in combination
with carfilzomib and dexamethasone, or in combination with bortezomib, lenalidomide, and
dexamethasone.

The efficacy of Sarclisa in combination with bortezomib, lenalidomide, and dexamethasone was
evaluated in IMROZ (NCT03319667), a multicenter, international, randomized, open-label, 2-arm, phase
3 study in patients with newly diagnosed multiple myeloma who are not eligible for stem cell
transplantation. A total of 446 patients were randomized in a 3:2 ratio to receive either Sarclisa in
combination with bortezomib, lenalidomide, and dexamethasone (Isa-VRd, 265 patients) or bortezomib,
lenalidomide, and dexamethasone (VRd, 181 patients). Treatment was administered in both groups
during 4 cycles of 42-days each for the induction period. After completion of cycle 4, patients entered the
continuous treatment period starting from cycle 5, in which 28-day cycles were administered up to



disease progression or unacceptable toxicity. During the continuous treatment period, patients of the Isa-
VRd group received Sarclisa in combination with lenalidomide, and dexamethasone (Isa-Rd), and
patients in the VRd group received lenalidomide, and dexamethasone (Rd).

The efficacy of sarclisa was established based on the progression-free survival (PFS). PFS results were
assessed by an Independent Response Committee based on central laboratory data for M-protein and
central radiologic imagining review using the International Myeloma Working Grou (IMWG) criteria. The
improvement in PFS represented at 40% reduction in the risk of disease progression or death in patients
treated with Isa-VRd, Median overall survival was not reached for either treatment group. At a median
follow up time of 60 months, 26% of patients in the Isa-Vrd group and 32.6% of patients in the Vrd group
had died (HR=0.78; 95% CI: 0.55 to 1.1).

Current Formulary Status: Medical benefit drug requiring a prior authorization.

Recommendation: There are no changes recommended to the formulary placement or auth duration of
Sarclisa. The following changes are recommended to the prior authorization criteria in Medical benefit
Policy MBP 213.0:

Medical benefit Policy MBP 213.0
Multiple Myeloma
Medical record documentation that Sarclisa is prescribed by a hematologist or oncologist AND
Medical record documentation of age greater than or equal to 18 years AND
Medical record documentation of diagnosis of multiple myeloma AND
Medical record documentation of one of the following:
o Medical record documentation of use in combination with pomalidomide and
dexamethasone AND
o Medical record documentation of prior treatment with at least two therapies which include
lenalidomide and a proteasome inhibitor (including but not limited to Velcade, Kyprolis, or
Ninlaro) OR
o Medical record documentation that the member is not eligible for stem-cell transplantation
AND
o Medical record documentation that Sarclisa will be given in combination with bortezomib,
lenalidomide and dexamethasone
Relapsed or Refractory Multiple Myeloma
e Medical record documentation that Sarclisa is prescribed by a hematologist or oncologist AND
e Medical record documentation of age greater than or equal to 18 years AND
e Medical record documentation of diagnosis of relapsed or refractory multiple myeloma AND
e Medical record documentation of one of the following:
= Medical record documentation that Sarclisa will be used in combination with
carfilzomib (Kyprolis)* and dexamethasone AND
= Medical record documentation of prior treatment with one to three lines of
therapy

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

SPRAVATO (esketamine)

Clinical Summary: Spravato (esketamine) nasal spray is now indicated as monotherapy for adults with
treatment-resistant depression. Spravato, a Clll nasal spray, is now the first and only monotherapy
indicated for adults with major depressive disorder (MDD) who have had inadequate response to at least
two oral antidepressants. It is a non-selective, non-competetive antagonist of the N-methyl-D-aspartate
(NMDA) receptor and is believed to work differently by acting on a pathway in the brain that affects
glutamate. The mechanism by which esketamine exerts its antidepressant effect is unknown. Of note,



Spravato was previously approved for use in conjunction with an oral antidepressant in adults with
treatment-resistant depression.

