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Abstract number Title Presentation details (CEST)

Lung cancer

Amivantamab

Oral Presentation

Abstract 
#2700RO

Improving Prevention of Moderate to Severe Dermatologic Adverse 
Events in EGFR-Mutant Advanced NSCLC Treated With First-Line 
(1L) Subcutaneous (SC) Amivantamab + Lazertinib: First Results 
From a New COCOON Cohort

Oral
October 24, 2026
8:30 – 10:00 AM

Poster Presentations

Abstract #2650P
Dose Modifications to Manage Adverse Events (AEs) in 1L EGFR-
Mutated Advanced NSCLC: Post Hoc, Exploratory Analyses From the 
Phase 3 MARIPOSA Trial

Poster
October 26, 2026
12:00 – 12:45 PM

Abstract #2641P
MyChoice: Global Study Evaluating Patient & Physician Treatment 
Preferences in First-Line (1L) Metastatic Common EGFR-Mutated 
NSCLC

Poster
October 26, 2026
12:00 – 12:45 PM

ePoster Presentation

Abstract 
#2793eP

HCRU Time and Cost Associated With Combination Treatments in 
First-Line Common Epidermal Growth Factor Receptor-Mutated 
Advanced NSCLC (1L cEGFR NSCLC)

ePoster

Colorectal cancer

Amivantamab

Poster Presentation

Abstract #794P
Clinical Characteristics and Outcomes by Consensus Molecular 
Subtype (CMS) in First-Line (1L) Anti-EGFR–Treated RAS/RAF 
Wildtype (WT) Metastatic Colorectal Cancer (mCRC)

Poster
October 25, 2026
12:00 – 12:45 PM
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Head & neck cancer

Amivantamab

Oral Presentation

Abstract 
#1539RO

Amivantamab + Pembrolizumab + Carboplatin in First-Line 
Recurrent/Metastatic Head & Neck Squamous Cell Cancer (1L 
R/M HNSCC): Results From the Phase 1b/2 OrigAMI-4 Study

Oral
October 25, 2026
2:45 – 4:15 PM

Poster Presentation

Abstract #1585P

Indirect Comparison of Amivantamab (Ami) With Real-World 
Therapies in Recurrent/Metastatic Head & Neck Squamous Cell 
Carcinoma (R/M HNSCC) After Immune Checkpoint Inhibitor (ICI) 
and Platinum-Based Chemotherapy

Poster
October 26, 2026
12:00 – 12:45 PM

Bladder cancer

Gem-iDRS 

Poster Presentation

Abstract #4747P

Baseline and On-Treatment Urinary Tumor DNA Molecular 
Residual Disease (utDNA MRD) and Clinical Response to 
Gemcitabine Intravesical System (Gem-iDRS) in SunRISe-1 (SR-1): 
Updated Analysis

Poster
October 23, 2026
3:15 – 4:00 PM

Prostate cancer

Alpitatug satetraxetan

Poster Presentation

Abstract #2239P

Adaptive Dosing in Phase 1 Study of Alpitatug Satetraxetan (Alpi-
sat), an Actinium-225 (225Ac)-Labeled Antibody Targeting Human 
Kallikrein-2 (KLK2) for Metastatic Castration-Resistant Prostate 
Cancer (mCRPC)

Poster
October 23, 2026
3:15 – 4:00 PM

Niraparib

Poster Presentation

Abstract #2278P

Clinical Validation of a Tissue-Based Next-Generation Sequencing 
Kit for Identifying Patients With BRCA1/2-Mutated Prostate 
Cancer for Niraparib + Abiraterone Acetate and Prednisone 
Therapy

Poster
October 23, 2026
3:15 – 4:00 PM
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Apalutamide

LBA Presentation

Abstract #LBA53

Perioperative Apalutamide (APA) plus Androgen Deprivation 
Therapy (ADT) with Radical Prostatectomy plus Pelvic Lymph Node 
Dissection (RP + PLND) vs RP + PLND Alone in Patients (pts) with 
High-risk Localized or Locally Advanced Prostate Cancer (HR 
LPC/LAPC): PROTEUS Substudy

Proffered Paper
October 24, 2026
10:15 – 11:45 AM

Poster Presentations

Abstract #2049P

Prostate-Specific Antigen (PSA) Response and Long-Term Outcomes 
in PROTEUS: Perioperative Apalutamide Plus Androgen Deprivation 
Therapy (APA + ADT) in Patients With High-Risk Localized/Locally 
Advanced Prostate Cancer (HR LPC)

Poster
October 23, 2026
3:15 – 4:00 PM

Abstract #2254P
Wearable Derived Physical Activity and Patient Reported Fatigue 
and Sleep Differ by Hot Flash Severity Levels During Initial 
Treatment Phase in LIBERTAS Trial

Poster
October 23, 2026
3:15 – 4:00 PM

Abstract #296P
AI-Based Prediction of Metastasis-Free Survival Using MRI-Derived 
Radiomics for Risk Stratification in Localized Prostate Cancer

Poster
October 25, 2026
12:00 – 12:45 PM

ePoster Presentation

Abstract #2316eP
Therapeutic Decision-Making in Metastatic Hormone-Sensitive 
Prostate Cancer (mHSPC): The INTERACT RAND/UCLA Study on 
ARPi-Based Doublet and Triplet Therapies

ePoster

Pasritamig

ePoster Presentations

Abstract #2388eTiP
KLK2-comPAS: A Phase 3, Randomized, Double-Blind, Placebo-
Controlled Study of Pasritamig Plus Best Supportive Care in mCRPC

ePoster

Abstract #2387eTiP
KLK2-PASenger: A Phase 3 Randomized, Open-Label Study of 
Pasritamig, a T-Cell-Engager Targeting Human Kallikrein 2, With 
Docetaxel Versus Docetaxel for mCRPC

ePoster

Early Assets

Proffered Paper Presentation

Abstract #2216O
Safety and Efficacy of JNJ-6143, a First-in-Class Oral AR-Targeted 
RIPTAC  at the Optimal Dose for Further Development in Patients 
With mCRPC/mAPMR, Including High-Risk Molecular Features

Proffered Paper
October 24, 2026
10:15 – 11:45 AM
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About RYBREVANT FASPRO (amivantamab and hyaluronidase-lpuj) and RYBREVANT® (amivantamab-vmjw)

RYBREVANT FASPRO (amivantamab and hyaluronidase-lpuj) received U.S. FDA approval in December 2025 and is approved 
in multiple markets worldwide for the treatment of adults with EGFR-mutated non-small cell lung cancer (NSCLC), 
including those with exon 19 deletions, exon 21 L858R substitution mutations, and exon 20 insertion mutations. It is the 
only subcutaneous therapy approved for these EGFR-mutated NSCLC populations and may be used as monotherapy or in 
combination with LAZCLUZE (lazertinib) or chemotherapy, depending on the specific mutation and treatment setting. For 
eligible patients, RYBREVANT FASPRO offers a once-monthly dosing option following initial weekly dosing. RYBREVANT 
FASPRO is co-formulated with recombinant human hyaluronidase PH20 (rHuPH20), Halozyme’s ENHANZE ® drug delivery 
technology. 

RYBREVANT FASPRO is approved in the U.S. for the same indications as intravenous RYBREVANT (amivantamab-vmjw) 
across multiple markets. RYBREVANT is a first-in-class, fully human bispecific antibody targeting EGFR and MET, designed 
to inhibit tumor growth while engaging the immune system.

The National Comprehensive Cancer Network® (NCCN®) Clinical Practice Guidelines in Oncology (NCCN Guidelines®)* 
include amivantamab-vmjw (RYBREVANT) across its FDA-approved treatment settings, including as a Category 1 preferred 
option in combination with lazertinib (LAZCLUZE) for first-line treatment of patients with locally advanced or metastatic 
NSCLC with EGFR exon 19 deletions or exon 21 L858R mutations. Subcutaneous amivantamab and hyaluronidase-lpuj
(RYBREVANT FASPRO) may be substituted for IV amivantamab-vmjw (RYBREVANT) where appropriate. See the latest NCCN 
Guidelines® for NSCLC for complete information.†‡

The NCCN Guidelines for Central Nervous System Cancers also include amivantamab (RYBREVANT)-based regimens, 
including in combination with lazertinib (LAZCLUZE), as the only NCCN-preferred combination options for patients with 
EGFR-mutated NSCLC and brain metastases.†‡

Beyond NSCLC, RYBREVANT-based therapies are being investigated across other solid tumors: in head and neck cancer, 
where RYBREVANT FASPRO has received Breakthrough Therapy Designation and Priority Review, and colorectal cancer. 

The legal manufacturer for RYBREVANT FASPRO and RYBREVANT is Janssen Biotech, Inc. For more information, visit 
https://www.jnj.com/.

