
PROVEN AFTER ONLY 1 ARPI  
IN PATIENTS WITH mAPMR PC  
(also known as mCRPC) 

Not an actual patient.

The first and only FDA-approved, PSMA-targeted therapy to significantly delay progression in  
mHSPC & mCRPC.  
rPFS (primary end point) in the PSMAddition and PSMAfore trials:
In PSMA+ mHSPC (PSMAddition): Final analysis: PLUVICTO® + ARPI reduced the risk of radiographic 
progression or death by 33% vs ARPI (HR=0.67 [95% CI, 0.55-0.82]).1,* Primary analysis: PLUVICTO + 
ARPI reduced the risk of radiographic progression or death by 28% vs ARPI (HR=0.72 [95% CI, 0.58-0.90]; 
P=0.002)1,2,†

In PSMA+ mCRPC after only 1 ARPI (PSMAfore): Updated exploratory analysis: Median rPFS was  
11.6 months with PLUVICTO vs 5.6 months with a change in ARPI (HR=0.49 [95% Cl, 0.39-0.61]).‡ 
Primary analysis: 9.3 months vs 5.6 months (HR=0.41 [95% Cl, 0.29-0.56]; P<0.0001)1,3

For the chance to live longer without progression,
strive earlier for PLUVICTORY.

Victory
 looks 
 like 
 this

ARPI, androgen receptor pathway inhibitor; HR, hazard ratio; mAPMN/S PC, metastatic androgen pathway modulation-naive or 
-sensitive prostate cancer; mAPMR PC, metastatic androgen pathway modulation-resistant prostate cancer; mCRPC, metastatic 
castration-resistant prostate cancer; mHSPC, metastatic hormone-sensitive prostate cancer; NE, not estimable; PSMA, prostate-
specific membrane antigen; PSMA+, PSMA positive; rPFS, radiographic progression-free survival.

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

†Median rPFS was not reached in either arm.1
‡�Exploratory rPFS analysis was performed with a median follow-up period of  
24 months vs the primary analysis at 7 months. This analysis was not controlled  
for Type-I error.3

NOW FDA APPROVED
FOR PATIENTS WITH mAPMN/S PC 
(also known as mHSPC) in combination with ARPI

*�Median rPFS was not reached in the PLUVICTO + ARPI arm vs 48.5 months (95% CI, 40.5-NE) in the ARPI arm. Final rPFS analysis 
was performed with a median follow-up period of 37.7 months vs the primary analysis at 23.6 months. This analysis was not 
controlled for Type-I error.2,4

Indications 
PLUVICTO® (lutetium Lu 177 vipivotide tetraxetan) is indicated in combination with androgen receptor pathway 
inhibitor (ARPI) therapy for the treatment of adult patients with prostate-specific membrane antigen (PSMA)-
positive metastatic androgen pathway modulation-naïve or -sensitive (mAPMN/S) prostate cancer. 
PLUVICTO is indicated for the treatment of adult patients with PSMA-positive metastatic androgen pathway 
modulation-resistant (mAPMR) prostate cancer who have been treated with ARPI therapy, and
• �are considered appropriate to delay taxane-based chemotherapy, or 
• have received prior taxane-based chemotherapy. 

IMPORTANT SAFETY INFORMATION
Risk From Radiation Exposure
• �PLUVICTO contributes to a patient’s long-term cumulative radiation exposure, which is associated with an 

increased risk for cancer. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf


NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

PLUVICTO
For patients with mHSPC (+ ARPI) at any point  
after diagnosis

In PSMA+ mHSPC,

mHSPC1,4

2

CHOOSE PLUVICTO AT THE 
EARLIEST ELIGIBLE OPPORTUNITY

 
Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

IMPORTANT SAFETY INFORMATION (continued)
Risk From Radiation Exposure (continued)
• �Minimize radiation exposure to patients, medical personnel, and others during and after treatment with 

PLUVICTO consistent with institutional practices, patient treatment procedures, Nuclear Regulatory 
Commission patient-release guidance, and instructions to the patient for follow-up radiation protection. 

• �Ensure patients increase oral fluid intake and advise them to void as often as possible to reduce  
bladder radiation. 

• �To minimize radiation exposure to others, advise patients to 
limit close contact (less than 3 feet) with others for 2 days 
or with children and pregnant women for 7 days, to refrain 
from sexual activity for 7 days, and to sleep in a separate 
room from others for 3 days, from children for 7 days, or 
from pregnant women for 15 days. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf


NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

WITH APPROVAL IN AN EARLIER SETTING, HOW DO YOU  
SEE YOUR PRACTICE CHANGING?

