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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.
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Thank you for joining us!

CME and MOC credit information will be emailed to 
each participant within 5 business days.
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We Encourage Clinicians in Practice to Submit Questions 

You may submit questions 
using the Zoom Chat 

option below

Feel free to submit questions now before the 
program begins and throughout the program.
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Recent Advances and Future Directions in Oncology: 
A Daylong Multitumor Educational Webinar 

in Partnership with Florida Cancer Specialists

Module 1: Breast Cancer – 9:30 AM – 10:20 AM 

Module 2: Lung Cancer – 10:30 AM – 11:20 AM 

Module 3: Gastrointestinal Cancers – 11:30 AM – 12:20 PM

Module 4: Genitourinary Cancers – 12:30 PM – 1:20 PM 

Module 5: CLL and Lymphomas – 1:30 PM – 2:20 PM 

Module 6: Multiple Myeloma – 2:30 PM – 3:20 PM

Module 7: AML and MDS – 3:30 PM – 4:20 PM 
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Meet The Professor with Dr Hensley

MODULE 1: Cervical Cancer
• A 54-year-old woman with recurrent cervical squamous cell carcinoma – PD-L1 CPS: 100 
• ESMO 2021 Highlights and Key Data Sets

MODULE 2: Endometrial Cancer 
• A 65-year-old woman with MSS metastatic uterine adenocarcinoma who receives pembrolizumab/lenvatinib
• A 55-year-old woman with MSI-high, MMR-deficient uterine adenocarcinoma who receives pembrolizumab
• ESMO 2021 Highlights and Key Data Sets

MODULE 3: Uterine Sarcoma
• A 54-year-old woman with recurrent uterine high-grade stromal sarcoma  

MODULE 4: Beyond the Guidelines – Clinical Investigator Approaches to Common Clinical Scenarios

MODULE 5: Other Key Recent Data Sets
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Case Presentation – Dr Hussein: A 54-year-old woman
with recurrent cervical squamous cell carcinoma –
PD-L1 CPS 100
• 2/2019: Moderately to poorly differentiated cervical squamous cell carcinoma
• 4/2019 – 8/2019: Concurrent radiation therapy and weekly cisplatin → carboplatin/paclitaxel x 3
• 12/2019: PD → carboplatin/paclitaxel/bevacizumab x 6 cycles → maintenance bevacizumab
• 6/2020: PD with worsening retroperitoneal lymph nodes and new hilar adenopathy
• 6/2020: PD-L1 CPS 100 → pembrolizumab, with complete response

Questions
• How long do you continue checkpoint inhibitors in patients with recurrent cervical cancer who are in 

complete response and tolerating therapy well?
• Is there any differential response to checkpoint inhibitor based on the pathologic subtype of cervical 

cancer — squamous versus adenocarcinoma versus adenosquamous? 
• What therapy would you recommend to this patient upon recurrence? What’s the role of tisotumab

vedotin in this patient if she recurs?
• What are the most common side effects of tisotumab vedotin? How severe are the ocular toxicities? 

Are these dose limiting or result in discontinuation? How do you manage them? Has tisotumab
vedotin been combined with other agents? 

Dr Atif Hussein



Case Presentation – Dr Hussein: A 54-year-old woman

CT scans 12/2019 and 08/2021 showing complete response to pembrolizumab
Dr Atif Hussein



ESMO 2021;Abstract LBA2



KEYNOTE-826: PFS in PD-L1 CPS ≥1 Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: PFS in All-Comer Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: PFS in PD-L1 CPS ≥10 Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: PFS Protocol-Specified Subroups
All-Comer Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: OS in PD-L1 CPS ≥1 Population

Colombo N et al. ESMO 2021;Abstract LBA2.

Significant benefit was also observed in the protocol-specified primary analysis populations of all comers 
and PD-L1 CPS ≥10.



KEYNOTE-826: OS in All-Comer Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: OS in PD-L1 CPS ≥10 Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: OS Protocol-Specified Subgroups
All-Comer Population

Colombo N et al. ESMO 2021;Abstract LBA2.



KEYNOTE-826: Immune-Mediated AEs
Incidence ≥2 Patients in Either Arm

Colombo N et al. ESMO 2021;Abstract LBA2.