About LAZCLUZE® (lazertinib)

In 2018, Janssen Biotech, Inc., entered into a license and collaboration agreement with Yuhan Corporation for the 
development of LAZCLUZE (marketed as LECLAZA in South Korea). LAZCLUZE is an oral, third-generation, brain-
penetrant EGFR TKI that targets both the T790M mutation and activating EGFR mutations while sparing wild-type EGFR. 

The legal manufacturer for LAZCLUZE is Janssen Biotech, Inc. and Yuhan Corporation.

About INLEXZO (gemcitabine intravesical system)

INLEXZO is approved by the U.S. Food and Drug Administration (FDA) for the treatment of adult patients with Bacillus 
Calmette-Guérin (BCG)-unresponsive, non-muscle invasive bladder cancer (NMIBC) with carcinoma in situ (CIS), with or 
without papillary tumors. INLEXZO is an intravesical system enabling extended release of gemcitabine into the bladder. It is 
placed in a few minutes without general anesthesia or further monitoring immediately post -insertion within the healthcare 
provider’s office.

The safety and efficacy of INLEXZO are being evaluated in clinical trials in patients with MIBC in SunRISe-4, and NMIBC in 
SunRISe-1, SunRISe-3, and SunRISe-5.

For more information, visit https://www.jnj.com/.

https://edge.prnewswire.com/c/link/?t=0&l=en&o=4699686-1&h=1255092795&u=https%3A%2F%2Fwww.jnj.com%2Fmedia-center%2Fpress-releases%2Ffda-approves-rybrevant-faspro-amivantamab-and-hyaluronidase-lpuj-as-the-only-egfr-targeted-therapy-that-can-be-administered-once-a-month&a=received
http://www.jnj.com/
http://www.jnj.com/
https://clinicaltrials.gov/ct2/show/NCT04919512
https://clinicaltrials.gov/ct2/show/NCT04919512
https://clinicaltrials.gov/ct2/show/NCT04919512
https://clinicaltrials.gov/study/NCT04640623?term=sunrise-1&rank=1
https://clinicaltrials.gov/study/NCT04640623?term=sunrise-1&rank=1
https://clinicaltrials.gov/study/NCT04640623?term=sunrise-1&rank=1
https://clinicaltrials.gov/study/NCT05714202
https://clinicaltrials.gov/study/NCT05714202
https://clinicaltrials.gov/study/NCT05714202
https://clinicaltrials.gov/study/NCT06211764?term=sunrise-5&rank=1
https://clinicaltrials.gov/study/NCT06211764?term=sunrise-5&rank=1
https://clinicaltrials.gov/study/NCT06211764?term=sunrise-5&rank=1
http://www.jnj.com/
http://www.jnj.com/
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About AKEEGA® (niraparib and abiraterone acetate)

AKEEGA is a dual-action tablet (DAT), combining niraparib, a highly selective poly (ADP-ribose) polymerase (PARP) 
inhibitor, and abiraterone acetate, a CYP17 inhibitor. AKEEGA® together with prednisone or prednisolone was approved in 
April 2023 by the European Medicines Agency, and in August 2023 by the U.S. FDA following Priority Review, for the 
treatment of patients with BRCA-mutated metastatic castration-resistant prostate cancer (mCRPC). AKEEGA® plus 
prednisone was approved by the U.S. FDA in December 2025 under Priority Review for the treatment of patients with 
BRCA2-mutated metastatic castration-sensitive prostate cancer (mCSPC). Patients are selected for therapy based on an 
FDA-approved test for genetic alterations. Additional marketing authorization applications are under review across a 
number of countries globally.

In April 2016, Janssen Biotech, Inc. entered a worldwide (except Japan) collaboration and license agreement with 

TESARO, Inc. (acquired by GlaxoSmithKline [GSK] in 2019) for exclusive rights to niraparib in prostate cancer.

For more information, visit https://www.jnj.com/.

About ERLEADA® (apalutamide)

ERLEADA is an androgen receptor inhibitor indicated for the treatment of patients with non-metastatic castration-
resistant prostate cancer (nmCRPC) and for the treatment of patients with metastatic castration-sensitive prostate cancer 
(mCSPC). ERLEADA® received U.S. Food and Drug Administration (FDA) approval for nmCRPC in February 2018 and 
received U.S. FDA approval for mCSPC in September 2019. To date, more than 380,000 patients worldwide have been 
treated with ERLEADA®. Additional studies are ongoing to evaluate ERLEADA ® in earlier stages of prostate cancer, 
including high-risk localized and locally advanced disease.

The legal manufacturer for ERLEADA® is Janssen Biotech, Inc. For more information, visit https://www.jnj.com/.

About Pasritamig

Pasritamig (JNJ-78278343) is an investigational T-cell-redirecting bispecific antibody (bsAb) targeting human kallikrein 2 
(KLK2) on prostate cancer cells and CD3 receptor complexes on T cells, leveraging the body’s immune system to 
selectively target and eliminate cancer cells. This innovative approach is being evaluated in pretreated patients with 
metastatic castration-resistant prostate cancer (mCRPC), a patient population with limited treatment options.

About JNJ-6143 and the RIPTAC small molecule platform

JNJ-6143 is an investigational, once-daily oral targeted dual-protein lock that uses the novel RIPTAC platform. It is 
designed to bind the androgen receptor (AR), which is highly expressed in prostate cancer cells, with the objective of 
sequestering BRD4, an essential protein for cell survival. This proposed mechanism may disrupt cancer cell functioning 

and ultimately lead to cancer cell death. 

JNJ-6143 is being evaluated in Phase 1 (NCT06800313) and Phase 2 (NCT07832292) studies in patients with metastatic 

prostate cancer. It is the first investigational compound from the RIPTAC platform to advance into clinical studies.

In December 2025, Johnson & Johnson completed its acquisition of Halda Therapeutics, adding JNJ-6143 and the RIPTAC 

platform to its oncology portfolio.

https://www.jnj.com/media-center/press-releases/janssen-marks-first-approval-worldwide-for-akeega-niraparib-and-abiraterone-acetate-dual-action-tablet-with-ec-authorization-for-the-treatment-of-patients-with-metastatic-castration-resistant-prostate-cancer-with-brca1-2-mutations
https://www.jnj.com/media-center/press-releases/u-s-fda-approves-akeega-niraparib-and-abiraterone-acetate-the-first-and-only-dual-action-tablet-for-the-treatment-of-patients-with-brca-positive-metastatic-castration-resistant-prostate-cancer
http://www.jnj.com/
http://www.jnj.com/
https://c212.net/c/link/?t=0&l=en&o=2447564-1&h=2368370443&u=https%3A%2F%2Fwww.jnj.com%2Fmedia-center%2Fpress-releases%2Ferleada-apalutamide-a-next-generation-androgen-receptor-inhibitor-granted-us-fda-approval-for-the-treatment-of-patients-with-non-metastatic-castration-resistant-prostate-cancer&a=February+14%2C+2018
https://www.jnj.com/u-s-fda-approves-supplemental-new-drug-application-snda-for-erleada-apalutamide-for-the-treatment-of-patients-with-metastatic-castration-sensitive-prostate-cancer-mcspc
http://www.jnj.com/
http://www.jnj.com/
https://clinicaltrials.gov/study/NCT06800313
https://clinicaltrials.gov/study/NCT07832292
https://www.jnj.com/media-center/press-releases/johnson-johnson-completes-acquisition-of-halda-therapeutics-and-its-novel-platform-to-revolutionize-cancer-treatment-and-enable-next-generation-oral-therapies
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INDICATIONS FOR RYBREVANT FASPRO AND RYBREVANT

RYBREVANT FASPRO (amivantamab and hyaluronidase-lpuj) and RYBREVANT (amivantamab-vmjw) are indicated: 

• in combination with LAZCLUZE (lazertinib) for the first-line treatment of adult patients with locally advanced or metastatic 
NSCLC with EGFR exon 19 deletions or exon 21 L858R substitution mutations, as detected by an FDA-approved test.

• in combination with carboplatin and pemetrexed for the treatment of adult patients with locally advanced or metastatic NSCLC 
with EGFR exon 19 deletions or exon 21 L858R substitution mutations, whose disease has progressed on or after treatment 
with an EGFR tyrosine kinase inhibitor.

• in combination with carboplatin and pemetrexed for the first-line treatment of adult patients with locally advanced or 
metastatic NSCLC with EGFR exon 20 insertion mutations, as detected by an FDA-approved test. 

• as a single agent for the treatment of adult patients with locally advanced or metastatic NSCLC with EGFR exon 20 insertion 
mutations, as detected by an FDA approved test, whose disease has progressed on or after platinum-based chemotherapy.

