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Effective Date: 08/15/2019
Brolucizumab (RTH258)

FDA approval: Anticipated 3¢ Quarter 2019
HCPCS: N/A
Benefit: Medical

Policy:
Requests must be supported by submission of chart notes and patient specific documentation.

A. Coverage of the requested drug is provided when all the following are met:
a. Prescribed by an ophthalmologist
b. Diagnosis of neovascular (wet) age related macular degeneration (AMD)
c. Trial and failure of bevacizumab
d. Trial and failure, intolerance, or a contraindication to the preferred products as listed in the BCBSM/BCN
utilization management medical drug list

B. Quantity Limitations, Authorization Period and Renewal Criteria
a. Quantity Limit: FDA approved dosing
b. Initial Authorization Period: 6 months
c. Renewal Criteria: Maintenance or improvement of visual acuity [i.e. stabilization or gain of Snellen and/or
ETDRS letters; stabilization or gain of ETDRS-DRSS score]
d. Renewal Authorization Period: 1 year

***Note: Coverage may differ for Medicare Part B members based on any applicable criteria outlined in Local Coverage
Determinations (LCD) or National Coverage Determinations (NCD) as determined by Center for Medicare and Medicaid
Services (CMS). See the CMS website at http://www.cms.hhs.gov/. Determination of coverage of Part B drugs is based
on medically accepted indications which have supported citations included or approved for inclusion determined by CMS
approved compendia.

Therapeutic considerations:

A. FDA approved indication / Diagnosis
a. The treatment of wet age-related macular degeneration (AMD)

This policy and any information contained herein is the property of Blue Cross Blue Shield of Michigan and its subsidiaries, is strictly confidential, and its use is
intended for the P&T committee, its members and BCBSM employees for the purpose of coverage determinations.
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*Please refer to most recent prescribing information.
https://www.accessdata.fda.qgov/scripts/cder/daf/

B. Background Information

a.
b.

C.

C. Efficacy

Estimates suggest that by 2020, 1.5 to 1.75 million people in the US will be living with wet AMD

Wet AMD is the leading cause of severe vision loss and legal blindness in people over the age of 65 in
North America

The disease occurs when abnormal blood vessels form underneath the macula, the area of the retina
responsible for sharp, central vision

These blood vessels are fragile and leak fluid, disrupting the normal retinal architecture and ultimately
causing damage to the macula

As the disease progresses, patients may experience loss of central vision, resulting in an inability to
complete daily tasks

Without treatment, vision can rapidly deteriorate and may lead to blindness

The American Academy of Ophthalmology state early detection and treatment of AMD to arrest the
deterioration in vision may help preserve patients’ quality of life and independence

Anti-VEGF therapies have become first-line therapy for treating and stabilizing most cases of wet AMD
Guidelines do not recommend use of one anti-VEGF over another

Brolucizumab has not yet been addressed by the current treatment guidelines

*Please refer to most recent prescribing information.

D. Medication Safety Considerations

Black Box Warning: No

*Please refer to most recent prescribing information.

E. Dosing and administration

a.

Dosing: 6 mg every 12 weeks by intravitreal injection

*Please refer to most recent prescribing information.

F. How supplied

a.
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* The prescribing information for a drug is subject to change. To ensure you are reading the most current information it is
advised that you reference the most updated prescribing information by visiting the drug or manufacturer website or
http.//dailymed.nim.nih.gov/dailymed/index.cfm.
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Effective Date: 08/15/2019
Brolucizumab (RTH258)

FDA approval: Anticipated 3¢ Quarter 2019
HCPCS: N/A
Benefit: Medical

Policy:
Requests must be supported by submission of chart notes and patient specific documentation.

C. Coverage of the requested drug is provided when all the following are met;
a. Prescribed by an ophthalmologist
b. Diagnosis of neovascular (wet) age related macular degeneration (AMD)
c. Trial and failure of bevacizumab
d. Trial and failure, intolerance, or a contraindication to the preferred products as listed in the BCBSM/BCN
utilization management medical drug list

D. Quantity Limitations, Authorization Period and Renewal Criteria
e. Quantity Limit: FDA approved dosing
f.  Initial Authorization Period: 6 months
g. Renewal Criteria: Maintenance or improvement of visual acuity [i.e. stabilization or gain of Snellen and/or
ETDRS letters; stabilization or gain of ETDRS-DRSS score]
h. Renewal Authorization Period: 1 year

**Note: Coverage may differ for Medicare Part B members based on any applicable criteria outlined in Local Coverage
Determinations (LCD) or National Coverage Determinations (NCD) as determined by Center for Medicare and Medicaid
Services (CMS). See the CMS website at http://www.cms.hhs.gov/. Determination of coverage of Part B drugs is based
on medically accepted indications which have supported citations included or approved for inclusion determined by CMS
approved compendia.