ESMO 2021;Abstract VP4



Tewari KS et al. ESMO 2021;Abstract VP4.



Survival Analysis for SCC Population

Tewari KS et al. ESMO 2021;Abstract VP4.



Survival Analysis for the Total Population

Tewari KS et al. ESMO 2021;Abstract VP4.



Survival Analysis by PD-L1 Status

Tewari KS et al. ESMO 2021;Abstract VP4.



Other ESMO 2021 Highlights

• O’Malley D et al. Balstilimab (anti-PD-1) in combination with zalifrelimab
(anti-CTLA-4): Final results from a phase II study in patients (pts) with 
recurrent/metastatic (R/M) cervical cancer (CC). ESMO 2021;Abstract 724MO.

• Vergote IB et al. Tisotumab vedotin (TV) + carboplatin (Carbo) in first-line (1L) 
or + pembrolizumab (Pembro) in previously treated (2L/3L) recurrent or 
metastatic cervical cancer (r/mCC): Interim results of ENGOT-Cx8/GOG-
3024/innovaTV 205 study. ESMO 2021;Abstract 723MO. 



innovaTV 205 (GOG 3024): Recurrent or Metastatic Cervical Cancer

Courtesy of David M O'Malley, MD

Disease progression on or after 
standard-of-care therapy

(2L+)

No prior systemic treatment
(1L)

Disease progression on or after
1-2 prior systemic therapies

(2L-3L)

Arm A Tisotumab vedotin escalating doses IV Q3W +
bevacizumab escalating doses IV Q3W

Arm B Tisotumab vedotin escalating doses IV Q3W +
pembrolizumab fixed dose IV Q3W

Arm C Tisotumab vedotin escalating doses IV Q3W +
carboplatin fixed dose IV Q3W

Arm D Tisotumab vedotin RP2D IV Q3W + carboplatin
fixed dose IV Q3W

Arm E Tisotumab vedotin RP2D IV Q3W + pembrolizumab
fixed dose IV Q3W

Arm F Tisotumab vedotin RP2D IV Q3W + pembrolizumab
fixed dose IV Q3W

Arm G Tisotumab vedotin IV on days 1, 8, and 15 of
a 28-day cycle

New dosing schedule

Treatment Setting Dose-Escalation Phase

Dose-Expansion Phase



FDA Accelerated Approval Granted to Tisotumab Vedotin-tftv for 
Previously Treated Recurrent or Metastatic Cervical Cancer
Press Release – September 20, 2021

“[It was announced today that 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 is based on results from the innovaTV 204 trial. InnovaTV 301, a global, 
randomized Phase III clinical trial intended to support global registrations, is under way. 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



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



Coleman RL et al.
ESMO 2020;Abstract LBA32.

Tisotumab Vedotin in Previously Treated Recurrent or 
Metastatic Cervical Cancer: Results from the Phase II 
innovaTV 204/GOG-3023/ENGOT-cx6 Study 



innovaTV 204: Antitumor Activity by IRC Assessment

Clinical Variable N = 101

Confirmed ORR 24%

CR 7%

PR 17%

SD 49%

PD 24%

Not evaluable 4%

Coleman RL et al. ESMO 2020;Abstract LBA32.

Duration of Response



innovaTV 204: Maximum Change in 
Target Lesion Size by IRC Assessment

Coleman RL et al. ESMO 2020;Abstract LBA32.

+ indicates a change greater than 100%
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Case Presentation – Dr Hussein: A 65-year-old woman
with MSS metastatic uterine adenocarcinoma who 
receives pembrolizumab/lenvatinib
• Diagnosed with uterine adenocarcinoma, with biopsy-proven lung metastases, 

MSS, PD-L1: 12%
• Carboplatin/paclitaxel x 8, with excellent PR x 16 months
• Recurrence in retroperitoneum and lungs
• Lenvatinib (20 mg qd) and pembrolizumab (200 mg q3wks) x 11 months and ongoing

- Dose reduction of lenvatinib, but recent increase in fatigue, hypertension
- Patient inquiring about discontinuing lenvatinib, continuing pembrolizumab

Questions
• How long do you continue with lenvatinib and pembrolizumab? Would you be hesitant in reducing 

the dose of lenvatinib if the patient has side effects but is responding? 
• Have you used this doublet to maximal response or tolerability and then dropped lenvatinib

completely or reduced it to its lowest dose and continued with pembrolizumab? 
• Do you use pembrolizumab 400 mg q6wks across the board, or only for select patients?