IMPORTANT SAFETY INFORMATION FOR RYBREVANT FASPRO AND RYBREVANT

CONTRAINDICATIONS

RYBREVANT FASPRO is contraindicated in patients with known hypersensitivity to hyaluronidase or to any of its excipients.

WARNINGS AND PRECAUTIONS 

Hypersensitivity and Administration-Related Reactions with RYBREVANT FASPRO

RYBREVANT FASPRO can cause hypersensitivity and administration-related reactions (ARR); signs and symptoms of ARR include 
dyspnea, flushing, fever, chills, chest discomfort, hypotension, and vomiting. The median time to ARR onset is approximately 2 
hours.

RYBREVANT FASPRO with LAZCLUZE

In PALOMA-3 (n=206), all Grade ARR occurred in 13% of patients, including 0.5% Grade 3. Of the patients who 
experienced ARR, 89% occurred with the initial dose (Week 1, Day 1).

Premedicate with antihistamines, antipyretics, and glucocorticoids and administer RYBREVANT FASPRO as 
recommended. Monitor patients for any signs and symptoms of administration-related reactions during injection 
in a setting where cardiopulmonary resuscitation medication and equipment are available. Interrupt RYBREVANT 
FASPRO injection if ARR is suspected. Resume treatment upon resolution of symptoms or permanently 
discontinue RYBREVANT FASPRO based on severity.

Infusion-Related Reactions with RYBREVANT

RYBREVANT can cause infusion-related reactions (IRR) including anaphylaxis; signs and symptoms of IRR include dyspnea, flushing,
fever, chills, nausea, chest discomfort, hypotension, and vomiting. The median time to IRR onset is approximately 1 hour.

RYBREVANT with LAZCLUZE

In MARIPOSA (n=421), IRRs occurred in 63% of patients, including Grade 3 in 5% and Grade 4 in 1% of patients. 
IRR-related infusion modifications occurred in 54%, dose reduction in 0.7%, and permanent discontinuation of 
RYBREVANT in 4.5% of patients.
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RYBREVANT with Carboplatin and Pemetrexed

Based on the pooled safety population (n=281), IRRs occurred in 50% of patients including Grade 3 
(3.2%) adverse reactions. IRR-related infusion modifications occurred in 46%, and permanent 
discontinuation of RYBREVANT in 2.8% of patients.

RYBREVANT as a Single Agent

In CHRYSALIS (n=302), IRRs occurred in 66% of patients. IRRs occurred in 65% of patients on Week 1 Day 
1, 3.4% on Day 2 infusion, 0.4% with Week 2 infusion, and were cumulatively 1.1% with subsequent 
infusions. 97% were Grade 1-2, 2.2% were Grade 3, and 0.4% were Grade 4. The median time to onset 
was 1 hour (range: 0.1 to 18 hours) after start of infusion. IRR-related infusion modifications occurred in 
62%, and permanent discontinuation of RYBREVANT in 1.3% of patients.

Premedicate with antihistamines, antipyretics, and glucocorticoids and infuse RYBREVANT as recommended. Administer 
RYBREVANT via a peripheral line on Week 1 and Week 2 to reduce the risk of IRRs. Monitor patients for signs and 
symptoms of IRRs in a setting where cardiopulmonary resuscitation medication and equipment are available. Interrupt 
infusion if IRR is suspected. Reduce the infusion rate or permanently discontinue RYBREVANT based on severity. If an 
anaphylactic reaction occurs, permanently discontinue RYBREVANT.

Interstitial Lung Disease/Pneumonitis 

RYBREVANT FASPRO and RYBREVANT can cause severe and fatal interstitial lung disease (ILD)/pneumonitis.

RYBREVANT FASPRO with LAZCLUZE

In PALOMA-3, ILD/pneumonitis occurred in 6% of patients, including Grade 3 in 1%, Grade 4 in 1.5%, 
and fatal cases in 1.9% of patients. 5% of patients permanently discontinued RYBREVANT FASPRO and 
LAZCLUZE due to ILD/pneumonitis.

RYBREVANT with LAZCLUZE

In MARIPOSA, ILD/pneumonitis occurred in 3.1% of patients, including Grade 3 in 1.0% and Grade 4 in 
0.2% of patients. There was one fatal case of ILD/pneumonitis and 2.9% of patients permanently 
discontinued RYBREVANT and LAZCLUZE due to ILD/pneumonitis. 

RYBREVANT with Carboplatin and Pemetrexed

Based on the pooled safety population, ILD/pneumonitis occurred in 2.1% of patients with 1.8% of 
patients experiencing Grade 3 ILD/pneumonitis. 2.1% discontinued RYBREVANT due to 
ILD/pneumonitis.

RYBREVANT as a Single Agent

In CHRYSALIS, ILD/pneumonitis occurred in 3.3% of patients, with 0.7% of patients experiencing Grade 3 
ILD/pneumonitis. Three patients (1%) permanently discontinued RYBREVANT due to ILD/pneumonitis. 

Monitor patients for new or worsening symptoms indicative of ILD/pneumonitis (e.g., dyspnea, cough, 
fever). Immediately withhold RYBREVANT FASPRO or RYBREVANT and LAZCLUZE (when applicable) in patients with 
suspected ILD/pneumonitis and permanently discontinue if ILD/pneumonitis is confirmed. 

Venous Thromboembolic (VTE) Events with Concomitant Use with LAZCLUZE

RYBREVANT FASPRO and RYBREVANT in combination with LAZCLUZE can cause serious and fatal venous thromboembolic 
(VTE) events, including deep vein thrombosis and pulmonary embolism. Without prophylactic anticoagulation, the 
majority of these events occurred during the first four months of treatment.
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RYBREVANT FASPRO with LAZCLUZE

In PALOMA-3 (n=206), all Grade VTE occurred in 11% of patients and 1.5% were Grade 3. 80% (n=164) of 
patients received prophylactic anticoagulation at study entry, with an all Grade VTE incidence of 7%. In patients 
who did not receive prophylactic anticoagulation (n=42), all Grade VTE occurred in 17% of patients. In total, 0.5% 
of patients had VTE leading to dose reductions of RYBREVANT FASPRO and no patients required permanent 
discontinuation. The median time to onset of VTEs was 95 days (range: 17 to 390).

RYBREVANT with LAZCLUZE

In MARIPOSA (n=421), VTEs occurred in 36% of patients including Grade 3 in 10% and Grade 4 in 0.5% of 
patients. On-study VTEs occurred in 1.2% of patients (n=5) while receiving anticoagulation therapy. There were 
two fatal cases of VTE (0.5%), 9% of patients had VTE leading to dose interruptions of RYBREVANT, and 7% of 
patients had VTE leading to dose interruptions of LAZCLUZE; 1% of patients had VTE leading to dose reductions 
of RYBREVANT, and 0.5% of patients had VTE leading to dose rereductions of LAZCLUZE; 3.1% of patients had 
VTE leading to permanent discontinuation of RYBREVANT, and 1.9% of patients had VTE leading to permanent 
discontinuation of LAZCLUZE. The median time to onset of VTEs was 84 days (range: 6 to 777).

Administer prophylactic anticoagulation for the first four months of treatment. The use of Vitamin K antagonists is not 
recommended.

Monitor for signs and symptoms of VTE events and treat as medically appropriate. Withhold RYBREVANT FASPRO or RYBREVANT 
and LAZCLUZE based on severity. Once anticoagulant treatment has been initiated, resume RYBREVANT FASPRO or RYBREVANT 
and LAZCLUZE at the same dose level at the discretion of the healthcare provider. In the event of VTE recurrence despite 
therapeutic anticoagulation, permanently discontinue RYBREVANT FASPRO or RYBREVANT. Treatment can continue with 
LAZCLUZE at the same dose level at the discretion of the healthcare provider. Refer to the LAZCLUZE Prescribing Information f or 
recommended LAZCLUZE dosage modification.

Dermatologic Adverse Reactions

RYBREVANT FASPRO and RYBREVANT can cause severe rash including toxic epidermal necrolysis (TEN), 
dermatitis acneiform, pruritus and dry skin. 

RYBREVANT FASPRO with LAZCLUZE

In PALOMA-3, rash occurred in 80% of patients, including Grade 3 in 17% and Grade 4 in 0.5% of patients. Rash 
leading to dose reduction occurred in 11% of patients, and RYBREVANT FASPRO was permanently discontinued 
due to rash in 1.5% of patients.