When treating mHSPC,

AIM for a better treatment in mHSPC by adding a PSMA-targeted 
therapy to ARPI1 

Imaging confirms targetable   
PSMA+ disease ​

Metastatic HSPC ​

After diagnosis, in combination 
with ARPIA

I
M

3

AIM FOR PLUVICTO EVEN EARLIER

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

HSPC, hormone-sensitive prostate cancer. 

IMPORTANT SAFETY INFORMATION (continued)
Myelosuppression
• �PLUVICTO can cause severe and life-threatening myelosuppression. In clinical trials (PSMAddition, 

PSMAfore, VISION) grade 3 or 4 decreased hemoglobin (ranged from 4.3-15%), decreased leukocytes 
(4.4-7%), decreased neutrophils (3.5-4.5%), and decreased platelets (1.1-9%) occurred in patients 
treated with PLUVICTO. 5 myelosuppression-related deaths have occurred, including one due to bone 
marrow failure during long-term follow-up. 

• �Perform complete blood counts before and during 
treatment with PLUVICTO. Withhold, reduce dose, or 
permanently discontinue PLUVICTO based on severity  
of myelosuppression. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

•	 Gleason 9
•	 �PSA: 51 ng/mL
•	 �Mild-to-moderate,  

disease-related symptoms

•	 Gleason 8
•	 �PSA: 19 ng/mL
•	 �No prior prostate cancer 

treatment
•	 Mild disease-related symptoms

•	 �PSMA+ disease
•	 �6 bone metastases (2 lesions 

beyond the vertebral bodies 
and pelvis) and 3 lymph node 
metastases

•	 �ECOG 1

•	 �PSMA+ disease
•	 �3 bone metastases and 4 

lymph node metastases
•	 �ECOG 0

Plan for PLUVICTO in mHSPC:  
Start PLUVICTO with ARPI after diagnosis

Jeffrey, 66 (high volume)

Grant, 68 (low volume)

ECOG, Eastern Cooperative Oncology Group; PSA, prostate-specific antigen.

Hypothetical patient cases. 

MEET PATIENTS WITH PSMA+ mHSPC WHO 
ARE ELIGIBLE FOR PLUVICTO 

Jeffrey wants to continue 
his Saturday shuffleboard 
games with his  
recreational league.

Grant wants to continue  
teaching his grandson  
guitar on the weekends.

WHICH OF YOUR PATIENTS WITH PSMA+ mHSPC COULD 
BENEFIT FROM PLUVICTO + ARPI NOW?

Diagnosed with low-volume, de novo mHSPC

Diagnosed with high-volume mHSPC

IMPORTANT SAFETY INFORMATION (continued)
Renal Toxicity
• �PLUVICTO can cause severe renal toxicity. In clinical trials grade 3 or 4 acute kidney injury (ranged from  

1.3-3.4%) occurred in patients treated with PLUVICTO. 
• �Advise patients to remain well hydrated and to urinate frequently before and after administration of 

PLUVICTO. Perform kidney function laboratory tests, 
including serum creatinine and calculated creatinine 
clearance (CrCl), before and during treatment. Withhold, 
reduce dose, or permanently discontinue PLUVICTO based 
on severity of renal toxicity. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.
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rPFS: In the primary analysis, PLUVICTO + ARPI significantly 
decreased the risk of radiographic progression or death vs ARPI1

Primary end point

LONGER LIFE WITHOUT  
PROGRESSION IS POSSIBLE WITH PLUVICTO.  
THAT’S VICTORY.

PSMAddition: A study of PLUVICTO in mHSPC

• Median rPFS was not reached in either arm (HR=0.72 [95% CI, 0.58-0.90]; P=0.002)

• �Final rPFS analysis was performed with a median follow-up period of 37.7 months vs the primary 
analysis at 23.6 months. This analysis was not controlled for Type-I error2,4

In the final analysis
PLUVICTO + ARPI reduced the risk of radiographic 
progression or death2

• �Median rPFS was not reached in the PLUVICTO + ARPI arm vs 48.5 months (95% CI, 40.5-NE)  
in the ARPI arm 

RADIOGRAPHIC PROGRESSION-FREE SURVIVAL
RISK REDUCTION OF RADIOGRAPHIC

PROGRESSION OR DEATH
(HR=0.67 [95% CI, 0.55-0.82])33%

IMPORTANT SAFETY INFORMATION (continued) 
Embryo-Fetal Toxicity
• �The safety and efficacy of PLUVICTO have not been established in females. Based on its mechanism of 

action, PLUVICTO can cause fetal harm. No animal studies using lutetium Lu 177 vipivotide tetraxetan have 
been conducted to evaluate its effect on female reproduction and embryo-fetal development; however, 
radioactive emissions, including those from PLUVICTO, can cause fetal harm. Advise males with female 
partners of reproductive potential to use effective contraception during treatment with PLUVICTO and for 
14 weeks after the last dose. 