Dr Atif Hussein



Case Presentation – Dr Hussein: A 55-year-old woman
with MSI-high, MMR-deficient uterine adenocarcinoma
who receives pembrolizumab

• 5/2019: Diagnosed with endometroid adenocarcinoma

• TAH/BSO and lymphadenectomy, with 3/8 positive nodes

• 3/2020: Carboplatin/paclitaxel x 6 and pelvic RT, with no recurrent disease

• 5/2020 CT: PD in abdominal and cervical adenopathy

• Molecular testing: No clinically significant mutation identified; MSI-high, MONO-27 and NR-24 unstable

• NGS: No actionable mutations 

• 5/2020: Pembrolizumab, x 15 months and ongoing, with CR after 3-4 months

Dr Atif Hussein



Case Presentation – Dr Hussein: A 55-year-old woman
with MSI-high, MMR-deficient uterine adenocarcinoma
who receives pembrolizumab

Questions

• How long do you continue pembrolizumab in patients who achieve a CR and are tolerating 
therapy well? 

• How do you decide between pembrolizumab, nivolumab, and dostarlimab? Any difference in 
efficacy and/or safety? 

• How do you use checkpoint inhibitors in patients with recurrent uterine adenocarcinoma 
who are microsatellite stable or mismatch repair proficient but with the mutations more 
than 10 per megabase based on one of the indications for pembrolizumab? Have you seen 
any clinically significant responses? 

• Would you use dostarlimab in recurrent uterine adenocarcinoma that is MS stable or 
proficient MMR based on the GARNET study?

• How do you find the doses of dostarlimab using it initially every 3 weeks for 4 cycles and 
then you double the dose every 6 weeks?

Dr Atif Hussein



ESMO 2021 Highlights

• Colombo N et al. Outcomes by histology and prior therapy with lenvatinib plus 
pembrolizumab vs treatment of physician’s choice in patients with advanced 
endometrial cancer (Study 309/KEYNOTE-775). ESMO 2021;Abstract 726M0.

• Lorusso D et al. Randomized phase III trial on niraparib-TSR-042 (dostarlimab) 
vs physician’s choice chemotherapy in recurrent ovarian, fallopian tube or 
primary peritoneal cancer patients not candidate for platinum retreatment: 
NItCHE trial (MITO 33). ESMO 2021;Abstract 816TiP.

• Mirza MR et al. ENGOT-EN6/GOG-3031/NSGO-CTU-RUBY part 2: A phase III, 
randomized, double-blind study of dostarlimab + carboplatin-paclitaxel 
followed by dostarlimab + niraparib versus placebo (PBO) + carboplatin-
paclitaxel followed by PBO in recurrent or advanced endometrial cancer (EC). 
ESMO 2021;Abstract 820TiP. 



FDA Grants Accelerated Approval to Dostarlimab-gxly for dMMR
Advanced Solid Tumors 
Press Release – August 17, 2021
“The Food and Drug Administration granted accelerated approval to dostarlimab-gxly for adult 
patients with mismatch repair deficient (dMMR) recurrent or advanced solid tumors, as determined 
by an FDA-approved test, that have progressed on or following prior treatment and who have no 
satisfactory alternative treatment options.

The FDA also approved the VENTANA MMR RxDx Panel as a companion diagnostic device to select 
patients with dMMR solid tumors for treatment with dostarlimab-gxly.

The efficacy of dostarlimab was evaluated in the GARNET Trial (NCT02715284), a non-randomized, 
multicenter, open-label, multi-cohort trial. The efficacy population consisted of 209 patients with 
dMMR recurrent or advanced solid tumors who progressed following systemic therapy and had no 
satisfactory alternative treatment. 