The recommended dosage of Spravato for the new indication is 56 or 84 mg intranasally twice weekly,
with the dose being adjusted based on response and tolerability. After 4 weeks, evaluate for evidence of
therapeutic benefit to determine need for continued treatment. Beginning on week 5, using the previously
established dose (56 or 84 mg), decrease the dosing frequency to once weekly intranasally. At week 9
and onward, continue effective dose (56 or 84 mg) once weekly intranasally or decrease to every 2
weeks.

The efficacy of Spravato as monotherapy was evaluated in a randomized, double-blind, multicenter,
placebo-controlled study in adults with TRD (treatment resistant depression) to assess the efficacy and
safety of 2 fixed doses (56mg and 84mg) of Spravato monotherapy in reducing depressive symptoms.
Inclusion criteria included:
e Single-episode major depressive disorder (MDD) (duration [greater than or equal to] 2 years) or
recurrent MDD without psychotic featues
¢ Nonresponse (less than or equal to 25% improvement) to greater than or equal to 2 oral
antidepressants (OADs) in the current episode
e AnIDS-C (Inventory of Depressive Symptomatology-Clinician rated, 30 item) total score of
greater than or equal to 34

For the study design, there was a screening phase (up to 7 weeks), a double-blinded treatment phase (4
weeks), an open label phase (up to 3 months), and a follow-up phase (1 week). Patients were
randomized in a 2:1:1 ratio of placebo (PBO), Spravato 56 mg and Spravato 84 mg. The primary efficacy
endpoint of the study was change in MADRS (Montgomery-Asberg Depression Rating Scale) from
baseline to day 28.

A total of 477 patients were randomized, of which 378 met the nonresponse criteria and were included in
the full efficacy analysis set. The remaining 98 patients who did not meet the nonresponse criteria were
included in the safety analysis set.

Of the 378 patients in the efficacy analysis, 197 were randomized to PBO, 86 to Spravato 56 mg, and 95
to Spravato 84 mg. 94.9% of patients completed the double-blinded phase in the placebo arm, 95.3% in
the Spravato 56 mg arm, and 93.7% in the Spravato 84 mg arm.

Baseline characteristics were comparable between Spravato and placebo groups. Approximately 65% of
patients were on an antidepressant at screening/study entry, with a mean overall duration of current
depressive episode of ~348 weeks.

The most common adverse effects (>10%) during the DB phase in the combined Spravato vs PBO group
were nausa, dissociation, dizziness, and headache.

Primary efficacy results found a clinically meaningful improvement over PBO for both doses of Spravato,
based on the MADRS total score. Key secondary results demonstrated significantly greater improvement
in MADRS total score from baseline to day 2 after first dose in both Spravato groups compared to PBO.

Current Formulary Status: Medical Benefit, PA required

Recommendation: It is recommended to update policy 195.0 MBP to include this new indication. There
are no changes to formulary status or quantity limits at this time.

MBP 195.0 Spravato
Spravato (esketamine) will be considered medically necessary for commercial, exchange, and CHIP lines
of business when ALL of the following criteria are met:
For Treatment Resistant Depression
e Medical record documentation of age = 18 AND
e Medical record documentation of diagnosis of major depression disorder (MDD) AND



e Medical record documentation of Spravato being used for treatment-resistant depression as
defined by failure of at least two antidepressants from two different classes at an optimized dose
for at least 6 weeks AND

e Medical record documentation of the patient’s baseline depression status using an appropriate
rating scale (e.g. PHQ-9, Clinically Useful Depression Outcome Scale, Quick Inventory of
Depressive Symptomatology-Self Report 16 Item, MADRS, HAM-D) AND

e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to
olanzapine/fluoxetine capsules AND

e Medical record documentation that all potential drug interactions have been addressed by the
prescriber (such as discontinuation of the interacting drug, dose reduction of the interacting drug,
or counseling of the beneficiary about the risks associated with the use of both medications when
they interact).

