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Networked iPads are available.

For assistance, please raise your hand. Devices will be collected at the conclusion of the activity.

Review Program Slides: Tap the Program Slides button to review speaker 
presentations and other program content.

Answer Survey Questions: Complete the pre- and postmeeting surveys. Survey 
questions will be discussed throughout the meeting.

Ask a Question: Tap Ask a Question to submit a challenging case or question for 
discussion. We will aim to address as many questions as possible during the 
program.

Complete Your Evaluation: Tap the NCPD Evaluation button to complete your 
evaluation electronically to receive credit for your participation. 

Clinicians in the Meeting Room



Review Program Slides: A link to the program slides will be posted in the chat 
room at the start of the program.

Answer Survey Questions: Complete the pre- and postmeeting surveys. Survey 
questions will be discussed throughout the meeting.

Ask a Question: Submit a challenging case or question for discussion using the 
Zoom chat room.

Get NCPD Credit: An NCPD credit link will be provided in the chat room at the 
conclusion of the program.

Clinicians Attending via Zoom



Clinicians, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll



About the Enduring Program

• The live meeting is being video 
and audio recorded.

• The proceedings from today will 
be edited and developed into 
an enduring web-based 
video/PowerPoint program. 
An email will be sent to all attendees when the activity is 
available. 

• To learn more about our education programs, visit our website, 
www.ResearchToPractice.com
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The Core Oncology Triad
Developing an Individualized Oncology Strategy



• New agents and therapies; ongoing trials related to 
specific clinical scenarios

• Patient education: Preparing to receive new therapies

• The bond that heals 

• THANKS! (Great job)

What I Tell My Patients
2023 ONS Congress

San Antonio, Texas

Symposia Themes



How was it different to take care of this patient 
versus another patient in the same oncologic setting? 

What unique biopsychosocial factors (eg, attitude, 
comorbidities, social support) were considered 

in the overall management of this case? 
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70-year-old woman with MSI-H endometrial cancer who 
received carboplatin/paclitaxel/pembrolizumab followed by 
maintenance pembrolizumab

Paula J Anastasia, MN, RN, AOCN



Clinical Research Background

• Overview of endometrial cancer: Incidence, mortality
• Management of localized disease 

Dr Birrer
Little Rock, Arkansas

Dr Slomovitz
Miami, Florida
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45-year-old woman with MSI-H endometrial cancer who 
received pembrolizumab

Jennifer Filipi, MSN, NP



Clinical Research Background

• Systemic treatment of endometrial cancer
• Management of MSI-high disease: Pembrolizumab and dostarlimab
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68-year-old woman with MSS, HER2-low endometrial cancer 
who received pembrolizumab/lenvatinib and T-DXd

Paula J Anastasia, MN, RN, AOCN



Clinical Research Background

• Treatment of MSS disease: Lenvatinib/pembrolizumab
• HER2-targeted agents in endometrial cancer
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62-year-old woman with recurrent MSS endometrial cancer 
who received pembrolizumab/lenvatinib

Jennifer Filipi, MSN, NP
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Clinical Research Background

• Clinical Trials in Oncology
- RUBY trial: Dostarlimab with chemotherapy
- NRG-GY018: Pembrolizumab with chemotherapy
- SIENDO: Selinexor as maintenance after first-line chemotherapy

Dr Birrer
Little Rock, Arkansas

Dr Slomovitz
Miami, Florida



Dostarlimab Mechanism of Action

https://us.gsk.com/media/5875/dostarlimab-infographic_approved-0422.pdf



Dostarlimab

Mechanism of action
• Anti-PD-1 monoclonal antibody

Indication
• Patients with mismatch repair deficient (dMMR) recurrent or 

advanced endometrial cancer that has progressed on or following a 
prior platinum-containing regimen in any setting and are not 
candidates for curative surgery or radiation

Recommended dose
• 500 mg IV q3wk doses 1-4, then 1,000 mg IV q6wk beginning 3 weeks 

after dose 4 and onwards

Dostarlimab package insert, 2/2023. 