The primary efficacy endpoints were overall response rate (ORR) and duration of response (DoR) as 
determined by blinded independent central review according to RECIST 1.1. The ORR was 41.6% (95% 
CI: 34.9, 48.6), with 9.1% complete response rate and 32.5% partial response rate. Median DOR was 
34.7 months (range 2.6, 35.8+), with 95.4% of patients with duration ≥6 months.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-dostarlimab-gxly-dmmr-advanced-
solid-tumors



FDA Grants Accelerated Approval to Dostarlimab-gxly for dMMR
Endometrial Cancer
Press Release – April 22, 2021

“The Food and Drug Administration granted accelerated approval to dostarlimab-gxly for adult patients 
with mismatch repair deficient (dMMR) recurrent or advanced endometrial cancer, as determined by an 
FDA-approved test, that has progressed on or following a prior platinum-containing regimen.

Efficacy was evaluated based on cohort (A1) in GARNET Trial (NCT02715284), a multicenter, multicohort, 
open-label trial in patients with advanced solid tumors. The efficacy population consisted of 71 patients 
with dMMR recurrent or advanced endometrial cancer who progressed on or after a platinum-containing 
regimen. Patients received dostarlimab-gxly, 500 mg intravenously, every 3 weeks for 4 doses followed by 
1,000 mg intravenously every 6 weeks.

The main efficacy endpoints were overall response rate (ORR) and duration of response (DOR), as assessed 
by blinded independent central review (BICR) according to RECIST 1.1. Confirmed ORR was 42.3%. The 
complete response rate was 12.7% and partial response rate was 29.6%. Median DOR was not reached, 
with 93.3% of patients having durations ≥6 months (range: 2.6 to 22.4 months, ongoing at last 
assessment).”

https://www.fda.gov/drugs/drug-approvals-and-databases/fda-grants-accelerated-approval-dostarlimab-gxly-dmmr-endometrial-cancer



Interim Analysis of the Immune-Related Endpoints 
of the Mismatch Repair Deficient (dMMR) and 
Proficient (MMRp) Endometrial Cancer Cohorts 
from the GARNET Study

Pothuri B et al.
SGO 2021;Abstract 10417.



GARNET: Immune-Related Secondary Endpoints

Pothuri B et al. SGO 2021;Abstract 10417.

aIncludes CR, PR, and SD ≥12 weeks; bOnly includes responders.



GARNET: Duration of Response

Pothuri B et al. SGO 2021;Abstract 10417.



ENGOT-EN6/NSGO-RUBY Phase III Schema

Mirza MR et al. ASCO 2020;Abstract TPS6107.

• Recurrent or primary 
advanced Stage III or IV 
endometrial cancer

Dostarlimab 500 mg
Carboplatin AUC 5

Paclitaxel 175 mg/m2

q3wk x 6 cycles

Placebo
Carboplatin AUC 5

Paclitaxel 175 mg/m2

q3wk x 6 cycles
Primary endpoint:
Progression-free survival (PFS)

R

1:1
Dostarlimab 1,000 mg
q6wk up to 6 years

Placebo
q6wk up to 3 years
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• A 54-year-old woman with recurrent cervical squamous cell carcinoma – PD-L1 CPS: 100 
• ESMO 2021 Highlights and Key Data Sets

MODULE 2: Endometrial Cancer 
• A 65-year-old woman with MSS metastatic uterine adenocarcinoma who receives pembrolizumab/lenvatinib
• A 55-year-old woman with MSI-high, MMR-deficient uterine adenocarcinoma who receives pembrolizumab
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Case Presentation – Dr Hussein: A 54-year-old woman
with recurrent uterine high-grade stromal sarcoma

• 8/2018: Right leg pain x 1 month
• 9/2018: Diagnosed with undifferentiated high-grade stromal cell carcinoma
• NGS: No actionable targets, MSS, PD-L1 0%

• Doxorubicin/olaratumab x 6 à R0 surgery

Dr Atif Hussein



Case Presentation – Dr Hussein: A 54-year-old woman

09/2018

Pelvic and abdominal masses at presentation Dr Atif Hussein



Case Presentation – Dr Hussein: A 54-year-old woman
with recurrent uterine high-grade stromal sarcoma 
(continued)
• 8/2018: Right leg pain x 1 month
• 9/2018: Diagnosed with undifferentiated high-grade stromal cell carcinoma
• NGS: No actionable targets, MSS, PD-L1 0%

