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The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  THE CLINICIAN SHOULD UTILIZE THIS GUIDANCE AND INTERPRET IT IN THE CLINICAL CONTEXT OF THE INDIVIDUAL PATIENT.  INDIVIDUAL CASES THAT ARE EXCEPTIONS TO THE EXCLUSION AND INCLUSION CRITERIA SHOULD BE ADJUDICATED AT THE LOCAL FACILITY ACCORDING TO THE POLICY AND PROCEDURES OF ITS P&T COMMITTEE AND PHARMACY SERVICES.
The Product Information should be consulted for detailed prescribing information.

See the VA National PBM-MAP-VPE Monograph on this drug at www.pbm.va.gov or http://vaww.pbm.va.gov for further information. 

	Exclusion Criteria If the answer to ANY item below is met, then the patient should NOT receive aflibercept.

	(  Patient has an active ocular or periocular infection
(  Patient has active intraocular inflammation
(  Patient is hypersensitive to aflibercept or its components (sodium phosphate, sodium chloride, polysorbate 20, sucrose)

(  Patient declines transfer of his ophthalmology care to the VA

	Inclusion Criteria The answers to the following must be fulfilled in order to meet criteria.

	(  Patient age > 50 years

	(  Diagnosis of active, primary Choroidal Neovascular (CNV) lesions secondary to Age-Related Macular Degeneration (ARMD)

	For women of childbearing potential 

· It is expected that doses of aflibercept given in the eye will result in minimal systemic plasma levels. It is unclear what plasma level is associated with embryo-fetal toxicity in the rabbit model.  Therefore pregnancy should be excluded prior to receiving aflibercept and the patient provided contraceptive counseling on potential risk vs. benefit of taking aflibercept if the patient were to become pregnant.
Issues for Consideration Please read.
· There is no evidence to support the use of one VEGF-Inhibitor over the others as the clinical trials provided data that showed comparability, none showed superiority.  Results from the CATT research group indicate that bevacizumab and ranibizumab have equivalent effects on visual acuity for the treatment of ARMD when administered according to the same schedule.1  Factors such as dosing schedule, efficacy and safety as well as cost should help guide the decision to use bevacizumab. Please refer to 

 Bevacizumab (Avastin) Intravitreal Use, Updated Guidance to ensure intravitreal bevacizumab is used according to current VA guidance.  
· Patients who would be candidates for therapy with bevacizumab or ranibizumab, but are unable to comply with a scheduled treatment regimen of 13 injections / year may benefit from aflibercept, which requires 8 injections / year.
· Aflibercept has been studied in a population of patients who have not received prior anti-VEGF therapy for ARMD.  In these populations, aflibercept was shown to be comparable to ranibizumab.  Therefore, the response rate for aflibercept in patients who have been previously treated with anti-VEGF therapy is unknown. 


	Dosage and Administration 

	· Aflibercept is for ophthalmic intravitreal injection only, using aseptic technique for dose preparation and administration

· Dose is 2 mg (0.05 ml) given via intravitreal injection every 4 weeks (monthly) for the first 12 weeks (3 months), then

2 mg (0.05 ml) given via intravitreal injection every 8 weeks (2 months) thereafter.  There is no additional benefit of dosing aflibercept every 4 weeks instead of every 8 weeks.

· Refer to Prescribing Information for instructions regarding preparation and administration
1 CATT Research Group. Ranibizumab and Bevacizumab for Neovascular Age-Related Macular Degneration. N Engl J Med 2011; 364: 1897
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