For acute suicidal ideation and behavior

e Medical record documentation of age = 18 years AND

e Medical record documentation that Spravato will be used in combination with an oral
antidepressant AND

e Medical record documentation of diagnosis of major depression disorder (MDD) AND

e Medical record documentation of a recent hospital admission (within 4 weeks) due to depressive
symptoms with acute suicidal ideation and behavior AND

e Medical record documentation that Spravato was started inpatient AND

e Medical record documentation that Spravato will not exceed the FDA-approved duration of 4
weeks AND

e Medical record documentation that all potential drug interactions have been addressed by the
prescriber (such as discontinuation of the interacting drug, dose reduction of the interacting drug,
or counseling of the beneficiary about the risks associated with the use of both medications when
they interact).

*Note to reviewer: The standard of care for patients with acute suicidal ideation and behavior is to
hospitalize for safety. Spravato should be started inpatient for acute suicidal ideation requests.

Authorization Duration for treatment resistant depression:
Initial approval will be for 1 month or less if the reviewing provider feels it is medically appropriate. For
continued coverage, the following criteria is required.
e Medical record documentation of clinical improvement in depression symptoms as measured by
an appropriate rating scale (compared to previous measurement).

Subsequent approvals will be for an additional 12 months or less if the reviewing provider feels it is
medically appropriate. For continued coverage, the following criteria is required.
e Medical record documentation of clinical improvement or lack of progression in depression
symptoms as measured by an appropriate rating scale (compared to previous measurement).

Quantity Limits for treatment resistant depression:
For the initial 1 month authorization: 23 devices per 28 days
For subsequent authorizations: 12 devices per 28 days

Authorization Duration for depressive episodes with acute suicidal ideation: Approval will be for one (1) 4
week approval for the FDA approved maximum of 24 devices. Requests for authorizations exceeding
these limits will require the following medical record documentation of peer-reviewed literature citing well-
designed clinical trials to indicate that the member’s healthcare outcome will be improvement by dosing
beyond the FDA-approved treatment duration.

Quantity Limits for depressive episodes with acute suicidal ideation:
56 mg dose pack: 16 devices per 28 days
84 mg dose pack: 24 devices per 28 days




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

TAGRISSO (osimertinib)

Clinical Summary:

- Updated Indication: Tagrisso is now FDA-approved for the treatment of adult patients with locally,
advanced, unresectable (stage Ill) NSCLC whose disease has not progressed during or following
concurrent or sequential platinum-based chemoradiation therapy and whose tumors have EGFR
exon 19 deletions or exon 21 L858R mutations, as detected by an FDA-approved test.
Previously, it was approved for other indications related to NSCLC.

- Updated Dosing for New indication: No changes — 80mg once daily

- Summary of Updated Clinical Studies: The efficacy of Tagrisso was evaluated in a double-blind,
randomized, placebo-controlled trial in 216 adult patients with locally advanced, unresectable
stage Il NSCLC with EGFR exon 19 deletions or exon 21 L858R mutations whose disease had
not progressed during or following definitive platinum-based chemoradiation therapy. Prior to
study enrollment, patients received concurrent chemoradiation therapy (cCRT) or sequential
chemoradiation therapy (sCRT) regimens, where at least 2 cycles every 3 weeks or
5 doses of weekly platinum-based chemotherapy and definitive radiation were to be
completed < 6 weeks prior to randomization. The study excluded patients who had progressive
disease during or following definitive chemoradiation therapy and patients with Grade =2
pneumonitis after chemoradiation therapy or any ILD prior to chemoradiation therapy.

Patients were randomized (2:1) to receive either Tagrisso 80mg daily or placebo until disease
progression or unacceptable toxicity. Tumor assessments were performed every 8 weeks until
week 48 and then every 12 weeks. The main efficacy outcome measure was PFS. The study
showed a statistically significant improvement in PFS for patients randomized to Tagrisso
compared to placebo.