• Orally available inhibitor of 
multiple tyrosine kinases 
including VEGF receptors, FGFR, 
RET, PDGFR and KIT

• Demonstrated promising 
radiographic response rates and 
survival results in Phase II and III 
trials in HCC

Mechanism of Action of Lenvatinib
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Finn RS et al. Proc ASCO 2014;Abstract TPS4153; Stjepanovic N et al. Biologics 2014;8:129-39; Cheng AL et al. Proc ASCO 2017;Abstract 4001; 
Ikeda K et al. J Gastroenterol 2017;52(4):512-9.



Lenvatinib

Mechanism of action
• Oral multikinase inhibitor 

Indication
• In combination with pembrolizumab for patients with advanced endometrial 

carcinoma that is not microsatellite instability-high or mismatch repair 
deficient, who have disease progression following prior systemic therapy in 
any setting and are not candidates for curative surgery or radiation

Recommended dose
• 20 mg orally once daily in combination with pembrolizumab 200 mg 

administered as an intravenous infusion over 30 minutes every 3 weeks

Lenvatinib package insert, 12/2021. 



Mechanism of Action of Selinexor

Makker V et al. ASCO 2022;Abstract 5511.



Selinexor

Mechanism of action
• Inhibitor of the nuclear exporter XPO1

Indication
• Investigational

Pivotal clinical trial
• Phase III SIENDO trial evaluating selinexor as front-line maintenance 

therapy in advanced or recurrent endometrial cancer

Key Issue
• Gastrointestinal toxicity

Vergote I et al. SGO 2022;Abstract 249.
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36-year-old woman with Stage IV cervical cancer who received 
pembrolizumab

Jennifer Filipi, MSN, NP



Clinical Research Background

• Overview of cervical cancer: Incidence, mortality
• Management of localized disease 

• Systemic therapy for cervical cancer: Immunotherapy

Dr Birrer
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Dr Slomovitz
Miami, Florida
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32-year-old woman with HPV-positive metastatic cervical 
cancer who received tisotumab vedotin

Paula J Anastasia, MN, RN, AOCN



Clinical Research Background

• Antibody-drug conjugates (ADCs) for cervical cancer: Tisotumab vedotin
• Unique side-effect profiles of ADCs: Ocular toxicity

• Minor children (and grandchildren) of patients with cancer

Dr Birrer
Little Rock, Arkansas

Dr Slomovitz
Miami, Florida



Mechanism of Action of Tisotumab Vedotin

• Tissue factor (TF) is aberrantly expressed in a 
broad range of solid tumours, including 
cervical cancer,1,2 and TF expression has been 
associated with higher tumour stage and 
grade, higher metastatic burden and poor 
prognosis2

• TF expression in cervical cancer makes TF a 
novel target for patients with cervical cancer

• ADC targets TF
- Monoclonal Antibody targets TF
- Payload: Microtubule disrupting MMAE

• Allowing for direct cytotoxicity and bystander 
killing, as well as antibody-dependent cellular 
cytotoxicity3,4

1. Förster Y, et al. Clin Chim Acta, 2006. 2. Cocco E, et al. BMC Cancer, 2011. 
3. Breij EC, et al. Cancer Res, 2014. 4. De Goeij BE, et al. Mol Cancer Ther, 2015. Courtesy of David M O'Malley, MD

Binds to 
antigen

Bystander 
Effect

Antibody-Dependent
Cellular Phagocytosis

Antibody-Dependent
Cellular Cytotoxicity

Immunogenic Cell Death

Antigen-presenting cell
Direct
Cytotoxicity

Adjacent 
tumor cell

Fc receptor-
positive cell



Tisotumab Vedotin

Mechanism of action
• Antibody-drug conjugate directed against tissue factor (TF)

Indication
• For patients with recurrent or metastatic cervical cancer with 

disease progression on or after chemotherapy

Recommended dose
• 2 mg/kg (up to a maximum of 200 mg) administered as an IV 

infusion over 30 minutes q3wk until disease progression or 
unacceptable toxicity

Tisotumab vedotin package insert, 1/2022.



Required Eye Care to Mitigate Risk of Ocular AEs

Arn CJ et al. J Adv Pract Oncol 2023 March;14(2):139-52.



Selected Eye Anatomy of Interest

Arn CJ et al. J Adv Pract Oncol 2023 March;14(2):139-52.



