Imfinzi (durvalumab)

Override(s) Approval Duration
Prior Authorization 1 year
Medications

Imfinzi (durvalumab)

APPROVAL CRITERIA

Requests for Imfinzi (durvalumab) may be approved if the following criteria are met:

|. Individual has diagnosis of Non-Small Cell Lung Cancer (NSCLC) (Label, NCCN 1, 2A);
AND
A. Disease type is one of the following:
1. Disease is confirmed (histologically or cytologically) stage Il locally
advanced, unresectable NSCLC; OR
2. Disease is confirmed (histologically or cytologically) stage II, unresectable
NSCLC,;
Disease has not progressed after definitive chemoradiation; AND
Individual is using as consolidation therapy; AND
Imfinzi (durvalumab) is being used until disease progression or a maximum of 12
months of treatment (NCCN 2A); AND
Individual has not previously received treatment with another anti-PD-1 or anti-PD-
L1 agent; AND
F. Individual has a current Eastern Cooperative Oncology Group (ECOG) performance
status of 0-2; AND
G. Individual is not receiving therapy for an autoimmune disease or chronic condition
requiring treatment with a systemic immunosuppressant;
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OR
II. Individual has a diagnosis of NSCLC (Label, NCCN 1, NCCN 2A); AND
A. Individual has recurrent, advanced or metastatic NSCLC disease with no prior
chemotherapy or any other systemic therapy; AND
B. Individual is using in combination with Imjudo (tremelimumab-actl) and platinum-
based chemotherapy; AND
C. Negative for actionable molecular biomarkers (including but not limited to EGFR,
KRAS, ALK, ROS1, BRAF, NTRK 1/23, MET, RET, and ERBB2 (HER2); AND
D. Individual has not received treatment with another anti-PD-1 or anti-PD-L1 agent;
AND
E. Individual is not receiving therapy for an autoimmune disease or chronic condition
requiring treatment with a systemic immunosuppressant;
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OR

[ll. Individual has a diagnosis of NSCLC (NCCN 2A); AND

OR
V.

OR

VI.

A.

B.

C.

Individual is using as continuation maintenance therapy in one of the following ways:

1. As a single agent for recurrent, advanced, or metastatic disease after initial
systemic therapy with durvalumab/tremelimumab-actl plus chemotherapy; OR

2. In combination with pemetrexed for recurrent, advanced, or metastatic disease
after initial systemic therapy with durvalumab/tremelimumab-actl and platinum-
based chemotherapy; AND

Individual is using until disease progression or unacceptable toxicity following

positive tumor response or stable disease following initial systemic therapy; AND

Individual has a ECOG performance status of 0-2;

Individual has a diagnosis of extensive stage Small Cell Lung Cancer (Label, NCCN 1);

AND

A. Individual is using as first line therapy in combination with etoposide and either
cisplatin or carboplatin for four (4) cycles (followed by maintenance Imfinzi
monotherapy); AND

B. Individual has not received treatment with another anti-PD-1 or anti-PD-L1 agent;
AND

C. Individual is not receiving therapy for an autoimmune disease or chronic condition

requiring treatment with a systemic immunosuppressant;

Individual has a diagnosis of locally advanced or metastatic biliary tract cancer (Label,
NCCN 1); AND

A.
B.
C
D

Individual is using in combination with gemcitabine and cisplatin; AND

Individual has a current ECOG performance status of 0-2; AND

Individual has not previously received treatment with another anti-PD-1 or anti-PD-
L1 agent; AND

Individual is not receiving therapy for an autoimmune disease or chronic condition
requiring treatment with a systemic immunosuppressant:;

Individual has a diagnosis of pancreatobiliary and mixed type ampullary adenocarcinoma
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(NCCN 2A); AND

Individual is using in combination with gemcitabine and cisplatin; AND

Individual has an ECOG performance status of 0-1; AND

Individual is using in first-line therapy; AND

Individual has not previously received treatment with another anti-PD-1 or anti-PD-
L1 agent; AND

Individual is not receiving treatment therapy for an autoimmune disease or chronic
condition requiring treatment with a systematic immunosuppressant;
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OR
VII. Individual has a diagnosis of unresectable hepatocellular carcinoma (UHCC) (Label,
NCCN 1); AND
A. Individual is using in one of the following ways:
1. Individual is using in combination with Imjudo (tremelimumab-actl) for initial
therapy; OR
2. Individual is using as a single agent after initial therapy with tremelimumab-actl
(Imjudo) until disease progression or unacceptable toxicity; AND

B. Individual has Child-Pugh Class A; AND

C. Individual has a current ECOG performance status of 0-1; AND

D. Individual has not received treatment with another anti-PD-1 or anti-PDL1 agent;
AND

E. Individual is not receiving therapy for an autoimmune disease or chronic condition

requiring treatment with a systemic immunosuppressant;

OR
VII. Individual has a diagnosis of persistent, recurrent, or metastatic small cell neuroendocrine
carcinoma of the cervix (NECC) (NCCN 2A); AND
A. Individual is using as first-line therapy; AND
B. Individual is using in combination with etoposide and either cisplatin or carboplatin
for four (4) cycles (followed by maintenance Imfinzi monotherapy); AND
C. Individual has not received treatment with another anti-PD-1 or anti-PD-L1 agent;
AND
D. Individual is not receiving therapy for an autoimmune disease or chronic condition
requiring treatment with a systemic immunosuppressant;

OR
VIII. Individual has a diagnosis of Esophageal and esophagogastric junction cancers or Gastric
cancer (NCCN 2A); AND
A. Individual is using as neoadjuvant therapy; AND
B. Individual is using in combination with Imjudo (tremelimumab-actl); AND
C. Individual has microsatellite instability-high/deficient mismatch repair (MSI-H/dMMR)
tumors.

Requests for Imfinzi (durvalumab) may not be approved when the above criteria are not met
and for all other indications.
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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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