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Criteria for Use 

VHA Pharmacy Benefits Management Services, Medical Advisory Panel and VISN Pharmacist Executives
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 any box is checked the patient DOES NOT qualify for belatacept)

	· Patients who are Epstein-Barr virus seronegative or with unknown Epstein-Barr virus serostatus.
·  Transplanted organ is a heart, liver, lung or pancreas


	Inclusion Criteria 

	· Patient is a de novo renal transplant recipient
AND

· Patient  requires discontinuation of calcineuron inhibitor therapy due to development of adverse events ( decrease in renal function, hypertension, hyperlipidemia)
OR

· Used in combination with basiliximab induction therapy, mycophenolate mofetil and a corticosteroid.
· For women of childbearing potential: Belatacept is a pregnancy Category C drug. and the patient provided contraceptive counseling on potential risk vs. benefit of taking belatacept if patient were to become pregnant

	Dosage Recommendations

	· The total intravenous (IV) infusion dose of belatacept should be based on the actual body weight of the patient at the time of transplantation, and should not be modified during the course of therapy unless there is a change in body weight of greater than 10%
· A very detailed protocol utilizing a silicone free syringe system is needed to reconstitute and administer belatacept by intravenous solution. The package labeling should be consulted for complete directions. 

	Issues for Consideration

	· Available data for belatacept has involved induction therapy with basiliximab. The efficacy of belatacept with other inductions protocols is unknown.

· Use in liver transplant patients is not recommended because of an increased risk of graft loss and death.
· Prophylaxis for cytomegalovirus (CMV) is recommended for at least 3 months after transplantation. Prophylaxis for Pneumocystis jiroveci is recommended after transplantation
· Avoid the use of live vaccines during treatment with belatacept, including but not limited to the following: intranasal influenza, measles, mumps, rubella, oral polio, bacille Calmette-Guérin (BCG), yellow fever, varicella, and TY21a typhoid vaccine
· Increased susceptibility to infection and the possible development of malignancies may result from immunosuppression
· Patients should be tested for latent TB infection prior to initiation of therapy with belatacept.

	Monitoring

	· Health care providers are encouraged to enroll all adult kidney transplant patients being treated with belatacept in the ENLiST Registry. The purpose of the registry is to determine the incidence of PTLD, CNS PTLD, and PML in adult Epstein-Barr virus seropositive kidney transplant recipients treated with belatacept in the United States. Information on enrolling in the ENLiST registry and other information regarding the registry can be obtained by calling 1-800-321-1335.
· Belatacept was approved with the stipulation that it is subject to a REMS program. More information is available from the product REMS Web site at http://www.nulojix.com/hcp/rems.aspx


Updated version may be found at www.pbm.va.gov or http://vaww.pbm.va.gov 
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