RYBREVANT with LAZCLUZE

In MARIPOSA, rash occurred in 86% of patients, including Grade 3 in 26% of patients. The median time to onset 
of rash was 14 days (range: 1 to 556 days). Rash leading to dose interruptions occurred in 37% of patients for 
RYBREVANT and 30% for LAZCLUZE, rash leading to dose reductions occurred in 23% of patients for RYBREVANT 
and 19% for LAZCLUZE, and rash leading to permanent discontinuation occurred in 5% of patients for 
RYBREVANT and 1.7% for LAZCLUZE.

RYBREVANT with Carboplatin and Pemetrexed

Based on the pooled safety population, rash occurred in 82% of patients, including Grade 3 (15%) adverse 
reactions. Rash leading to dose reductions occurred in 14% of patients, and 2.5% permanently discontinued 
RYBREVANT and 3.1% discontinued pemetrexed.
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RYBREVANT as a Single Agent

In CHRYSALIS, rash occurred in 74% of patients, including Grade 3 in 3.3% of patients. The median time to onset of 
rash was 14 days (range: 1 to 276 days). Rash leading to dose reduction occurred in 5% and permanent 
discontinuation due to rash occurred in 0.7% of patients. Toxic epidermal necrolysis occurred in one patient (0.3%). 

When initiating treatment with RYBREVANT FASPRO or RYBREVANT and LAZCLUZE, prophylactic and concomitant medications are 
recommended to reduce the risk and severity of dermatologic adverse reactions. Instruct patients to limit sun exposure during and 
for 2 months after treatment. Advise patients to wear protective clothing and use broad spectrum UVA/UVB sunscreen.

If skin reactions develop, administer supportive care including topical corticosteroids and topical and/or oral antibiotics. For Grade 3 
reactions, add oral steroids and consider dermatologic consultation. Promptly refer patients presenting with severe rash, aty pical 
appearance or distribution, or lack of improvement within 2 weeks to a dermatologist. For patients receiving RYBREVANT FASPRO or 
RYBREVANT in combination with LAZCLUZE, withhold, reduce the dose, or permanently discontinue both drugs based on severity. 
For patients receiving RYBREVANT FASPRO or RYBREVANT as a single agent or in combination with carboplatin and pemetrexed, 
withhold, dose reduce or permanently discontinue RYBREVANT FASPRO or RYBREVANT based on severity

Hepatotoxicity
LAZCLUZE in combination with amivantamab can cause severe hepatotoxicity (including increased ALT and AST).

RYBREVANT with LAZCLUZE

In MARIPOSA, based on adverse reaction data, hepatotoxicity occurred in 49% of patients treated with LAZCLUZE, 
including Grade 3 in 9.3% of patients and Grade 4 in 0.5%. LAZCLUZE was interrupted for an adverse reaction of 
hepatotoxicity in 8% of patients, the dose was reduced in 1.4% and permanently discontinued in 0.2%. 

Perform liver function tests (including ALT, AST, and total bilirubin) before initiation of LAZCLUZE and during treatment, as clinically 
indicated. Withhold, reduce the dose, or permanently discontinue LAZCLUZE and amivantamab based on severity.

Ocular Toxicity

RYBREVANT FASPRO and RYBREVANT can cause ocular toxicity including keratitis, blepharitis, dry eye symptoms, conjunctival 
redness, blurred vision, visual impairment, ocular itching, eye pruritus and uveitis. 

RYBREVANT FASPRO with LAZCLUZE

In PALOMA-3, all Grade ocular toxicity occurred in 13% of patients, including 0.5% Grade 3.

RYBREVANT with LAZCLUZE

In MARIPOSA, ocular toxicity occurred in 16%, including Grade 3 or 4 ocular toxicity in 0.7% of patients.

RYBREVANT with Carboplatin and Pemetrexed

Based on the pooled safety population, ocular toxicity occurred in 16% of patients. All events were Grade 1 or 2.

RYBREVANT as a Single Agent

In CHRYSALIS, keratitis occurred in 0.7% and uveitis occurred in 0.3% of patients. All events were Grade 1 -2.

Promptly refer patients presenting with new or worsening eye symptoms to an ophthalmologist. Withhold, dose reduce or 
permanently discontinue RYBREVANT FASPRO or RYBREVANT and continue LAZCLUZE based on severity.
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Embryo-Fetal Toxicity

Based on animal models, RYBREVANT FASPRO, RYBREVANT and LAZCLUZE can cause fetal harm when administered to a pregnant 
woman. Verify pregnancy status of females of reproductive potential prior to initiating RYBREVANT FASPRO and RYBREVANT. 
Advise pregnant women and females of reproductive potential of the potential risk to the fetus. Advise patients of reproducti ve 
potential to use effective contraception during treatment and for 3 months after the last dose of RYBREVANT FASPRO or 
RYBREVANT, and for 3 weeks after the last dose of LAZCLUZE.

ADVERSE REACTIONS

RYBREVANT FASPRO with LAZCLUZE

In PALOMA-3 (n=206), the most common adverse reactions (≥20%) were rash (80%), nail toxicity (58%), musculoskeletal pain 
(50%), fatigue (37%), stomatitis (36%), edema (34%), nausea (30%), diarrhea (22%), vomiting (22%), constipation (22%), decreased
appetite (22%), and headache (21%). The most common Grade 3 or 4 laboratory abnormalities (≥2%) were decreased lymphocyte 
count (6%), decreased sodium (5%), decreased potassium (5%), decreased albumin (4.9%), increased alanine aminotransferase 
(3.4%), decreased platelet count (2.4%), increased aspartate aminotransferase (2%), increased gamma-glutamyl transferase (2%), 
and decreased hemoglobin (2%). 

Serious adverse reactions occurred in 33% of patients, with those occurring in ≥2% of patients including ILD/pneumonitis (6%) ; and 
pneumonia, VTE and fatigue (2.4% each). Death due to adverse reactions occurred in 5% of patients treated with RYBREVANT 
FASPRO, including ILD/pneumonitis (1.9%), pneumonia (1.5%), and respiratory failure and sudden death (1% each).

RYBREVANT with LAZCLUZE

In MARIPOSA (n=421), the most common adverse reactions (ARs) (≥20%) were rash (86%), nail toxicity (71%), infusion -related 
reactions (IRRs) (RYBREVANT) (63%), musculoskeletal pain (47%), stomatitis (43%), edema (43%), VTE (36%), paresthesia (35%), 
fatigue (32%), diarrhea (31%), constipation (29%), COVID-19 (26%), hemorrhage (25%), dry skin (25%), decreased appetite (24%), 
pruritus (24%), and nausea (21%). The most common Grade 3 or 4 laboratory abnormalities (≥2%) were decreased albumin (8%), 
decreased sodium (7%), increased ALT (7%), decreased potassium (5%), decreased hemoglobin (3.8%), increased AST (3.8%), 
increased GGT (2.6%), and increased magnesium (2.6%). 

Serious ARs occurred in 49% of patients, with those occurring in ≥2% of patients including VTE (11%), pneumonia (4%), 
ILD/pneumonitis and rash (2.9% each), COVID-19 (2.4%), and pleural effusion and IRRs (RYBREVANT) (2.1% each). Fatal ARs 
occurred in 7% of patients due to death not otherwise specified (1.2%); sepsis and respiratory failure (1% each); pneumonia, 
myocardial infarction, and sudden death (0.7% each); cerebral infarction, pulmonary embolism (PE), and COVID -19 infection (0.5% 
each); and ILD/pneumonitis, acute respiratory distress syndrome (ARDS), and cardiopulmonary arrest (0.2% each).

RYBREVANT with Carboplatin and Pemetrexed

In MARIPOSA-2 (n=130), the most common ARs (≥20%) were rash (72%), IRRs (59%), fatigue (51%), nail toxicity (45%), nausea 
(45%), constipation (39%), edema (36%), stomatitis (35%), decreased appetite (31%), musculoskeletal pain (30%), vomiting (25% ), 
and COVID-19 (21%). The most common Grade 3 to 4 laboratory abnormalities (≥2%) were decreased neutrophils (49%), 
decreased white blood cells (42%), decreased lymphocytes (28%), decreased platelets (17%), decreased hemoglobin (12%), 
decreased potassium (11%), decreased sodium (11%), increased alanine aminotransferase (3.9%), decreased albumin (3.8%), and 
increased gamma-glutamyl transferase (3.1%). 

In MARIPOSA-2, serious ARs occurred in 32% of patients, with those occurring in >2% of patients including dyspnea (3.1%), 
thrombocytopenia (3.1%), sepsis (2.3%), and PE (2.3%). Fatal ARs occurred in 2.3% of patients; these included respiratory fai lure, 
sepsis, and ventricular fibrillation (0.8% each). 

