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SPECIALTY GUIDELINE MANAGEMENT

PROLEUKIN (aldesleukin)
POLICY
I.  INDICATIONS

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

A. FEDA-Approved Indications
1. Proleukin is indicated for the treatment of adults with metastatic renal cell carcinoma (metastatic
RCC).
2. Proleukin is indicated for the treatment of adults with metastatic melanoma.

B. Compendial Uses
1. Unresectable cutaneous melanoma
2. Chronic graft-versus-host disease (GVHD)
3. Neuroblastoma

All other indications are considered experimental/investigational and not medically necessary.

II. CRITERIA FOR INITIAL APPROVAL

A. Renal Cell Carcinoma
Authorization of 6 months may be granted for treatment of metastatic renal cell carcinoma with clear cell
histology.

B. Cutaneous Melanoma
1.Authorization of 6 months may be granted as high-dose single-agent subsequent therapy for metastatic
or unresectable disease.
2.Authorization of 3 months may be granted for treatment of unresectable or metastatic cutaneous
melanoma for up to a maximum of 6 doses after administration of Amtagvi infusion.

C. Chronic graft-versus-host disease (GVHD)
Authorization of 6 months may be granted for treatment of chronic graft-versus host-disease (GVHD) as
additional therapy in conjunction with systemic corticosteroids following no response to first-line therapy
options.

D. Neuroblastoma
Authorization of 6 months may be granted for the treatment of neuroblastoma.
[lI. CONTINUATION OF THERAPY

A. Renal Cell Carcinomaor Cutaneous Melanoma

Proleukin 2080-A SGM P2023a.docx © 2023 CVS Caremark. All rights reserved.
This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written

permission from CVS Caremark. This document contains prescription brand name drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers that are not affiliated with CVS Caremark.

WY CVS caremark’



Reference number(s)

2080-A

Authorization of 6 months may be granted for continued treatment in members requesting reauthorization

for renal cell carcinoma or single agent subsequent treatment for cutaneous melanoma when all of the

following criteria are met:

1. The member must be evaluated for response approximately 4 weeks after completion of a course of
therapy and again immediately prior to the scheduled start of the next treatment course,

2. Additional courses of treatment should be given only if there is some tumor shrinkage following the last
course,

3. Retreatment is not contraindicated,

4. Each treatment course should be separated by a rest period of at least 7 weeks from the date of
hospital discharge.

Chronic graft-versus-host disease (GVHD)

Authorization of 12 months may be granted for continued treatment in members requesting reauthorization
for chronic graft-versus-host disease (GVHD) who have improvement in symptoms and no unacceptable
toxicity.

Neuroblastoma
Authorization of 6 months may be granted for continued treatment in members requesting reauthorization
for neuroblastoma when there is no evidence of unacceptable toxicity or disease progression while on the
current regimen.
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