• Doxorubicin/olaratumab x 6 à R0 surgery
• 7/2019 PET/CT: New hypermetabolic right external iliac LAD à Gemcitabine/docetaxel
• 9/2019 CT chest/abdomen/pelvis: Increasing metastatic disease à RT to right pelvic mass
• 2/2020: Second resection
• 5/2020 CT: Large mass filling LUQ with infiltration into the spleen

• 6/2020: Third resection of splenic mass and splenectomy
• 9/2020 Imaging: Hepatic metastases à Pazopanib à 2/2021: PD, but pt refuses further therapy
• Hospice, passes away

Dr Atif Hussein



Case Presentation – Dr Hussein: A 54-year-old woman
with recurrent uterine high-grade stromal sarcoma 
(continued)

Questions

• What would you have done if the patient had agreed to further chemotherapy after the 
doxorubicin and then the gemcitabine/docetaxel?

• Do you treat those undifferentiated endometrial sarcomas like any other sarcomas? What’s 
the role of eribulin, trabectedin, pazopanib in these patients? Have you seen significant 
responses? 

• Recently dislocation of (7;17) has been reported in a lot of these patients. What do you think 
the significance of this translocation is? Any data using immune checkpoint inhibitors in 
uterine stromal sarcoma, especially the undifferentiated type? 

Dr Atif Hussein



Case Presentation – Dr Hussein: A 54-year-old woman
with recurrent uterine high-grade stromal sarcoma 
(continued)
• 8/2018: Right leg pain x 1 month
• 9/2018 CT chest/abdomen/pelvis: Left bulky retroperitoneal para-aortic aortocaval  

lymphadenopathy, bulky adenopathy in right pelvis, enlarged uterine mass 7 x 8-cm

• Uterine biopsies: Undifferentiated high-grade stromal cell carcinoma
• NGS: No actionable targets, MSS, PD-L1 0%
• Doxorubicin/olaratumab x 6 à R0 surgery
• 7/2019 PET/CT: New hypermetabolic right external iliac LAD à Gemcitabine/docetaxel
• 9/2019 CT chest/abdomen/pelvis: Increasing metastatic disease à RT to right pelvic mass

• 2/2020: Second resection
• 5/2020 CT: Large mass filling LUQ with infiltration into the spleen
• 6/2020: Third resection of splenic mass and splenectomy
• 9/2020 Imaging: Hepatic metastases à Pazopanib à 2/2021: PD, but pt refuses further therapy
• Hospice, passes away

Dr Atif Hussein
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Cervical Cancer



Regulatory and reimbursement issues aside, in general, what would be 
your preferred second-line therapy for a patient with MSS metastatic 
cervical cancer who experiences disease progression on 
carboplatin/paclitaxel/bevacizumab?

1. Other chemotherapy 
2. Test for PD-L1 CPS and administer pembrolizumab if 1% or higher
3. Pembrolizumab 
4. Cemiplimab
5. Other 



In general, what would be your preferred second-line therapy for 
a patient with MSS metastatic cervical cancer who experienced 
disease progression on carboplatin/paclitaxel/bevacizumab?

Test for PD-L1 CPS and 
administer pembrolizumab 

if 1% or higher

Anti-PD-1/PD-L1 antibody 
in general

Test for PD-L1 CPS and 
administer pembrolizumab 

if 1% or higher

Test for PD-L1 CPS and
administer pembrolizumab 

if 1% or higher

Test for PD-L1 CPS and 
administer pembrolizumab 

if 1% or higher

Test for PD-L1 CPS and 
administer pembrolizumab

if 1% or higher

Test for PD-L1 CPS and 
administer pembrolizumab 

if 1% or higher

Pembrolizumab



A patient with PD-L1-positive metastatic cervical cancer experiences 
disease progression on platinum-based therapy and has significant 
symptoms from her disease. If tisotumab vedotin and cemiplimab
were accessible, what would likely be your next line of treatment?