Ocular AE Definitions and CTCAE v5.0 Grading Scales

Arn CJ et al. J Adv Pract Oncol 2023 March;14(2):139-52.
CTCAE = Common Terminology Criteria for Adverse Events



Tisotumab Vedotin Dose Modification Guidelines for Ocular AEs

Arn CJ et al. J Adv Pract Oncol 2023 March;14(2):139-52.



Tisotumab Vedotin Dose Modification Guidelines for Peripheral 
Neuropathy, Hemorrhage and Pneumonitis

Arn CJ et al. J Adv Pract Oncol 2023 March;14(2):139-52.



Hypophysitis
(fatigue)

Thyroiditis
(over/underactive thyroid)

Adrenal Insufficiency 
(fatigue)

Diabetes Mellitus
(type I, II, fatigue, DKA)

Colitis
(diarrhea, abd pain)

Dermatitis
(rash, itch, blistering)

Pneumonitis
(dyspnea, cough) 

Myocarditis
(chest pain, dyspnea) 

Hepatitis
(abn LFTs, jaundice)

Pancreatitis
(abd pain)

Neurotoxicities
(MG, encephalitis)

Arthritis
(joint pain)

Symptoms of Immunotherapy Toxicity
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Endometrial Cancer



N Engl J Med 2023 March;[Online ahead of print].

SGO 2023;Abstract 265.



RUBY Phase III Study Design 

Mirza MR et al. SGO 2023;Abstract 265.



RUBY: Progression-Free Survival (Overall Population) 

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



RUBY: Overall Survival (Overall Population) 

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



RUBY: Progression-Free Survival (dMMR/MSI-H Population) 

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



RUBY: Overall Survival (dMMR/MSI-H Population) 

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



RUBY: Progression-Free Survival (pMMR/MSS Population) 

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



RUBY: Overall Survival (pMMR/MSS Population) 

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



RUBY: Adverse Events

Mirza MR et al. N Engl J Med 2023 March;[Online ahead of print].



N Engl J Med 2023 March;[Online ahead of print].

SGO 2023;Abstract 264.



NRG-GY018 Phase III Study Design 

Eskander RN et al. SGO 2023;Abstract 264.



NRG-GY018: Progression-Free Survival (dMMR Cohort) 

Eskander RN et al. N Engl J Med 2023 March;[Online ahead of print].



NRG-GY018: Progression-Free Survival (pMMR Cohort) 

Eskander RN et al. N Engl J Med 2023 March;[Online ahead of print].



NRG-GY018: Adverse Events of Interest

Eskander RN et al. N Engl J Med 2023 March;[Online ahead of print].



Prospective double-blind, randomized phase III ENGOT-
EN5/GOG-3055/SIENDO study of oral selinexor/placebo 
as maintenance therapy after first-line chemotherapy 

for advanced or recurrent endometrial cancer
Ignace Vergote,1 Alejandro Pérez Fidalgo,2 Erika Hamilton,3 Giorgio Valabrega,4 Toon Van Gorp,1 Jalid Sehouli,5 David Cibula,6 Tally Levy,7

Stephen Welch,8 Debra Richardson,9 Eva Maria Guerra Alía,10 Giovanni Scambia,11 Stéphanie Henry,12 Pauline Wimberger,13 David Miller, 14

Jerónimo Martínez,15 Bradley Monk,16 Sharon Shacham,17 Mansoor Raza Mirza,17,18 Vicky Makker19

1Catholic University Leuven, Cancer Institute at University Hospitals, Belgium, European Union, 2Hospital Clinico Universitario de Valencia, Spain, 3Sarah Cannon Research Institute 
USA, 4University of Torino, Candiolo Cancer Institute, FPO-IRCCS, Italy, 5European Competence Center for Ovarian Cancer, Charité Comprehensive Cancer  Center,  Charité–Berlin 