In PAPILLON (n=151), the most common ARs (≥20%) were rash (90%), nail toxicity (62%), stomatitis (43%), IRRs (42%), fatigue 
(42%), edema (40%), constipation (40%), decreased appetite (36%), nausea (36%), COVID-19 (24%), diarrhea (21%), and vomiting 
(21%). The most common Grade 3 to 4 laboratory abnormalities (≥2%) were decreased albumin (7%), increased alanine 
aminotransferase (4%), increased gamma-glutamyl transferase (4%), decreased sodium (7%), decreased potassium (11%), 
decreased magnesium (2%), and decreases in white blood cells (17%), hemoglobin (11%), neutrophils (36%), platelets (10%), and
lymphocytes (11%). 
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In PAPILLON, serious ARs occurred in 37% of patients, with those occurring in ≥2% of patients including rash, pneumonia, ILD, PE, 
vomiting, and COVID-19. Fatal adverse reactions occurred in 7 patients (4.6%) due to pneumonia, cerebrovascular accident, cardio-
respiratory arrest, COVID-19, sepsis, and death not otherwise specified.

RYBREVANT as a Single Agent

In CHRYSALIS (n=129), the most common ARs (≥20%) were rash (84%), IRR (64%), paronychia (50%), musculoskeletal pain (47%), 
dyspnea (37%), nausea (36%), fatigue (33%), edema (27%), stomatitis (26%), cough (25%), constipation (23%), and vomiting (22% ). 
The most common Grade 3 to 4 laboratory abnormalities (≥2%) were decreased lymphocytes (8%), decreased albumin (8%), 
decreased phosphate (8%), decreased potassium (6%), increased alkaline phosphatase (4.8%), increased glucose (4%), increased 
gamma-glutamyl transferase (4%), and decreased sodium (4%). 

Serious ARs occurred in 30% of patients, with those occurring in ≥2% of patients including PE, pneumonitis/ILD, dyspnea, 
musculoskeletal pain, pneumonia, and muscular weakness. Fatal adverse reactions occurred in 2 patients (1.5%) due to pneumoni a 
and 1 patient (0.8%) due to sudden death.

LAZCLUZE DRUG INTERACTIONS

Avoid concomitant use of LAZCLUZE with strong and moderate CYP3A4 inducers. Consider an alternate concomitant medication 
with no potential to induce CYP3A4. 

Monitor for adverse reactions associated with a CYP3A4 or BCRP substrate where minimal concentration changes may lead to 
serious adverse reactions, as recommended in the approved product labeling for the CYP3A4 or BCRP substrate.

Please see full Prescribing Information for RYBREVANT FASPRO, RYBREVANT and LAZCLUZE.

cp-491009v2

INLEXZO INDICATION AND IMPORTANT SAFETY INFORMATION

INDICATION
INLEXZO (gemcitabine intravesical system) is indicated for the treatment of adult patients with Bacillus Calmette-Guérin (BCG)-
unresponsive, non-muscle invasive bladder cancer (NMIBC) with carcinoma in situ (CIS), with or without papillary tumors.

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS

INLEXZO is contraindicated in patients with:

• Perforation of the bladder.
• Prior hypersensitivity reactions to gemcitabine or any component of the product.

WARNINGS AND PRECAUTIONS

Risks in Patients with Perforated Bladder
INLEXZO may lead to systemic exposure to gemcitabine and to severe adverse reactions if administered to patients with a 
perforated bladder or to those in whom the integrity of the bladder mucosa has been compromised.

Evaluate the bladder before the intravesical administration of INLEXZO and do not administer to patients with a perforated bl adder 
or mucosal compromise until bladder integrity has been restored.

Risk of Metastatic Bladder Cancer with Delayed Cystectomy
Delaying cystectomy in patients with BCG-unresponsive CIS could lead to development of muscle invasive or metastatic bladder 
cancer, which can be lethal. The risk of developing muscle invasive or metastatic bladder cancer increases the longer cystectomy is 
delayed in the presence of persisting CIS.

https://www.jnjlabels.com/package-insert/product-monograph/prescribing-information/RYBREVANT+Faspro-pi.pdf
https://www.jnjlabels.com/package-insert/product-monograph/prescribing-information/RYBREVANT+Faspro-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/RYBREVANT-pi.pdf
https://www.jnjlabels.com/package-insert/product-monograph/prescribing-information/LAZCLUZE-pi.pdf
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Of the 83 evaluable patients with BCG-unresponsive CIS treated with INLEXZO in Cohort 2 of SunRISe-1, 7 patients (8%) progressed
to muscle invasive (T2 or greater) bladder cancer. Three patients (3.5%) had progression determined at the time of cystectomy . 
The median time between determination of persistent or recurrent CIS or T1 and progression to muscle invasive disease was 94 
days.

Magnetic Resonance Imaging (MRI) Safety
INLEXZO can only be safely scanned with MRI under certain conditions. Refer to section 5.3 of the USPI for details on conditi ons.

Embryo-Fetal Toxicity
Based on animal data and its mechanism of action, INLEXZO can cause fetal harm when administered to a pregnant woman if 
systemic exposure occurs. In animal reproduction studies, systemic administration of gemcitabine was teratogenic, embryotoxic , 
and fetotoxic in mice and rabbits.

Advise pregnant women and females of reproductive potential of the potential risk to a fetus. Advise females of reproductive 
potential to use effective contraception during treatment and for 6 months after final removal of INLEXZO. Advise male patien ts 
with female partners of reproductive potential to use effective contraception during treatment and for 3 months after final 
removal of INLEXZO.

ADVERSE REACTIONS
Serious adverse reactions occurred in 24% of patients receiving INLEXZO. Serious adverse reactions that occurred in >2% of 
patients included urinary tract infection, hematuria, pneumonia, and urinary tract pain. Fatal adverse reactions occurred in 1.2% 
of patients who received INLEXZO, including cognitive disorder.

The most common (>15%) adverse reactions, including laboratory abnormalities, were urinary frequency, urinary tract infection , 
dysuria, micturition urgency, decreased hemoglobin, increased lipase, urinary tract pain, decreased lymphocytes, hematuria, 
increased creatinine, increased potassium, increased AST, decreased sodium, bladder irritation, and increased ALT.

USE IN SPECIFIC POPULATIONS

Pregnancy
There are no available data on the use of INLEXZO in pregnant women to inform a drug -associated risk.

Please see Embryo-Fetal Toxicity for risk information related to pregnancy.

Lactation
Because of the potential for serious adverse reactions in breastfed infants, advise women not to breastfeed during treatment and
for 1 week after final removal of INLEXZO.

Females and Males of Reproductive Potential
Pregnancy Testing - Verify pregnancy status in females of reproductive potential prior to initiating INLEXZO.
Contraception - Please see Embryo-Fetal Toxicity for information regarding contraception.
Infertility (Males) - Based on animal studies, INLEXZO may impair fertility in males of reproductive potential. It is not known 

whether these effects on fertility are reversible.

Geriatric Use
Of the patients given INLEXZO monotherapy in Cohort 2 of SunRISe-1, 72% were 65 years of age or older and 34% were 75 years 
or older. There were insufficient numbers of patients <65 years of age to determine if these patients respond differently to 
patients 65 years of age and older.

Please read full Prescribing Information and Instructions for Use for INLEXZO .

cp-520096v1

https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/INLEXZO-pi.pdf
https://www.janssenlabels.com/package-insert/product-instructions-for-use/INLEXZO-ifu.pdf
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AKEEGA INDICATIONS AND IMPORTANT SAFETY INFORMATION

INDICATIONS

AKEEGA® is a combination of niraparib, a poly (ADP-ribose) polymerase (PARP) inhibitor, and abiraterone acetate, a CYP17 
inhibitor indicated with prednisone for the treatment of adult patients with:

• deleterious or suspected deleterious BRCA2-mutated (BRCA2m) metastatic castration-sensitive prostate cancer 
(mCSPC).

• deleterious or suspected deleterious BRCA-mutated (BRCAm) metastatic castration-resistant prostate cancer 
(mCRPC).

• Select patients for therapy based on an FDA approved test for AKEEGA ®

IMPORTANT SAFETY INFORMATION

WARNINGS AND PRECAUTIONS

Myelodysplastic Syndrome/Acute Myeloid Leukemia
AKEEGA® may cause myelodysplastic syndrome/acute myeloid leukemia (MDS/AML).

In the individual AMPLITUDE and MAGNITUDE studies, MDS or AML, including cases with fatal outcomes, were reported in 
0.6% (2/347) and 0.5% (1/212) of patients treated with AKEEGA® plus prednisone, respectively.

All patients in other tumor types treated with niraparib, a component of AKEEGA ®, who developed secondary MDS/cancer-
therapy-related AML had received previous chemotherapy with platinum agents and/or other DNA -damaging agents, 
including radiotherapy.

For suspected MDS/AML or prolonged hematological toxicities, refer the patient to a hematologist for further evaluation. 
Discontinue AKEEGA® if MDS/AML is confirmed.

