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Procedure:

Lutetium Lu 177 vipivotide tetraxetan (Pluvicto®) for treatment of Metastatic Castrate-Resistant
Prostate Cancer.

Clinical indication:

Lutetium Lu 177 vipivotide tetraxetan (Pluvicto®) is a radioligand therapeutic agent indicated
for the treatment of adult patients with prostate-specific membrane antigen (PSMA)-positive
metastatic castration-resistant prostate cancer (mCRPC) who have been treated with androgen
receptor pathway inhibitor (ARPI) therapy and are considered appropriate to delay taxane-
based chemotherapy or have received prior taxane-based chemotherapy.

Eligibility Criteria:

Patients selected to receive Lutetium Lu 177 vipivotide tetraxetan (Pluvicto®) should meet the
following criteria:

1. Have metastatic castration-resistant prostate cancer (disease progression
defined as serial rise (x 3) of PSA or radiographic progression despite
testosterone < 50 ng/dL), AND

2. Prostate-specific membrane antigen (PSMA)-positive disease demonstrated
by positive PSMA based PET scan (patients with >1 PSMA-positive lesion and/
or metastatic disease that is predominately PSMA-positive and with no
dominant PSMA negative metastatic lesions), AND

3. Previous treatment with androgen receptor pathway inhibition (abiraterone,
enzalutamide, etc.), AND

4. Previous taxane-based therapy, OR

a. Considered appropriate to delay taxane-based chemotherapy (with
clinical documentation)

Dosage and Administration:

e Lutetium Lu 177 vipivotide tetraxetan is available as Pluvicto® for injection as 1,000
MBg/mL (27 mCi/mL) in a single-dose vial for intravenous use.

e The recommended dosage is 7.4 GBqg (200 mCi) intravenously every 6 weeks for up to 6
doses, or until disease progression, or unacceptable toxicity.
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Pluvicto® A9607 Lutetium lu 177 vipivotide tetraxetan, therapeutic, 1 millicurie
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