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All lines of business (except Medicare)

Criteria

l.  Initial Approval Criteria
A. Relapsed, Refractory Advanced Renal Cell Carcinoma (must meet all):

1. Diagnosis of relapsed or refractory advanced renal cell carcinoma with clear cell histology;

2. Trial and failure of at least two (2) prior systemic therapies unless contraindicated or clinically significant
adverse effects are experienced (e.g., Inlyta, Keytruda, Cabometyx, Opdivo, Sutent, Votrient, Nexavar,
Lenvima);

3. Prescribed as a single agent;

4. Member has not had a surgical procedure within the preceding 24 days or have a surgical wound that
has not fully healed;

5. Member does not have unstable or untreated central nervous system (CNS) metastases.

Approval Duration

All Lines of Business (except Medicare): 6 months

Il. Continued Therapy Approval
A. Relapsed, Refractory Advanced Renal Cell Carcinoma (must meet all):
1. Auto-approval based on lookback functionality within the past 120 days as a proxy for member
responding positively to therapy.
Approval Duration
All Lines of Business (except Medicare): 12 months
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1. Initial Approval Criteria I.A.2:
Updated from Failure of at least
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2 prior systemic therapies at up
to maximally indicated doses
within the past 12 months, 1 of
which includes a VEGF TKI (e.g.
Sutent®, Nexavar®, Inlyta®),
unless contraindicated or
clinically significant adverse
effects are experienced to
Failure of at least two (2) prior
systemic therapies unless
contraindicated or clinically
significant adverse effects are
experienced (Examples of
systemic regimens for renal cell
carcinoma include Inlyta
(axitinib tablets), Inlyta +
Keytruda (pembrolizumab
injection), Cabometyx
(cabozantinib tablets),
Cabometyx + Opdivo
(nivolumab injection), Sutent
(sunitinib malate capsules),
Votrient (pazopanib tablets),
Nexavar (sorafenib tablets), and
Lenvima (lenvatinib capsules) +
everolimus);

2. References were reviewed and
updated.

Policy was reviewed:

1. Initial Approval Criteria, I.LA.1:
Updated diagnostic criteria from
diagnosis of advanced renal cell
carcinoma to Diagnosis of
relapsed or refractory advanced
renal cell carcinoma with clear
cell histology.

2. Initial Approval Criteria, I.A.5:
Updated to include new
prescribing criteria Fotivda® will
be prescribed as single agent.

3. Initial Approval Criteria, |.A.6:
Updated to include new criteria
pertaining to indication
Relapsed, Refractory Advanced
Renal Cell Carcinoma, Member
must not have had a surgical
procedure within the preceding

02/01/2023

04/13/2023
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24 days or have a surgical
wound that has not fully healed.
Initial Approval Criteria, .A.7:
Updated to include new disease
progression criteria Member
does not have unstable or
untreated central nervous
system (CNS) metastases.
References were reviewed and
updated.

Policy was reviewed. 10/19/2023
Policy was reviewed: 08/28/2024

1.
2.

Removed age restrictions.
Removed prescriber
restrictions.

Removed dose restrictions.
Updated Continued therapy
approval with auto-approval
based on lookback functionality
within the past 120 days.
Removed reauthorization
requirement for positive
response to therapy.

Updated approval duration
verbiage.

References were reviewed and
updated.

10/19/2023
9/13/2024
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