Infertility
• �The recommended cumulative dose of 44.4 GBq of 

PLUVICTO results in a radiation-absorbed dose to the 
testes within the range where PLUVICTO may cause 
temporary or permanent infertility. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

rPFS BENEFIT WAS CONSISTENT  
ACROSS SUBGROUPS* 

PSMAddition: A study of PLUVICTO in mHSPC

*Subgroup analyses are exploratory and not powered for statistical significance.2  
a�Not a prespecified patient population and analyzed separately from other subgroup data. De novo included stage IVb at 
diagnosis. Recurrent included stages IVa, IV, and below IV at diagnosis.4 

LDH, lactate dehydrogenase. 

rPFS benefit was consistent across tumor volume  
or de novo or recurrent diagnosis2,5

IMPORTANT SAFETY INFORMATION (continued)
Adverse Reactions and Laboratory Abnormalities
• �In the pooled safety population for the PSMAddition, PSMAfore and VISION studies (N=1320), the most 

common (≥20%) adverse reactions, including laboratory abnormalities, were decreased lymphocytes (86%), 
decreased hemoglobin (68%), fatigue (51%), dry mouth (46%), decreased neutrophils (35%), nausea (35%), 
decreased platelets (33%), decreased estimated glomerular 
filtration rate (28%), increased aspartate aminotransferase 
(25%), decreased sodium (22%), increased magnesium 
(22%), increased potassium (21%), decreased calcium 
(21%), and increased alkaline phosphatase (20%). 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

OVERALL SURVIVAL ANALYSIS IN  
THE PSMAddition TRIAL 

PSMAddition: A study of PLUVICTO in mHSPC

Key secondary end point
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•	 �OS data were still maturing, and statistical significance was not reached at interim analysis 2 (IA2)
•	 �HR was 0.84 (95% CI, 0.63-1.13) at IA1 (median follow-up of 23.6 months)4,* 
•	 �HR decreased to 0.80 (95% CI, 0.63-1.01) at IA2 (median follow-up of 37.7 months)†

•	 Median OS was not reached in either arm2,4

OVERALL SURVIVAL2,a

*�Data cutoff for IA1 was January 13, 2025, with a total of 184 events occurring across both study arms; 16% of patients 
randomized to the ARPI arm subsequently crossed over to receive PLUVICTO following confirmed radiographic progression.4

aData are from the second interim analysis.

OS: Numerically favored PLUVICTO  

†�Data cutoff for IA2 was March 17, 2026, with a total of 291 events occurring across both study arms. Data are from an 
unadjusted OS analysis that did not account for crossover; 21% of patients randomized to the ARPI arm subsequently crossed 
over to receive PLUVICTO following confirmed radiographic progression.2

IA1, interim analysis 1. 

IMPORTANT SAFETY INFORMATION (continued)
Risk From Radiation Exposure
• �PLUVICTO contributes to a patient’s long-term cumulative radiation exposure, which is associated with an 

increased risk for cancer. 
• �Minimize radiation exposure to patients, medical personnel, 

and others during and after treatment with PLUVICTO 
consistent with institutional practices, patient treatment 
procedures, Nuclear Regulatory Commission patient-
release guidance, and instructions to the patient for follow-
up radiation protection. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

ADDITIONAL END POINTS

*PSA nadir (<0.2 ng/mL).

Responses are based on soft tissue and bone lesion assessment. 

PSA nadir <0.2 ng/mL at 48 weeks2:

6 in 10 patients achieved complete responses with  
PLUVICTO + ARPI†

BICR, Blinded Independent Central Review; NR, not reached; PCWG3, Prostate Cancer Working Group 3; RECIST, Response 
Evaluation Criteria in Solid Tumors.

PSMAddition: A study of PLUVICTO in mHSPC

Nearly 9 out of 10 patients treated with PLUVICTO + ARPI 
achieved undetectable PSA*

‡ By BICR per PCWG3-modified RECIST v1.1 criteria.
†Not powered for statistical significance.