Myelosuppression
AKEEGA® may cause myelosuppression (anemia, thrombocytopenia, or neutropenia).

In AMPLITUDE, Grade 3-4 anemia, neutropenia, and thrombocytopenia were reported, respectively in 29%, 10%, and 4.9% 
of patients receiving AKEEGA®. Overall, 25% of patients with anemia required a red blood cell transfusion, including 15% 
who required more than one transfusion. Discontinuation due to anemia occurred in 1.2% of patients.

In MAGNITUDE Cohort 1, Grade 3-4 anemia, thrombocytopenia, and neutropenia were reported, respectively in 28%, 8%, 
and 7% of patients receiving AKEEGA®. Overall, 27% of patients with anemia required a red blood cell transfusion, including 
19.5% who required more than one transfusion. Discontinuation due to anemia occurred in 3% of patients.

Monitor complete blood counts weekly during the first month of AKEEGA® treatment, every two weeks for the next two 
months, monthly for the remainder of the first year and then every other month, and as clinically indicated. Do not start 
AKEEGA® until patients have adequately recovered from hematologic toxicity caused by previous therapy. If hematologic 
toxicities do not resolve within 28 days following interruption, discontinue AKEEGA ® and refer the patient to a 
hematologist for further investigations, including bone marrow analysis and blood sample for cytogenetics.

Hypokalemia, Fluid Retention, and Cardiovascular Adverse Reactions
AKEEGA® may cause hypokalemia and fluid retention as a consequence of increased mineralocorticoid levels resulting from 
CYP17 inhibition. In post-marketing experience, QT prolongation and Torsades de Pointes have been observed in patients 
who develop hypokalemia while taking abiraterone acetate, a component of AKEEGA®. Hypertension and hypertensive 
crisis have also been reported in patients treated with niraparib, a component of AKEEGA ®.

In AMPLITUDE, which used prednisone 5 mg daily in combination with AKEEGA®, Grades 3-4 hypokalemia was detected in 
9% of patients on the AKEEGA® arm, and Grades 3-4 hypertension was observed in 30% of patients on the AKEEGA ® arm.
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In MAGNITUDE Cohort 1, which used prednisone 10 mg daily in combination with AKEEGA ®, Grades 3-4 hypokalemia was 
detected in 2.7% of patients on the AKEEGA® arm and Grades 3-4 hypertension was observed in 14% of patients on the 
AKEEGA® arm.

Monitor patients for hypertension, hypokalemia, and fluid retention at least weekly for the first two months, then once a 
month. Closely monitor patients whose underlying medical conditions might be compromised by increases in blood 
pressure, hypokalemia, or fluid retention, such as those with heart failure, recent myocardial infarction, cardiovascular 
disease, or ventricular arrhythmia. Control hypertension and correct hypokalemia before and during treatment with 
AKEEGA®. Discontinue AKEEGA® in patients who develop hypertensive crisis or other severe cardiovascular adverse 
reactions.

The safety of AKEEGA® in patients with New York Heart Association (NYHA) Class II to IV heart failure has not been 
established because these patients were excluded from AMPLITUDE and MAGNITUDE.

Hepatotoxicity
AKEEGA® may cause hepatotoxicity.

Hepatotoxicity in patients receiving abiraterone acetate, a component of AKEEGA ®, has been reported in clinical trials. In 
post-marketing experience, there have been abiraterone acetate-associated severe hepatic toxicity, including fulminant 
hepatitis, acute liver failure, and deaths.

In AMPLITUDE, Grade 3-4 ALT or AST increases (at least 5x ULN) were reported in 1.9% and 1.3% of patients, respectively.

In MAGNITUDE Cohort 1, Grade 3-4 ALT or AST increases (at least 5x ULN) were reported in 1.8% and 0.9% of patients 
respectively.

The safety of AKEEGA in patients with moderate or severe hepatic impairment has not been established as these patients 
were excluded from AMPLITUDE and MAGNITUDE.

Measure serum transaminases (ALT and AST) and bilirubin levels prior to starting treatment with AKEEGA ®, every two 
weeks for the first three months of treatment and monthly thereafter. Promptly measure serum total bilirubin, AST, and 
ALT if clinical symptoms or signs suggestive of hepatotoxicity develop. Elevations of AST, ALT, or bilirubin from the patient’s 
baseline should prompt more frequent monitoring and may require dosage modifications.

Permanently discontinue AKEEGA® for patients who develop a concurrent elevation of ALT greater than 3 x ULN and total 
bilirubin greater than 2 x ULN in the absence of biliary obstruction or other causes responsible for the concurrent 
elevation, or in patients who develop ALT or AST ≥20 x ULN at any time after receiving AKEEGA ®.

Adrenocortical Insufficiency
AKEEGA® may cause adrenal insufficiency.

Adrenocortical insufficiency has been reported in clinical trials in patients receiving abiraterone acetate, a component of 
AKEEGA®, in combination with prednisone, following interruption of daily steroids and/or with concurrent infection or 
stress. Monitor patients for symptoms and signs of adrenocortical insufficiency, particularly if patients are withdrawn from 
prednisone, have prednisone dose reductions, or experience unusual stress. Symptoms and signs of adrenocortical 
insufficiency may be masked by adverse reactions associated with mineralocorticoid excess seen in patients treated with 
abiraterone acetate. If clinically indicated, perform appropriate tests to confirm the diagnosis of adrenocortical 
insufficiency. Increased doses of corticosteroids may be indicated before, during, and after stressful situations.

Hypoglycemia
AKEEGA® may cause hypoglycemia in patients being treated with other medications for diabetes.

Severe hypoglycemia has been reported when abiraterone acetate, a component of AKEEGA ®, was administered to 
patients receiving medications containing thiazolidinediones (including pioglitazone) or repaglinide.

Monitor blood glucose in patients with diabetes during and after discontinuation of treatment with AKEEGA ®. Assess if 
antidiabetic drug dosage needs to be adjusted to minimize the risk of hypoglycemia.



ESMO 2026 Abstracts | Johnson & Johnson

Increased Fractures and Mortality in Combination with Radium 223 Dichloride
AKEEGA® with prednisone is not recommended for use in combination with Ra -223 dichloride outside of clinical trials.

The clinical efficacy and safety of concurrent initiation of abiraterone acetate plus prednisone/prednisolone and radium Ra 
223 dichloride was assessed in a randomized, placebo-controlled multicenter study (ERA-223 trial) in 806 patients with 
asymptomatic or mildly symptomatic castration-resistant prostate cancer with bone metastases. The study was unblinded 
early based on an Independent Data Monitoring Committee recommendation.

At the primary analysis, increased incidences of fractures (29% vs 11%) and deaths (39% vs 36%) have been observed in 
patients who received abiraterone acetate plus prednisone/prednisolone in combination with radium Ra 223 dichloride 
compared to patients who received placebo in combination with abiraterone acetate plus prednisone.

It is recommended that subsequent treatment with Ra-223 not be initiated for at least five days after the last 
administration of AKEEGA®, in combination with prednisone.

Posterior Reversible Encephalopathy Syndrome
AKEEGA® may cause Posterior Reversible Encephalopathy Syndrome (PRES).

PRES has been observed in patients treated with niraparib as a single agent at higher than the recommended dose of 
niraparib included in AKEEGA®.

Monitor all patients treated with AKEEGA® for signs and symptoms of PRES. If PRES is suspected, promptly discontinue 
AKEEGA® and administer appropriate treatment. The safety of reinitiating AKEEGA ® in patients previously experiencing 
PRES is not known.

Embryo-Fetal Toxicity
The safety and efficacy of AKEEGA® have not been established in females. Based on animal reproductive studies and 
mechanism of action, AKEEGA® can cause fetal harm and loss of pregnancy when administered to a pregnant female.

Niraparib has the potential to cause teratogenicity and/or embryo-fetal death since niraparib is genotoxic and targets 
actively dividing cells in animals and patients (e.g., bone marrow).

In animal reproduction studies, oral administration of abiraterone acetate to pregnant rats during organogenesis caused 
adverse developmental effects at maternal exposures approximately ≥ 0.03 times the human exposure (AUC) at the 
recommended dose.

Advise males with female partners of reproductive potential to use effective contraception during treatment and for 4 
months after the last dose of AKEEGA®. Females who are or may become pregnant should handle AKEEGA ® with 
protection, e.g., gloves.

ADVERSE REACTIONS
BRCA2-mutated Metastatic Castration-Sensitive Prostate Cancer (mCSPC)
Serious adverse reactions occurred in 36% of patients who received AKEEGA®. Serious adverse reactions reported in >2% of 
patients included anemia (4.9%), and pneumonia (3.7%). Fatal adverse reactions occurred in 4.9% of patients who received 
AKEEGA®, including sudden death (1.9%), COVID-19 pneumonia (1.2%), pneumocystis jirovecii pneumonia (0.6%), 
pneumonia (0.6%), and cardio-respiratory arrest (0.6%).

