BlueCross BlueShield
. Y of North Carolina
Utilization Management Policy Name: Nucala® & Fasenra® subcutaneous injection

Restricted Product(s):

¢ Nucala (mepolizumab)
e Fasenra (benralizumab)

FDA Approved Use:

Nucala:
e Add-on maintenance treatment of patients with severe asthma aged 12 years and older with an eosinophilic phenotype.
e The treatment of adult patients with eosinophilic granulomatosis with polyangiitis (EGPA).
e Limitations of use: Not for relief of acute bronchospasm or status asthmaticus
Fasnera:
e Add-on maintenance treatment of patients with severe asthma in adults and children 12 years or older with an eosinophilic phenotype.
e Limitations of use: Not for relief of acute bronchospasm or status asthmaticus

Criteriafor Approval of Restricted Product(s):
Initial Criteriafor Approval:

For patients that are newto the plan and currently taking the medication, the criteria pertain to when the patient started the medication.

1. The patient has a diagnosis of eosinophilic asthma; AND
a. The patientis 12 years of age or older; AND
b. The patient has one of the following:
i. Eosinophil counts greaterthan or equal to 150 cells/microliter at initiation of therapy: OR
ii. Eosinophil counts greaterthan or equal to 300 cells/microliter in the past 12 months; AND
c. The patientdoes NOT have a hyper-eosinophilic syndrome, neoplastic disease, or known/suspected parasitic infection; AND
d. The patient has had two or more exacerbations in the past year despite therapy with:
i. 12 months of high-dose inhaled corticosteroid (ICS) given in combination with a minimum of 3 months of controller medication
(either a long-acting beta2-agonist [LABA], or leukotriene receptor antagonist [LTRA], or theophylline), unlessthe individual is
intolerant of, or has a medical contraindication to these agents; OR
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ii. 6 months of ICS with daily oral glucocorticoids given in combination with a minimum of 3 months of controller medication
(either a LABA, or LTRA, or theophylline), unless the individual is intolerant of, or has a medical contraindicationto these
agents; OR
2. The patient has a diagnosis of eosinophilic granulomatosis with polyangiitis (EGPA/Churg-Strauss Syndrome); AND
a. Therequestis for Nucala; AND
b. The patientis 18 years of age or older; AND
c. The patient has been diagnosed for six months or greater; AND
d. They patient is stable on oral corticosteroids; AND
3. Forformularies that exclude (non-formulary) the requested medication, Non-formulary Exception Criteria applies (outlined below) *

Duration of Approval: 365 days
Continuation Criteriafor Approval:

1. The patient was approved through Blue Cross NC initial criteria for approval; OR
2. The patient would have met criteria for approval at the time they started therapy; AND
3. For patients using Nucala or Fasenra for eosinophilic asthma they demonstrated one or more of the following while taking the medication:
a. Decreased utilization of rescue medications;
b. Decreased frequency of exacerbations (defined as worsening of asthma that requires an increase in ICS dose or treatment with
systemic corticosteroids);
c. Increase in predicted FEV1 from pretreatment baseline;
d. Reduction in reported asthma-related symptoms, such as, asthmatic symptoms upon awakening, coughing, fatigue, shortness of
breath, sleep disturbance, or wheezing.
4. For patients using Nucala for eosinophilic granulomatosis;
a. The member is stable on oral corticosteroid therapy.

Duration of Approval: 365 days

Quantity Limitations: quantity limitations apply to brand and associated generic products.

Nucala (mepolizumab ) syringe/ autoinjector Quantity per Day (unless specified)
Eosinophilic Asthma 1 syringe/ autoinjector per 28 days
Eosinophilic Granulomatosis with Polyangiitis 3 syringes/ autoinjectors per 28 days
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Fasenra Pen (benralizumab) autoinjector Quantity per Day (unless specified)
Eosinophilic Asthma 1 pen per 56 days

Quantity Limit Exception Criteria:

1. The quantity (dose) requested is for documented titration purposes at the initiation of therapy (authorization for a 90 day titration period);
AND
2. The prescribed dose cannotbe achieved using a lesser quantity of a higher strength; AND

3. The quantity (dose) requested does not exceed the maximum FDA labeled dose, when specified, or to the safest studied dose per the
manufacturer’s product insert; OR

4. If the quantity (dose) requested exceeds the maximum FDA labeled dose, when specified, or to the safest studied dose per the
manufacturer’s product insert, then the prescriber must submit documentation in support of therapy with a higher dose for the intended
diagnosis (submitted documentation may include medical records OR fax form which reflects medical record documentation that s hows the
length of time the requested dose has been used, and what other medications and doses have beentried and failed).

*Non-formulary Exception Criteria
Non-Formulary Exception criteria applies on formularies which exclude requested product(s). Satisfactory completion of criteria p oints
(above) may satisfy some, or all, portions of the Non-Formulary Exception Criteria. This criteriais summarized as:
a) Request must be for an FDA approved indication; AND

b) Patient must have a trial and failure of up to TWO formulary medications or a clinical contraindication/intolerance to those
medications not tried.

References: all information referenced is from FDA package insert unless othemise noted below.
Policy Implementation/Update Information:

November 2019: Criteria change: Corrected age requirement of Nucala to 12 years of age.

October 2019: Criteriaupdate: Added newto market Fasenra pen injection to criteria.

September 2019: Criteria update: Updated age criteria for eosinophilic asthma from 12 years of age to 6 years of age.
August 2019: Original utilization management criteria issued.