Current Formulary Status: Tagrisso is on formulary requiring prior authorization.
Recommendation: It is recommended to update the following prior authorization criteria:

Locally Advanced, Unresectable Stage Ill NSCLC:

e Medical record documentation that Tagrisso is prescribed by a hematologist or oncologist AND

e Medical record documentation of locally advanced, unresectable (stage Ill) non-small cell lung cancer
AND

e Medical record documentation of epidermal growth factor receptor (EGFR) exon 19 deletion or exon
21 L858R mutation AND

e Medical record documentation that the disease has not progressed during or following concurrent or
sequential platinum-based chemoradiation therapy AND

e Medical record documentation that Tagrisso is being used as monotherapy

Metastatic, Locally Advanced, or Unresectable NSCLC Auth duration: Initial approval will be for 12
months or less if the reviewing provider feels it is medically appropriate. Subsequent approvals will be for
an additional 12 months or less if the reviewing provider feels it is medically appropriate and will require
medical record documentation of continued disease improvement or lack of disease progression. The
medication will no longer be covered if 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.



VECTIBIX (panitumumab)

Clinical Summary:

Vectibix (panitumumab) is now approved in combination with Lumakras (sotorasib) for the treatment of
adult patients with KRAS G12C-mutated metastatic colorectal cancer (mMCRC), as determined by an FDA-
approved test, who have received prior treatment with fluoropyrimidine-, oxaliplatin-, and irinotecan-based
chemotherapy.

Previously, Vectibix was indicated for use adult patients with wild-type RAS mCRC, either in combination
with FOLFOX for first-line treatment, or as monotherapy following disease progression after prior
treatment with fluoropyrimidine, oxaliplatin, and irinotecan-containing chemotherapy.

The approval is based on results from the Phase 3 CodeBreaK 300 study, which compared Lumakras at
two different doses (960 mg daily or 240 mg daily) in combination with Vectibix to the investigator's choice
of SOC (trifluridine and tipiracil or regorafenib) in patients with chemorefractory KRAS G12C-mutated
mCRC. Study results demonstrated that Lumakras 960 mg daily plus Vectibix (h=53) showed an
improved median PFS of 5.6 months (4.2, 6.3) compared to 2 months (1.9, 3.9) on investigator's choice of
care (n=54), with a hazard ratio (HR) of 0.48 (95% Confidence Interval [CI]: 0.3, 0.78) and a p-value of
0.005. The study demonstrated an improved overall response rate (ORR) of 26% (95% ClI: 15, 40)
compared to 0% with investigator's choice (95% CI: 0, 7). Safety profiles were consistent with those
historically observed for Lumakras and Vectibix. PFS of Lumakras 240 mg daily plus Vectibix (n=53)
compared to investigator's choice was not statistically significant.

Current Formulary Status: Vectibix is a medical benefit on specialty tier or brand non-preferred tier for
members with a three- tier benefit, requiring prior authorization.

Recommendation: There are no changes recommended to formulary placement of Vectibix at this time.
However, it is recommended to update the prior authorization criteria in the current policy to include the
following:

1. Metastatic Colorectal Cancer, RAS wild-type
e Prescribed by a hematologist or oncologist AND
e Medical record documentation of age greater than or equal to 18 years AND
o Medical record documentation of metastatic colorectal carcinoma AND
o Used in combination with fluorouracil, leucovorin, and oxaliplatin (FOLFOX) for first line
treatment OR
o Used as monotherapy following disease progression on (or intolerance or
contraindication to) fluoropyrimidine, oxaliplatin, and irinotecan containing chemotherapy
regimens AND
e Medical record documentation of wild-type RAS (defined as wild-type (negative) in both KRAS
and NRAS as determined by an FDA-approved test for this use)

2. Metastatic Colorectal Cancer, KRAS G12C-mutated

e Medical record documentation that Vectibix is prescribed by a hematologist or oncologist AND

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

e Medical record documentation of metastatic colorectal carcinoma AND

e Medical record documentation of KRAS G12C mutation, as determined by a Food and Drug
Administration (FDA)-approved test AND

e Medical record documentation of prior treatment with fluoropyrimidine-, oxaliplatin-, and
irinotecan-based chemotherapy AND

e Medical record documentation that Vectibix is being prescribed in combination with Lumakras

AUTHORIZATION DURATION: Initial approval will be for 12 months or less if the reviewing provider
feels it is medically appropriate. Subsequent approvals will be for an additional 12 months or less if the
reviewing provider feels it is medically appropriate and will require medical record documentation of



continued disease improvement or lack of disease progression. The medication will no longer be covered
if patient experiences toxicity or worsening of disease.