The most common adverse reactions (>20%), including laboratory abnormalities, in patients who received AKEEGA ® were 
decreased hemoglobin, decreased lymphocyte count, hypertension, decreased neutrophil count, musculoskeletal pain, 
decreased platelet count, constipation, fatigue, decreased potassium, increase creatinine, nausea, increased alkaline 
phosphate, increased aspartate aminotransferase, respiratory tract infection, arrhythmia, increased blood bilirubin, and 
fluid retention/edema.

BRCA-mutated Metastatic Castration-Resistant Prostate Cancer (mCRPC)
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Serious adverse reactions occurred in 41% of patients who received AKEEGA®. Serious adverse reactions reported in >2% of 
patients included COVID-19 (7%), anemia (4.4%), pneumonia (3.5%), and hemorrhage (3.5%). Fatal adverse reactions 
occurred in 9% of patients who received AKEEGA®, including COVID-19 (5%), cardiopulmonary arrest (1%), dyspnea (1%), 
pneumonia (1%), and septic shock (1%).

The most common adverse reactions (>20%), including laboratory abnormalities, in patients who received AKEEGA ® were 
hemoglobin decreased, lymphocyte decreased, musculoskeletal pain, fatigue, platelets decreased, constipation, alkaline 
phosphatase increased, hypertension, nausea, neutrophils decreased, creatinine increased, potassium increased, 
potassium decreased, and aspartate aminotransferase increased.

DRUG INTERACTIONS

Effect of Other Drugs on AKEEGA®

Avoid coadministration with strong CYP3A4 inducers.
Abiraterone is a substrate of CYP3A4. Strong CYP3A4 inducers may decrease abiraterone concentrations, which may 
reduce the effectiveness of abiraterone.

Effects of AKEEGA® on Other Drugs
CYP2D6 Substrates
Avoid coadministration unless otherwise recommended in the Prescribing Information for CYP2D6 substrates for which 
minimal changes in concentration may lead to serious toxicities. If alternative treatments cannot be used, consider a dose 
reduction of the concomitant CYP2D6 substrate drug.

Abiraterone is a CYP2D6 moderate inhibitor. AKEEGA® increases the concentration of CYP2D6 substrates, which may 
increase the risk of adverse reactions related to these substrates.

CYP2C8 Substrates
Monitor patients for signs of toxicity related to a CYP2C8 substrate for which a minimal change in plasma concentration 
may lead to serious or life-threatening adverse reactions.

Abiraterone is a CYP2C8 inhibitor. AKEEGA® increases the concentration of CYP2C8 substrates, which may increase the risk 
of adverse reactions related to these substrates.

USE IN SPECIFIC POPULATIONS

Geriatric Use

Of the 162 patients with BRCA2 gene alteration(s) who received AKEEGA® in AMPLITUDE, 40% of patients were less than 65 
years, 36% of patients were 65 years to 74 years, and 23% were 75 years and over.

Of the 113 patients with BRCA gene alteration(s) who received AKEEGA® in MAGNITUDE, 34.5% of patients were less than 
65 years, 38.9% of patients were 65 years to 74 years, and 26.5% were 75 years and over.

No overall differences in effectiveness were observed between patients 65 years of age or older and younger patients in 
AMPLITUDE or MAGNITUDE. Patients 75 years of age or older who received AKEEGA ® experienced a higher incidence of 
fatal adverse reactions than younger patients. The incidence of fatal adverse reactions was 4.3% in patients younger than 
75 and 13% in patients 75 or older.

Hepatic Impairment

Avoid use in patients with moderate or severe hepatic impairment. No dosage modification is necessary for patients with 
mild hepatic impairment.

Renal Impairment

Monitor patients with severe renal impairment for increased adverse reactions and modify dosage as recommended for 
adverse reactions. No dosage modification is recommended for patients with mild to moderate renal impairment.

Please see the full Prescribing Information for AKEEGA®.

https://www.jnjlabels.com/package-insert/product-monograph/prescribing-information/AKEEGA-pi.pdf
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ERLEADA INDICATIONS AND IMPORTANT SAFETY INFORMATION

INDICATIONS

ERLEADA (apalutamide) is an androgen receptor inhibitor indicated for the treatment of patients with:

• Metastatic castration-sensitive prostate cancer (mCSPC)

• Non-metastatic castration-resistant prostate cancer (nmCRPC)

IMPORTANT SAFETY INFORMATION

WARNINGS AND PRECAUTIONS

Cerebrovascular and Ischemic Cardiovascular Events, including events leading to death, occurred in patients receiving 
ERLEADA. Monitor for signs and symptoms of ischemic heart disease and cerebrovascular disorders. Optimize 
management of cardiovascular risk factors, such as hypertension, diabetes, or dyslipidemia. Consider discontinuation of 
ERLEADA for Grade 3 and 4 events.

In a randomized study (SPARTAN) of patients with nmCRPC, ischemic cardiovascular events occurred in 3.7% of patients 
treated with ERLEADA and 2% of patients treated with placebo. In a randomized study (TITAN) in patients with mCSPC, 
ischemic cardiovascular events occurred in 4.4% of patients treated with ERLEADA and 1.5% of patients treated with 
placebo. Across the SPARTAN and TITAN studies, 4 patients (0.3%) treated with ERLEADA and 2 patients (0.2%) treated 
with placebo died from an ischemic cardiovascular event. Patients with history of unstable angina, myocardial infarction, 
congestive heart failure, stroke, or transient ischemic attack within 6 months of randomization were excluded from the 
SPARTAN and TITAN studies.

In the SPARTAN study, cerebrovascular events occurred in 2.5% of patients treated with ERLEADA and 1% of patients 
treated with placebo. In the TITAN study, cerebrovascular events occurred in 1.9% of patients treated with ERLEADA and 
2.1% of patients treated with placebo. Across the SPARTAN and TITAN studies, 3 patients (0.2%) treated with ERLEADA 
and 2 patients (0.2%) treated with placebo died from a cerebrovascular event.

Fractures occurred in patients receiving ERLEADA. Evaluate patients for fracture risk. Monitor and manage patients at risk 
for fractures according to established treatment guidelines and consider use of bone-targeted agents.

In a randomized study (SPARTAN) of patients with nmCRPC, fractures occurred in 12% of patients treated with ERLEADA 
and in 7% of patients treated with placebo. In a randomized study (TITAN) of patients with mCSPC, fractures occurred in 
9% of patients treated with ERLEADA and in 6% of patients treated with placebo.

Falls occurred in patients receiving ERLEADA with increased frequency in the elderly. Evaluate patients for fall risk.

In a randomized study (SPARTAN), falls occurred in 16% of patients treated with ERLEADA compared with 9% of patients 
treated with placebo. Falls were not associated with loss of consciousness or seizure.

Seizure occurred in patients receiving ERLEADA. Permanently discontinue ERLEADA in patients who develop a seizure 
during treatment. It is unknown whether anti-epileptic medications will prevent seizures with ERLEADA. Advise patients 
of the risk of developing a seizure while receiving ERLEADA and of engaging in any activity where sudden loss of 
consciousness could cause harm to themselves or others.

In two randomized studies (SPARTAN and TITAN), five patients (0.4%) treated with ERLEADA and one patient treated with 
placebo (0.1%) experienced a seizure. Seizure occurred from 159 to 650 days after initiation of ERLEADA. Patients with a 
history of seizure or, predisposing factors for seizure, or receiving drugs known to decrease the seizure threshold or to 
induce seizure were excluded. There is no clinical experience in re -administering ERLEADA to patients who experienced a 
seizure.
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Severe Cutaneous Adverse Reactions — Fatal and life-threatening cases of severe cutaneous adverse reactions (SCARs), 
including Stevens-Johnson syndrome/toxic epidermal necrolysis (SJS/TEN), and drug reaction with eosinophilia and 
systemic symptoms (DRESS) occurred in patients receiving ERLEADA.
Monitor patients for the development of SCARs. Advise patients of the signs and symptoms of SCARs (eg, a prodrome of 
fever, flu-like symptoms, mucosal lesions, progressive skin rash, or lymphadenopathy). If a SCAR is suspected, interrupt 
ERLEADA until the etiology of the reaction has been determined. Consultation with a dermatologist is recommended. If a 
SCAR is confirmed, or for other Grade 4 skin reactions, permanently discontinue ERLEADA [see Dosage and Administration 
(2.2)].