University of Medicine, Germany, 6Charles University and General Faculty Hospital Prague, Czech Republic, 7Wolfson Medical Center, Holon, affiliated with Sackler Faculty of 
Medicine, Tel Aviv University, Israel,8London Health Sciences Centre, UK 9University of Oklahoma Medical Center, USA,10Hospital Universitario Ramón y Cajal, Spain,11Fondazione 
Policlinico Universitario A. Gemelli IRCCS, Italy, 12Centre de Maternité Sainte Elisabeth, Namur, Belgium, 13Technische Universitat Dresden, University Hospital Carl Gustav Carus, 

Germany, 14University of Texas Southwestern Medical Center; Harold C. Simmons Comprehensive Cancer Center, USA,15Hospital Universitario Virgen de la Arrixaca, Spain, 
16Biltmore Cancer Center, USA, 17Karyopharm Therapeutics, USA, 18Rigshospitalet, Copenhagen University Hospital, Denmark, 19Memorial Sloan Kettering Cancer Center, USA 

Abstract 249



SIENDO Phase III Trial Design

Vergote I et al. SGO 2022;Abstract 249.

Trial Design

Created with BioRender.com

ENGOT-EN5/GOG-3055/SIENDO 

BMI, body mass index; DCR, disease control rate; DSS, disease-specific survival; QW, once weekly; CR, complete response; OS, overall survival; PFS, progression-
free survival; PFS2, progression-free survival on subsequent therapy; PR, partial response; PROs, patient-reported outcomes ; R, randomized; TFST, time to first 
subsequent therapy; TSST, time to second subsequent treatment

**140 PFS events needed to provide 80% power to detect a hazard ratio of 0.6 (median PFS 4.5 months for placebo 
and 7.5 months for selinexor) with a one-sided alpha of 0.025 and 2:1 randomization ratio favoring selinexor.

Stage IV or first relapse of endometrial cancer
endometrioid, serous, undifferentiated, or carcinosarcoma

(NCT03555422)



SIENDO: Progression-Free Survival in ITT Population

Vergote I et al. SGO 2022;Abstract 249.

Primary Endpoint: PFS in ITT population
(based on audited stratification factors)*

* In 7 patients (2.7% of 263), the stratification 
factor of CR/PR was incorrect and was corrected 
by the Investigators prior to database lock and 
unblinding.

The statistical analysis was validated by the 
independent ENGOT statistician and approved by 
the IDMC.

HR for ITT without correction of the stratification 
factors was 0.76 (95% CI: 0.543, 1.076). 

Median PFS (Investigator assessed) 
• Selinexor (n=174): 5.7 mo (95% CI 3.81-9.20)
• Placebo (n=89): 3.8 mo (95% CI 3.68-7.39)

• HR* = 0.705 (95% CI 0.499-0.996) 
• One-sided P value = 0.024

ENGOT-EN5/GOG-3055/SIENDO 

median follow-up: 10.2 months (95% CI 8.97, 13.57)
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SIENDO: Progression-Free Survival by Histological Subtype

Vergote I et al. SGO 2022;Abstract 249.

Subgroup PFS: by Histological Subtype
(based on audited stratification factors)
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SIENDO: Progression-Free Survival for Patients with Wild Type p53

Vergote I et al. SGO 2022;Abstract 249.

Subgroup PFS: Patients with wild type p53 EC
(based on audited stratification factors)

Median PFS
• Selinexor (n=67): 13.7 mo (95% CI 9.20-NR)
• Placebo (n=36): 3.7 mo (95% CI 1.87-12.88)

• HR = 0.375 (95% CI 0.210-0.670)
• One-sided P value = 0.0003
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SIENDO: Treatment-Emergent Adverse Events (TEAEs)

Vergote I et al. SGO 2022;Abstract 249.

Safety: Treatment-Emergent Adverse Events
Placebo

(n=88)*
Selinexor

(n=171)*

Any grade in ≥20% pts
Grade 3 in ≥2% pts

*Four patients did not receive treatment (n=3 selinexor; n=1 placebo)
**n=1 Grade 4 thrombocytopenia; No cases of severe bleeding in patients with thrombocytopenia; 
No cases of febrile neutropenia

Grade 4**
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ENGOT-EN5/GOG-3055/SIENDO 

Event
Selinexor

n=171*
n (%)

(per patient)

Placebo
n=88*
n (%)

(per patient)

TEAE leading to:

