Darzalex (daratumumab),
Darzalex Faspro (daratumumab and
hyaluronidase-fihj)

Override Approval Duration
Prior Authorization 1 year

Medication

Darzalex (daratumumab)

Darzalex Faspro (daratumumab and hyaluronidase-fihj)

APPROVAL CRITERIA

Requests for Darzalex (daratumumab) or Darzalex Faspro (daratumumab and hyaluronidase-
fihj) may be approved when the following criteria are met:

I.  Individual has a diagnosis of multiple myeloma, including plasma cell leukemia; AND
[I.  Individual is using for one of the following:
A. Newly diagnosed multiple myeloma for those who are ineligible for stem cell
transplantation:

1. In combination with melphalan, prednisone and a proteasome inhibitor (PI)
(for example, bortezomib); OR

2. In combination with lenalidomide and dexamethasone;

OR

B. Newly diagnosed multiple myeloma for those who are eligible for stem cell
transplant, in combination with bortezomib, dexamethasone, and either
thalidomide or lenalidomide (Label, NCCN 2A);

OR

C. Newly diagnosed multiple myeloma in combination with carfilzomib, lenalidomide,
and dexamethasone (NCCN 2A);

OR

D. Newly diagnosed multiple myeloma in combination with cyclophosphamide,
bortezomib, and dexamethasone;

OR

E. Relapsed or refractory multiple myeloma (Label, NCCN 2A):

1. As a single agent following therapy with at least two prior lines of therapy
including a PI (for example, bortezomib, carfilzomib, or ixazomib) and an
immunomodulatory agent (for example, thalidomide, lenalidomide, or
pomalidomide); OR

2.  In combination with cyclophosphamide, bortezomib, and dexamethasone;
OR

3. In combination with selinexor and dexamethasone; OR
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4.  As combination therapy following treatment with at least one prior line of
therapy when used with one of the following:
a. API (for example, bortezomib, carfilzomib, or ixazomib) and
dexamethasone; OR
b.  An immunomodulatory agent (for example, thalidomide,
lenalidomide, or pomalidomide) and dexamethasone;

F.  As single-agent maintenance therapy for multiple myeloma in transplant
candidates (NCCN 2A);

G. In combination with lenalidomide for maintenance therapy of high-risk multiple
myeloma in transplant candidates (NCCN 2A);

OR
[ll.  Individual has a diagnosis of systemic light chain amyloidosis; AND
IV. Individual is using as a single agent (NCCN 2A);
OR
V. Individual is using in combination with:
A. Bortezomib, cyclophosphamide, and dexamethasone;
OR
B. Dexamethasone with or without bortezomib (DP B lla);
OR
VI.  Individual has a diagnosis of pediatric Acute Lymphoblastic Leukemia (ALL), as T-ALL
(NCCN 2A); AND
VII.  Individual is using a daratumumab-containing regimen (e.g. daratumumab, vincristine,
pegaspargase or calaspargase, doxorubicin, and prednisone or dexamethasone) for
relapsed/refractory T-ALL.

Requests for Darzalex (daratumumab) or Darzalex Faspro (daratumumab and hyaluronidase-
fihj) may not be approved if the above criteria are not met and for all other indications not
included above.
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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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