Non-Discrimination and Accessibility Notice
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* BlueCross BlueShield
VAV of North Carolina

* Blue Cross and Blue Shield of North Carolina (“Blue Cross NC”) complies with applicable Federal civil rights laws and does not discriminate on
the basis of race, color, national origin, age, disability, or sex.

Discrimination is Against the Law

» Blue Cross NC does not exclude people or treat them differently because of race, color, national origin, age, disability, or sex.
Blue Cross NC:

= Provides free aids and services to people with disabilities to communicate effectively with us, such as:
- Qualified interpreters
- Written information in other formats (large print, audio, accessible electronic formats, other formats)

» Provides free language services to people whose primary language is not English, such as:
- Qualified interpreters
- Information written in other languages

* If you need these services, contact Customer Service 1-888-206-4697, TTY and TDD, call
1-800-442-7028.

* If you believe that Blue Cross NC has failed to provide these services or discriminated in another way on the basis of race, color, national origin,
age, disability, or sex, you can file a grievance with:

» Blue Cross NC, PO Box 2291, Durham, NC 27702, Attention: Civil Rights Coordinator- Privacy, Ethics & Corporate Policy Office,
Telephone 919-765-1663, Fax919-287-5613, TTY 1-888-291-1783 civilrightscoordinator@ bcbsnc.com

* You can file a grievance in person or by mail, fax, or email. If you need help filing a grievance, Civil Rights Coordinator - Privacy, Ethics &
Corporate Policy Office is available to help you.

* You can also file a civil rights complaint with the U.S. Department of Health and Human Services, Office for Civil Rights, el ectronically through
the Office for Civil Rights Complaint Portal, available at https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at: U.S. Department of
Health and Human Services 200 Independence Avenue, SW Room 509F, HHH Building Washington, D.C. 20201 1-800-368-1019, 800-537-
7697 (TDD). Complaint forms are available at http://www.hhs.gov/ocr/office/file/index.htmli.
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 This Notice and/or attachments may have important information about your application or coverage through Blue Cross NC. Look for key

dates. You may need to take action by certain deadlines to keep your health coverage or help with costs. You have the right to get this
information and help in your language at no cost. Call Customer Service 1-888-206-4697.

ATTENTION: If you speak another language, language assistance services, free of charge, are available to you. Call 1-888-206-4697 (TTY: 1-800-442-7028).
ATENCION: Si habla espafiol, tiene a su disposicién servicios gratuitos de asistencia linglistica. Llame al 1-888-206-4697 (TTY: 1-800-442-7028).

R WORGEER AT EOERS - W LR B SRS R B ARS - S5 50 1-888-206-4697

(TTY : 1-800-442-7028)

CHU Y: Né&u ban néi Tiéng Viét, cé cac dich vu hd tro ngdn ngit mién phi danh cho ban. Goi s6
1-888-206-4697 (TTY: 1-800-442-7028).

o) o] B ARSI AE A S, o] A9 A 28 R R o] §514 g th
1-888-206-4697 (TTY: 1- 800-442-7028)H O & H 53] T4 A] &
ATTENTION : Si vous parlez francais, des services d'aide linguistique vous sont proposés gratuitement. Appelez le 1-888-206-4697 (ATS : 1-800-442-7028).
v"é-)f’ Jaail laallidll i) ¢1id, gall) sac bl hledd (8 Ay yall dall) ot i€ 1)) 2ddh gala
.1-800-442-7028 A8s11 48 5.1l 1-888-206-4697

LUS CEEV: Yog tias koj hais lus Hmoob, cov kev pab txog lus, muaj kev pab dawb rau koj. Hu rau
1-888-206-4697 (TTY: 1-800-442-7028).

BHUMAHWE: Ecnv BbiroBOpUTE Ha PYCCKOM A3bIKe, TO BaM A0CTyMNHbl 6ecnnaTtHble ycayrn nepesoga. 3soHnTe 1-888-206-4697 (tenetaiin: 1-800-442-7028).

PAUNAWA: Kung nagsasalita ka ng Tagalog, maaari kang gumamit ng mga serbisyo ng tulong sa wika nang walang bayad. Tumawag sa 1-888-206-4697 (TTY: 1-
800-442-7028).

Y Uoll: % AN oAl Gl &, A (Y e Gl AsLL AU AHIRL MR GUAGU B, Slot $
1-888-206-4697 (TTY: 1-800-442-7028).
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gams waiesfiannnnfanmmmanies swnaydguigamanmes dys ppiianaanenwiefnig e wudmAdshmuinrig: 1-888-206-4697 (TTY: 1-800-442-7028)¢

ACHTUNG: Wenn Sie Deutsch sprechen, stehen Ihnen kostenlos sprachliche Hilfsdienstleistungen zur Verfligung. Rufnummer: 1-888-206-4697 (TTY: 1-800-442-
7028).

M S A 3T ol STerd & 3TTeh ToTq TRt H T SETIT HaTd 3UCTod | 1-888-206-4697 (TTY: 1-800-442-7028) X ik il

TU0990: 11209 IC5IWIZN 990, NIVOINILFOBCTSMVWIF, LBV 369, cclDWoL V. s 1-888-206-4697 (TTY: 1-800-442-7028).

FEEIE: HAES SN 258, BROSELES CHHW 20 £ 4. 1-888-206-4697 (TTY:1-800-442-7028) % T. BEmihC T4 12 &
Ly,
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