More patients achieved undetectable 

PSA with PLUVICTO + ARPI vs ARPI

†

87.4

(n/N=320/366; 95% CI, 83.6-90.6)

%

with PLUVICTO

+ ARPI

75

(n/N=295/392; 95% CI,  0.�- 9.2)

%

with ARPI

In the final analysis

Overall response rate (ORR) is the percentage of patients who had a complete response (CR) or partial response (PR) at any point 
after the start of the study treatment until the end of treatment.6
CR is the disappearance of all target lesions. Any pathological lymph nodes (target or nontarget) must have reduction in short axis 
to <10 mm.6 
PR is at least a 30% decrease in the sum of diameters of target lesions, taking as reference the baseline sum diameters.6 

ORR (CR + PR): Higher ORR achieved with PLUVICTO + ARPI vs ARPI2,‡ 

•	 �Median DOR was not reached with PLUVICTO + ARPI (95% CI, NR-NR) vs 42.55 with ARPI (95% CI, 
33.12-NR)5

IMPORTANT SAFETY INFORMATION (continued)
Risk From Radiation Exposure (continued)
• �Ensure patients increase oral fluid intake and advise them to 

void as often as possible to reduce bladder radiation.

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

PSMAddition: A study of PLUVICTO in mHSPC

Time to castration resistance: Median time to castration resistance was 47.9 months with 
PLUVICTO + ARPI (40.9-NE) vs 29.6 months with ARPI (25.3-36.6)2,†

†�Time to castration resistance events included rise in serum PSA levels, progression of pre-existing disease, and appearance of  
new metastases.4 
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Progression to mAPMR PC (mCRPC) was delayed for longer 
with PLUVICTO + ARPI vs ARPI*

ADDITIONAL END POINTS (continued)

Time to PSA progression: Median time to PSA progression was not reached with PLUVICTO + 
ARPI (NE-NE) vs not reached with ARPI (NE-NE)2
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PLUVICTO + ARPI
ARPI

No. of patients at risk

60% risk reduction in time to PSA progression with PLUVICTO 
+ ARPI vs ARPI*

*Not powered for statistical significance.

TIME TO PSA PROGRESSION 

TIME TO CASTRATION RESISTANCE

RISK REDUCTION OF TIME
TO PSA PROGRESSION

(HR=0.40 [95% CI, 0.30-0.54])60%

RISK REDUCTION OF TIME
TO CASTRATION RESISTANCE

(HR=0.70 [95% CI, 0.59-0.83])30%

IMPORTANT SAFETY INFORMATION (continued)
Risk From Radiation Exposure (continued)
• �To minimize radiation exposure to others, advise patients to limit close contact (less than 3 feet) with others 

for 2 days or with children and pregnant women for 7 days, 
to refrain from sexual activity for 7 days, and to sleep in a 
separate room from others for 3 days, from children for 7 days, 
or from pregnant women for 15 days. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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ARs of grades ≥3 occurred at similar rates between study arms4

ADVERSE REACTIONS OCCURRING AT ≥10% INCIDENCE IN PATIENTS WHO  
RECEIVED PLUVICTO IN COMBINATION WITH ARPI OR ARPI IN PSMAddition1

•	 �Incidence of grade ≥3 TEARs: 50.7% (n=286) with PLUVICTO + ARPI vs 43% (n=243) with ARPI

•	 �PLUVICTO was permanently discontinued due to adverse reactions in 8% of patients who 
received PLUVICTO in combination with ARPI1

•	 ��Clinically relevant adverse reactions in <10% of patients who received PLUVICTO in 
combination with ARPI included abdominal pain, dizziness, acute kidney injury, dry eye, dry 
skin, stomatitis, gastroesophageal reflux disease, vertigo, eye irritation, oral fungal infection, 
dysphagia, and esophagitis1  

PLUVICTO DEMONSTRATED A 
PREDICTABLE SAFETY PROFILE

PSMAddition: A study of PLUVICTO in mHSPC

AR, adverse reaction; TEAR, treatment-emergent adverse reaction.

aIncludes multiple similar terms.

NOW FDA APPROVED FOR PATIENTS 
WITH mAPMN/S PC (mHSPC) in  
combination with ARPI 

Please see additional Important Safety Information  
throughout and on pages 11-12 and full Prescribing Information.

