Lupkynis (voclosporin)

Override(s) Approval Duration

Prior Authorization Initial request: 6 months
Quantity Limit Continuation request: 1 year
Medications Quantity Limit

Lupkynis (voclosporin) May be subject to quantity limit

APPROVAL CRITERIA

Initial requests for Lupkynis (voclosporin) may be approved if the following criteria are met:

I.  Individual is 18 years of age or older; AND
[I. Individual has a diagnosis of active lupus nephritis; AND
[ll.  Individual has Class Ill, IV, or V lupus nephritis showing active or chronic lesions, and
confirmed by renal biopsy; AND
IV.  Documentation is provided that individual has a urinary protein to creatinine ratio of
greater than or equal to 1.5; AND
V. Documentation is provided that individual has a baseline eGFR of greater than 45
mL/min/1.73 m?; AND
VI.  Individual is using in combination with a background immunosuppressive therapy
regimen that includes mycophenolate mofetil and corticosteroids.

Continuation of therapy requests for Lupkynis (voclosporin) may be approved if the following
criteria are met:

I.  Individual is using in combination with background immunosuppressive therapy that

includes mycophenolate mofetil and corticosteroids; AND

[I. Individual did not require rescue medications at any time (for example, rituximab), or
repeated use of high dose steroids after 16 weeks following Lupkynis initiation (i.e.,
more than 10 mg of prednisone, or equivalent, for three (3) or more consecutives days
or for more than seven (7) days in total in an 8 week period); AND

[ll.  Documentation is provided for confirmation of a therapeutic renal response (for
example, improvement [or no worsening] of the urinary protein to creatinine ratio
compared to baseline, or no decrease in eGFR of more than 20% from baseline).

Lupkynis (voclosporin) may not be approved for the following (Label, NCT03021499):

I.  Individual is using in combination with cyclophosphamide, belimumab (Benlysta), or
anifrolumab-fnia (Saphnelo); OR
[I.  Individual is using concomitantly with strong CYP3A4 inhibitors (for example,
ketoconazole, itraconazole, clarithromycin); OR
[ll.  Individual has blood pressure (BP) of greater than 165/105 mmHg, or evidence of a
hypertensive emergency; OR
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IV. Individual has severe hepatic impairment (Child-Pugh C); OR

V. Individual has congenital or acquired immunodeficiency; OR

VI.  Individual has lymphoproliferative disease or previous total lymphoid irradiation; OR
VII.  Individual has a severe viral infection or known HIV infection; OR
VIIl.  Individual has active tuberculosis (TB).

Note:

Lupkynis has a black box warning for malignancies and serious infections, which may lead to
hospitalization or death.
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take
precedence over the application of this clinical criteria.

No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means,
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.
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