LIMITATIONS: Vectibix is not indicated for the treatment of patients with RAS-mutant metastatic
colorectal cancer (unless used in combination with sotorasib in KRAS G12C-mutated mCRC) or for whom
RAS mutation status is unknown

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.

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



UPDATES

LEVOCETIRIZINE 5 MG TABLETS (RX ONLY FORMULATION)

Background: Based on reporting of the number of requests for medications reviewed under the
Commercial Administrative Policy and discussions at a few of the past Quarterly Case Audit meetings, it
is recommended to create a policy for levocetirizine 5mg tablets (Rx only formulation) to aid reviewers in
reviewing prior authorization cases more efficiently and consistently.

Recommendation: Create non-formulary policy

e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to three
over-the-counter (OTC) antihistamines, one of which must be cetirizine

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

TIROSINT & LEVOTHYROXINE CAPSULES

Background: Based on reporting of the number of requests for medications reviewed under the
Commercial Administrative Policy and discussions at Quarterly Case Audit meeting reviewing 4th quarter
2024, it is recommended to create a policy for Tirosint and levothyroxine capsules for Commercial,
Marketplace, and CHIP to aid reviewers in reviewing prior authorization cases more efficiently and
consistently.

Recommendation: Create non-formulary policy

e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to three
formulary alternatives, one of which must be a levothyroxine product

FORMULARY ALTERNATIVES: levothyroxine tablets, Synthroid, Euthyrox, Levo-T, Levoxyl,
Unithroid, Armour Thyroid, liothyronine, NP Thyroid, Thyroid 90mg tablet

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

VOQUEZNA UPDATE

Background: Due to the complexity of the recommended dosing regimens of Voquezna tablets which
differ for each indication, it is recommended that the following prior authorization criteria be added to the
Voquezna Commercial Policy 848.0 to ensure the appropriate dose and duration is prescribed:

Recommendation:

Healing and Maintenance of Erosive Esophagqitis

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

e Medical record documentation of erosive esophagitis AND

e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to three
formulary proton pump inhibitors

e Medical record documentation that the correct Food and Drug Administration (FDA) approved
strength/dosing is being prescribed (20 mg once daily for 8 weeks, followed by 10 mg once daily
for up to 6 months)




Heartburn associated with Non-Erosive Gastroesophageal Reflux Disease

e Medical record documentation of age greater than or equal to 18 years AND
Medical record documentation of non-erosive gastroesophageal reflux disease AND
Medical record documentation of therapeutic failure on, intolerance to, or contraindication to three
formulary proton pump inhibitors

e Medical record documentation that the correct Food and Drug Administration (FDA) approved
strength/dosing is being prescribed (10 mg once daily for 4 weeks)

H. pylori Infection
e Medical record documentation of a diagnosis of Helicobacter pylori (H. pylori) infection AND
e Medical record documentation of age greater than or equal to 18 years AND
e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to two
prior therapies for Helicobacter pylori (H. pylori) infection
e Medical record documentation that the correct Food and Drug Administration (FDA) approved
strength/dosing is being prescribed (20 mg twice daily for 14 days)

AUTHORIZATION DURATION:
e Healing and Maintenance of Erosive Esophagitis: 8 months.
e Heartburn associated with Non-Erosive Gastroesophageal Reflux Disease: 4 weeks
e H.pylori infection: 14 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 28 of 49 members. The vote was unanimously approved.
The next bi-monthly scheduled meeting will be held on May 13, 2025 at 1:00 p.m.

Meeting will be held virtually via phone/Microsoft Teams.