IMPORTANT SAFETY INFORMATION (continued)
Myelosuppression
• �PLUVICTO can cause severe and life-threatening myelosuppression. In clinical trials (PSMAddition, 

PSMAfore, VISION) grade 3 or 4 decreased hemoglobin (ranged from 4.3-15%), decreased leukocytes 
(4.4-7%), decreased neutrophils (3.5-4.5%), and decreased 
platelets (1.1-9%) occurred in patients treated with 
PLUVICTO. 5 myelosuppression-related deaths have 
occurred, including one due to bone marrow failure during 
long-term follow-up.

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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Indications 
PLUVICTO® (lutetium Lu 177 vipivotide tetraxetan) 
is indicated in combination with androgen receptor 
pathway inhibitor (ARPI) therapy for the treatment 
of adult patients with prostate-specific membrane 
antigen (PSMA)-positive metastatic androgen 
pathway modulation-naïve or -sensitive (mAPMN/S) 
prostate cancer. 
PLUVICTO is indicated for the treatment of adult 
patients with PSMA-positive metastatic androgen 
pathway modulation-resistant (mAPMR) prostate 
cancer who have been treated with ARPI therapy, and
• �are considered appropriate to delay taxane-based 

chemotherapy, or 
• have received prior taxane-based chemotherapy. 

IMPORTANT SAFETY INFORMATION
Risk From Radiation Exposure
• �PLUVICTO contributes to a patient’s long-term 

cumulative radiation exposure, which is associated 
with an increased risk for cancer. 

• �Minimize radiation exposure to patients, medical 
personnel, and others during and after treatment 
with PLUVICTO consistent with institutional 
practices, patient treatment procedures, Nuclear 
Regulatory Commission patient-release guidance, 
and instructions to the patient for follow-up  
radiation protection. 

• �Ensure patients increase oral fluid intake and advise 
them to void as often as possible to reduce  
bladder radiation. 

• �To minimize radiation exposure to others, advise 
patients to limit close contact (less than 3 feet) with 
others for 2 days or with children and pregnant 
women for 7 days, to refrain from sexual activity for 
7 days, and to sleep in a separate room from others 
for 3 days, from children for 7 days, or from pregnant 
women for 15 days. 

Myelosuppression
• �PLUVICTO can cause severe and life-threatening 

myelosuppression. In clinical trials (PSMAddition, 
PSMAfore, VISION) grade 3 or 4 decreased 
hemoglobin (ranged from 4.3-15%), decreased 
leukocytes (4.4-7%), decreased neutrophils  
(3.5-4.5%), and decreased platelets (1.1-9%) 

occurred in patients treated with PLUVICTO.  
5 myelosuppression-related deaths have occurred, 
including one due to bone marrow failure during 
long-term follow-up. 

• �Perform complete blood counts before and during 
treatment with PLUVICTO. Withhold, reduce dose, 
or permanently discontinue PLUVICTO based on 
severity of myelosuppression. 

Renal Toxicity
• �PLUVICTO can cause severe renal toxicity. In  

clinical trials grade 3 or 4 acute kidney injury  
(ranged from 1.3-3.4%) occurred in patients treated 
with PLUVICTO. 

• �Advise patients to remain well hydrated and to 
urinate frequently before and after administration of 
PLUVICTO. Perform kidney function laboratory tests, 
including serum creatinine and calculated creatinine 
clearance (CrCl), before and during treatment. 
Withhold, reduce dose, or permanently discontinue 
PLUVICTO based on severity of renal toxicity. 

Embryo-Fetal Toxicity
• �The safety and efficacy of PLUVICTO have not been 

established in females. Based on its mechanism of 
action, PLUVICTO can cause fetal harm. No animal 
studies using lutetium Lu 177 vipivotide tetraxetan 
have been conducted to evaluate its effect on 
female reproduction and embryo-fetal development; 
however, radioactive emissions, including those 
from PLUVICTO, can cause fetal harm. Advise males 
with female partners of reproductive potential to 
use effective contraception during treatment with 
PLUVICTO and for 14 weeks after the last dose. 

Infertility
• �The recommended cumulative dose of 44.4 GBq of 

PLUVICTO results in a radiation-absorbed dose to 
the testes within the range where PLUVICTO may 
cause temporary or permanent infertility. 

INDICATIONS AND IMPORTANT  
SAFETY INFORMATION

Please see additional Important Safety Information  
on the following page and full Prescribing Information.