Dose reduction 85 (49.7) 3 (3.4)

Dose interruption 88 (51.5) 16 (18.2)

Discontinuation 18 (10.5) 1 (1.1)

Death 0 0

Safety

*Four patients did not receive treatment (n=3 selinexor; n=1 placebo)

ENGOT-EN5/GOG-3055/SIENDO 
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FDA Grants Accelerated Approval to Tisotumab Vedotin-tftv for 
Previously Treated Recurrent or Metastatic Cervical Cancer
Press Release – September 20, 2021

“[The FDA] has granted accelerated approval to tisotumab vedotin-tftv, the first and only approved 
antibody-drug conjugate (ADC) for the treatment of adult patients with recurrent or metastatic 
cervical cancer with disease progression on or after chemotherapy. Tisotumab vedotin-tftv is 
approved under the FDA’s Accelerated Approval Program based on tumor response and the 
durability of the response. Continued approval may be contingent upon verification and 
description of clinical benefit in confirmatory trials.”

The accelerated approval was based on results from the innovaTV 204 trial. InnovaTV 301, a global, 
randomized, Phase III clinical trial intended to support global registrations, is underway. The 
prescribing information for tisotumab vedotin-tftv includes a boxed warning for ocular toxicity and 
warnings for peripheral neuropathy, hemorrhage, pneumonitis and embryo-fetal toxicity.

https://investor.seagen.com/press-releases/news-details/2021/Seagen-and-Genmab-Announce-FDA-Accelerated-Approval-for-
TIVDAK-tisotumab-vedotin-tftv-in-Previously-Treated-Recurrent-or-Metastatic-Cervical-Cancer/default.aspx



Lancet Oncol 2021;22(5):609-19.



innovaTV 204: Tisotumab Vedotin for Previously Treated 
Recurrent or Metastatic Cervical Cancer

Coleman RL et al. Lancet Oncol 2021;22(5):609-19.

Confirmed ORR: 24%
Median OS: 12.1 mo



innovaTV 204: Treatment-Related Adverse Events with an 
Incidence of ≥15%

15%

Coleman RL et al. Lancet Oncol 2021;22(5):609-19.



Ongoing Phase III innovaTV 301 Confirmatory Trial of Tisotumab
Vedotin in Second- or Third-Line Metastatic Cervical Cancer

www.clinicaltrials.gov. NCT04697628. Accessed April 21, 2023.

* The proportion of patients who have not received prior bevacizumab in combination with chemotherapy as 1L treatment may be capped at 50% 
** Some AESIs may be followed longer than 30 days until resolution, improvement, or stabilization
Abbreviations: 1L = first-line; AESI = adverse event of special interest; n = number of patients; Q3W = every 3 weeks

Tisotumab vedotin, 2.0 mg/kg Q3W

Investigator’s choice of chemotherapy

Imaging will be obtained every 6 weeks for the first 30 weeks and 
then every 12 weeks thereafter until disease progression

Topotecan

Screening* Randomize 1:1
(n = 482)

End of treatment 
visit** 

30 days after 
last dose

Survival follow-up
Every 60 days 
after last dose

Vinorelbine Gemcitabine Irinotecan Pemetrexed
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Breast Cancer
Wednesday, April 26, 2023

6:00 PM – 8:00 PM

Moderator
Neil Love, MD

Jamie Carroll, APRN, MSN, CNP
Virginia Kaklamani, MD, DSc

Joyce O’Shaughnessy, MD
Ronald Stein, JD, MSN, NP-C, AOCNP

Faculty 

Fifteenth Annual RTP Symposium Series Held During the Annual ONS Congress

What I Tell My Patients: 
Faculty Physicians and Nurses Discuss Patient Education 

About New Treatments and Clinical Trials



Thank you for joining us! Please take a moment to complete the 
survey currently up on Zoom. Your feedback is very important to us. 
The survey will remain open up to 5 minutes after the meeting ends.

In-person attendees can use the networked iPads® to claim NCPD 
credit or use the QR code as instructed in the program syllabus.

Virtual attendees: The NCPD credit link is posted in the chat room.

NCPD/ONCC credit information will be emailed to each participant 
within 1 to 2 business days.