Interstitial Lung Disease (ILD)/Pneumonitis — Fatal and life-threatening interstitial lung disease (ILD) or pneumonitis can 
occur in patients treated with ERLEADA.

Post-marketing cases of ILD/pneumonitis, including fatal cases, occurred in patients treated with ERLEADA. Across clinical 
trials (TITAN and SPARTAN, n=1327), 0.8% of patients treated with ERLEADA experienced ILD/pneumonitis, including 0.2% 
who experienced Grade 3 events [see Adverse Reactions (6.1, 6.2)].
Monitor patients for new or worsening symptoms indicative of ILD/pneumonitis (eg, dyspnea, cough, fever). Immediately 
withhold ERLEADA if ILD/pneumonitis is suspected. Permanently discontinue ERLEADA in patients with severe 
ILD/pneumonitis or if no other potential causes of ILD/pneumonitis are identified [see Dosage and Administration (2.2)].

Embryo-Fetal Toxicity — The safety and efficacy of ERLEADA have not been established in females. Based on findings 
from animals and its mechanism of action, ERLEADA can cause fetal harm and loss of pregnancy when administered to a 
pregnant female. Advise males with female partners of reproductive potential to use effective contraception during 
treatment and for 3 months after the last dose of ERLEADA [see Use in Specific Populations (8.1, 8.3)].

Interference with Immunoassay Measurement of Digoxin

ERLEADA can interfere with certain digoxin immunoassays (e.g., Chemiluminescent Microparticle Immunoassays), 
resulting in falsely elevated digoxin plasma concentration results. Notify the laboratory conducting the digoxin plasma 
concentration assay to use an appropriate method in patients receiving ERLEADA and digoxin [see Drug Interactions 
(7.3)].

ADVERSE REACTIONS

The most common adverse reactions (≥10%) that occurred more frequently in the ERLEADA-treated patients (≥2% over 
placebo) from the randomized placebo-controlled clinical trials (TITAN and SPARTAN) were fatigue, arthralgia, rash, 
decreased appetite, fall, weight decreased, hypertension, hot flush, diarrhea, and fracture.

Laboratory Abnormalities — All Grades (Grade 3-4)

• Hematology — In the TITAN study: white blood cell decreased ERLEADA 27% (0.4%), placebo 19% (0.6%). In the 
SPARTAN study: anemia ERLEADA 70% (0.4%), placebo 64% (0.5%); leukopenia ERLEADA 47% (0.3%), placebo 29% 
(0%); lymphopenia ERLEADA 41% (1.8%), placebo 21% (1.6%)

• Chemistry — In the TITAN study: hypertriglyceridemia ERLEADA 17% (2.5%), placebo 12% (2.3%). In the SPARTAN 
study: hypercholesterolemia ERLEADA 76% (0.1%), placebo 46% (0%); hyperglycemia ERLEADA 70% (2%), placebo 59% 
(1.0%); hypertriglyceridemia ERLEADA 67% (1.6%), placebo 49% (0.8%); hyperkalemia ERLEADA 32% (1.9%), placebo 
22% (0.5%)

Rash — In 2 randomized studies (SPARTAN and TITAN), rash was most commonly described as macular or maculopapular. 
Adverse reactions of rash were 26% with ERLEADA vs 8% with placebo. Grade 3 rashes (defined as covering >30% body 
surface area [BSA]) were reported with ERLEADA treatment (6%) vs placebo (0.5%).
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The onset of rash occurred at a median of 83 days. Rash resolved in 78% of patients within a median of 78 days from 
onset of rash. Rash was commonly managed with oral antihistamines and topical corticosteroids, and 19% of patients 
received systemic corticosteroids. Dose reduction or dose interruption occurred in 14% and 28% of patients, respectively. 
Of the patients who had dose interruption, 59% experienced recurrence of rash upon reintroduction of ERLEADA.

Hypothyroidism — In 2 randomized studies (SPARTAN and TITAN), hypothyroidism was reported for 8% of patients 
treated with ERLEADA and 1.5% of patients treated with placebo based on assessments of thyroid-stimulating hormone 
(TSH) every 4 months. Elevated TSH occurred in 25% of patients treated with ERLEADA and 7% of patients treated with 
placebo. The median onset was at the first scheduled assessment. There were no Grade 3 or 4 adverse reactions. Thyroid 
replacement therapy, when clinically indicated, should be initiated or dose adjusted.

DRUG INTERACTIONS

Effect of Other Drugs on ERLEADA

ERLEADA Strong CYP2C8 or CYP3A4 Inhibitors
Reduce the ERLEADA dose as recommended for adverse reactions [see Dosage and Administration (2.2)]. Co-
administration of a strong CYP2C8 or CYP3A4 inhibitor is predicted to increase the steady-state exposure of the active 
moieties (sum of unbound apalutamide plus the potency-adjusted unbound N-desmethyl-apalutamide).

Effect of ERLEADA on Other Drugs

Substrates of CYP3A4, CYP2C9, CYP2C19, P-gp, BCRP, or OATP1B1

Refer to the Prescribing Information for these substrates. Consider alternative agents when possible or evaluate for loss 
of activity of the substrate if concomitant use cannot be avoided.

Apalutamide is a strong inducer of CYP3A4 and CYP2C19, a weak inducer of CYP2C9, and an inducer of P -gp, BCRP, and 
OATP1B1. Apalutamide decreases exposure of substrates of CYP3A4, CYP2C19, CYP2C9, P-gp, BCRP, or OATP1B [see 
Clinical Pharmacology (12.3)], which may decrease the effectiveness of these substrates.

USE IN SPECIFIC POPULATIONS

The recommended ERLEADA dosage in patients with (Child-Pugh C) is lower than the recommended dosage in patients 
with normal hepatic function. No dosage modification is recommended for patients with mild (Child -Pugh A) or moderate 
(Child-Pugh B) hepatic impairment.

Please see full Prescribing Information for ERLEADA.

cp-50507v10

https://www.jnjlabels.com/package-insert/product-monograph/prescribing-information/ERLEADA-pi.pdf
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About Johnson & Johnson 

At Johnson & Johnson, we believe health is everything. Our strength in healthcare innovation empowers us to build a 
world where complex diseases are prevented, treated, and cured, where treatments are smarter and less invasive, and 
solutions are personal. Through our expertise in Innovative Medicine and MedTech, we are uniquely positioned to 
innovate across the full spectrum of healthcare solutions today to deliver the breakthroughs of tomorrow and profoundly 
impact health for humanity. Learn more at https://www.jnj.com/ or at www.innovativemedicine.jnj.com. Follow us at 
@JNJInnovMed.

Cautions Concerning Forward-Looking Statements

This press release contains “forward-looking statements” as defined in the Private Securities Litigation Reform Act of 1995 
related to RYBREVANT FASPRO (amivantamab and hyaluronidase-lpuj), RYBREVANT (amivantamab-vmjw), AKEEGA 
(niraparib and abiraterone acetate dual-action tablet), ERLEADA (apalutamide), pasritamig and JNJ-6143. The reader is 
cautioned not to rely on these forward-looking statements. These statements are based on current expectations of future 
events. If underlying assumptions prove inaccurate or known or unknown risks or uncertainties materialize, actual results 
could vary materially from the expectations and projections of Johnson & Johnson. Risks and uncertainties include, but are 
not limited to: challenges and uncertainties inherent in product research and development, including the uncertainty of 
clinical success and of obtaining regulatory approvals; uncertainty of commercial success; manufacturing difficulties and 
delays; competition, including technological advances, new products and patents attained by competitors; challenges to 
patents; product efficacy or safety concerns resulting in product recalls or regulatory action; changes in behavior and 
spending patterns of purchasers of health care products and services; changes to applicable laws and regulations, including 
global health care reforms; and trends toward health care cost containment. A further list and descriptions of these risks, 
uncertainties and other factors can be found in Johnson & Johnson’s most recent Annual Report on Form 10 -K, including in 
the sections captioned “Cautionary Note Regarding Forward-Looking Statements” and “Item 1A. Risk Factors,” and in 
Johnson & Johnson’s subsequent Quarterly Reports on Form 10-Q and other filings with the Securities and Exchange 
Commission. Copies of these filings are available online at www.sec.gov, www.jnj.com, www.investor.jnj.com or on request 
from Johnson & Johnson. Johnson & Johnson does not undertake to update any forward-looking statement as a result of 
new information or future events or developments.

http://www.jnj.com/
https://c212.net/c/link/?t=0&l=en&o=4320026-1&h=51411588&u=http%3A%2F%2Fwww.innovativemedicine.jnj.com%2F&a=www.innovativemedicine.jnj.com
https://twitter.com/JNJInnovMed
http://www.sec.gov/
http://www.jnj.com/
http://www.investor.jnj.com/
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