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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PSMAddition trial design: PSMAddition was an open-label, multicenter, randomized, phase 3
clinical trial evaluating PLUVICTO + ARPI in 1144 adult patients with PSMA+ mAPMN/S PC (mHSPC). 
Participants were randomized in a 1:1 ratio to receive PLUVICTO (7.4 GBq every 6 weeks for 6 cycles) 
+ ARPI or ARPI. Patients received a gonadotropin-releasing hormone (GnRH) agonist or antagonist 
concurrently or had a bilateral orchiectomy. The primary end point was rPFS. Key secondary end 
point: OS; select additional end points: undetectable PSA,* ORR, time to PSA progression, time to 
castration resistance.1,4 

PSMAfore trial design: PSMAfore was an open-label, multicenter, randomized, phase 3 clinical 
trial evaluating PLUVICTO in 468 adult taxane-naive patients with PSMA+ mAPMR PC (mCRPC) 
previously treated with 1 ARPI, who were considered appropriate to delay taxane-based 
chemotherapy. Participants were randomized in a 1:1 ratio to receive PLUVICTO (7.4 GBq every 6 
weeks for 6 cycles) or a change in ARPI. The primary end point was rPFS.1,3 

IMPORTANT SAFETY INFORMATION 
(continued)

*PSA nadir (<0.2 ng/mL).

Explore PLUVICTO clinical resources > 
Practical tools and guidance to support 
your patients across testing, initiation, 
administration, and monitoring

GBq, gigabecquerel.

Adverse Reactions and Laboratory Abnormalities
• �In the pooled safety population for the PSMAddition, PSMAfore and VISION studies (N=1320), the most 

common (≥20%) adverse reactions, including laboratory abnormalities, were decreased lymphocytes 
(86%), decreased hemoglobin (68%), fatigue (51%), dry mouth (46%), decreased neutrophils (35%), nausea 
(35%), decreased platelets (33%), decreased estimated glomerular filtration rate (28%), increased aspartate 
aminotransferase (25%), decreased sodium (22%), increased magnesium (22%), increased potassium (21%), 
decreased calcium (21%), and increased alkaline phosphatase (20%).

Please see full Prescribing Information.  

https://www.pluvicto-hcp.com/psma-positive-mcrpc/resources
https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf
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For your patients with mHSPC,

Victory      
 looks  
 like  
 this

For the chance  
to live longer without 
progression, strive  
earlier for PLUVICTORY.

PLUVICTO targets PSMA, a biomarker overexpressed in more than 80% of men 
with prostate cancer1,7,8

In PSMA+ mHSPC (PSMAddition),

Final analysis: PLUVICTO + ARPI reduced the risk of radiographic progression or 
death by 33% vs ARPI (HR=0.67 [95% CI, 0.55-0.82])1,2,*

PLUVICTO demonstrated a predictable safety profile
• ���ARs of grades ≥3 occurred at similar rates between study arms1

	 - �Incidence of grade ≥3 TEARs: 50.7% (n=286) with PLUVICTO + ARPI vs 43% 
(n=243) with ARPI4

• ���Most common (≥20%) ARs in PSMA+ mHSPC: Fatigue, dry mouth, and nausea1  

PLUVICTO can be delivered within 5 days of order placement,† so your patients 
can be treated as soon as possible9

AIM FOR MORE TIME WITHOUT PROGRESSION:  
CHOOSE PLUVICTO + ARPI IN mHSPC1

Please see additional Important Safety Information throughout  
and on pages 11-12 and full Prescribing Information.

Not an actual patient.

*�Final rPFS analysis was performed with a median follow-up period of 37.7 months vs the primary analysis at 23.6 months. This 
analysis was not controlled for Type-I error.2,4 

†Exceptions may apply for syringe form and select geographic locations.9

Indications 
PLUVICTO® (lutetium Lu 177 vipivotide tetraxetan) is indicated in combination with androgen receptor pathway 
inhibitor (ARPI) therapy for the treatment of adult patients with prostate-specific membrane antigen (PSMA)-
positive metastatic androgen pathway modulation-naïve or -sensitive (mAPMN/S) prostate cancer. 
PLUVICTO is indicated for the treatment of adult patients with PSMA-positive metastatic androgen pathway 
modulation-resistant (mAPMR) prostate cancer who have been treated with ARPI therapy, and
• �are considered appropriate to delay taxane-based chemotherapy, or 
• have received prior taxane-based chemotherapy. 

IMPORTANT SAFETY INFORMATION
Risk From Radiation Exposure
• �PLUVICTO contributes to a patient’s long-term cumulative radiation exposure, which is associated with an 

increased risk for cancer. 

https://www.novartis.com/us-en/sites/novartis_us/files/pluvicto.pdf