Therapeutic considerations:

G. FDA approved indication / Diagnosis
a. The treatment of wet age-related macular degeneration (AMD)
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*Please refer to most recent prescribing information.
https://www.accessdata.fda.qgov/scripts/cder/daf/

H. Background Information

a.
b.

C.

I. Efficacy

Estimates suggest that by 2020, 1.5 to 1.75 million people in the US will be living with wet AMD

Wet AMD is the leading cause of severe vision loss and legal blindness in people over the age of 65 in
North America

The disease occurs when abnormal blood vessels form underneath the macula, the area of the retina
responsible for sharp, central vision

These blood vessels are fragile and leak fluid, disrupting the normal retinal architecture and ultimately
causing damage to the macula

As the disease progresses, patients may experience loss of central vision, resulting in an inability to
complete daily tasks

Without treatment, vision can rapidly deteriorate and may lead to blindness

The American Academy of Ophthalmology state early detection and treatment of AMD to arrest the
deterioration in vision may help preserve patients’ quality of life and independence

Anti-VEGF therapies have become first-line therapy for treating and stabilizing most cases of wet AMD
Guidelines do not recommend use of one anti-VEGF over another

Brolucizumab has not yet been addressed by the current treatment guidelines

*Please refer to most recent prescribing information.

J.  Medication Safety Considerations

Black Box Warning: No

*Please refer to most recent prescribing information.

K. Dosing and administration

a.

Dosing: 6 mg every 12 weeks by intravitreal injection

*Please refer to most recent prescribing information.

L. How supplied

b.
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* The prescribing information for a drug is subject to change. To ensure you are reading the most current information it is
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Blue Cross Blue Shield/Blue Care Network of Michigan

Medication Authorization Request Form = g}x g{ﬁfﬁ
Eylea® (aflibercept): J0178, Lucentis® (ranibizumab): J2778, Macugen® N Blue Care Network
(pegaptanib): J2503, Beovu® (brolucizumab-dbill): J3490/J3590 % ® [ofMichigan
This form is to be used by participating physicians to obtain coverage for Eylea, Lucentis, Macugen, or Beovu. For Nonprofit corporations and independent licensees

commercial members only, please complete this form and submit via fax to 1-877-325-5979. If you have any questions otthe Blue Giroes and Blue Shiekd Assoclkilion

regarding this process, please contact BCBSM Provider Relations and Servicing or the Medical Drug Helpdesk at 1-800-437-3803 for assistance.

PATIENT INFORMATION PHYSICIAN INFORMATION
Name Name
ID Number Specialty
D.O.B. [(Male [JFemale Address
Diagnosis City /State/Zip
Drug Name Phone/Fax: P: ( ) - F: ( ) -
Dose and Quantity NPI
Directions Contact Person
Date of Service(s) Contact Person
Phone / Ext.
STEP 1: DISEASE STATE INFORMATION
1. Is this request for: [_] Initiation (| Continuation Date patient started therapy:

2. Please provide the NPI number for the place of administration:
3. Initiation AND Continuation of therapy:

a. What is the patient’s diagnosis?
[ ] Neovascular (wet) age-related macular degeneration (AMD)
[] Macular edema due to retinal vein occlusion (RVO)
[ ] Diabetic macular edema (DME)
i. Isthe patient’s visual acuity in the affected eye(s) equal to or worse than 20/50? (For Eylea

only)

[lYes [INo
[ ] Diabetic retinopathy (DR)
[ ] Myopic choroidal neovascularization (MCNV)
[] Other, Please specify:
b. Has the patient tried Avastin therapy? [ | Yes [ ]No

i. If yes, what was the response?

c. Has the patient failed treatment with other anti-VEGF therapy? [ | Yes [ ]No
i. If yes, List what treatment(s) patient failed:

4. Continuation of therapy:
a. How has the patient’s condition changed while on therapy?

[ ] Improved; Please describe:

[ ] Stable; Please describe:

[ ] Worsened; Please describe:

[ ] Other; Please describe:

Please add any other supporting medical information necessary for our review

Coverage will not be provided if the prescribing physician’s signature and date are not reflected on this document.

O Request for expedited review: | certify that applying the standard review time frame may seriously jeopardize the life or health of the member or the member’s ability to regain maximum function

Physician’s Name Physician Signature Date
gthep Ifl . ] Form Completely Filled Out [ Pertinent test results
ecklis [] Attached chart notes
Step 3 By Fax: BCBSM Specialty Pharmacy Mailbox By Mail: BCBSM Specialty Pharmacy Program
Submit 1-877-325-5979 P.O. Box 312320, Detroit, Ml 48231-2320

Confidentiality notice: This transmission contains confidential information belonging to the sender that is legally privileged. This information is intended only for use of the individual or entity named above. The
authorized recipient of this information is prohibited from disclosing this information to any other party. If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution or action
taken in reliance on the contents of this document is strictly prohibited. If you have received this in error, please notify the sender to arrange for the return of this document.
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