1. Pembrolizumab
2. Cemiplimab
3. Tisotumab vedotin
4. Other



Endometrial Cancer



In general, what treatment would you recommend for a patient with 
microsatellite-stable metastatic endometrial cancer who experienced 
disease progression on carboplatin/paclitaxel?

1. Cisplatin/doxorubicin 
2. Carboplatin/docetaxel 
3. Lenvatinib/pembrolizumab 
4. Test for PD-L1 combined positive score (CPS) and administer 

pembrolizumab if 1% or higher
5. Pembrolizumab
6. Other chemotherapy
7. Other 



In general, what treatment would you recommend for a patient with 
metastatic endometrial cancer who experienced disease progression on 
carboplatin/paclitaxel if their disease was microsatellite stable (MSS)?

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab

Lenvatinib/
pembrolizumab



In general, what treatment would you recommend for a patient with 
MSI-high metastatic endometrial cancer who experienced disease 
progression on carboplatin/paclitaxel?

1. Cisplatin/doxorubicin 
2. Carboplatin/docetaxel 
3. Lenvatinib/pembrolizumab 
4. Pembrolizumab
5. Other chemotherapy
6. Other 



In general, what treatment would you recommend for a patient 
with metastatic endometrial cancer who experienced disease 
progression on carboplatin/paclitaxel if their disease was MSI high?

Pembrolizumab

Dostarlimab

Pembrolizumab

Pembrolizumab

Pembrolizumab

Pembrolizumab

Pembrolizumab

Pembrolizumab



For a patient with MSI-high metastatic endometrial cancer, outside of a 
clinical trial setting and regulatory and reimbursement issues aside, what is 
the earliest point at which you would introduce an anti-PD-1/PD-L1 antibody? 

First line

Second line

Second line

Second line

Second line

First line

Second line

Second line



Ovarian Cancer



Do you generally evaluate microsatellite instability status in your 
patients with advanced ovarian cancer?

1. Yes
2. No



Do you generally evaluate microsatellite instability status in your 
patients with advanced ovarian cancer?

Yes

No

Yes

No

Yes

Yes

No

Yes
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Anti-PD-1/PD-L1 Checkpoint Inhibitors in Endometrial Cancer



High MSI Across 39 Cancer Types
Whole-exome data from 11,139 tumor-normal pairs from The Cancer Genome Atlas and Therapeutically 
Applicable Research to Generate Effective Treatments projects

Bonneville R et al. JCO Precis Oncol 2017;2017:10.1200/PO.17.00073; Green AK et al. ASCO Educational Book 2020.

UCEC = uterine corpus endometrial carcinoma

Endometrial cancer was recently shown to have
the highest prevalence of MSI across 39 human cancer types
• ~30% of primary endometrial cancers are MSI high 
• 13% to 30% of recurrent endometrial cancers are MSI high or dMMR

Tumor type
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ASCO 2021;Abstract 2565



KEYNOTE-158: Updated Response Analyses

Maio M et al. ASCO 2021;Abstract 2565.



KEYNOTE-158: Updated Survival Analyses

Maio M et al. ASCO 2021;Abstract 2565.



Makker V et al.
SGO 2021;Abstract 11512.

A Multicenter, Open-Label, Randomized, Phase III Study to 
Compare the Efficacy and Safety of Lenvatinib in 
Combination with Pembrolizumab versus Treatment of 
Physician’s Choice in Patients with Advanced Endometrial 
Cancer: Study 309/KEYNOTE-775



Study 309/KEYNOTE-775: Phase III Trial Schema

Makker V et al. SGO 2021;Abstract 11512.



Study 309/KEYNOTE-775: Progression-Free Survival

Makker V et al. SGO 2021;Abstract 11512.



Study 309/KEYNOTE-775: Overall Survival

Makker V et al. SGO 2021;Abstract 11512.



Immunotherapeutic Approaches in 
Cervical Cancer



Chung HC et al.
SGO 2021;Abstract 10440.

Pembrolizumab Treatment of Advanced Cervical 
Cancer: Updated Results from the Phase II 
KEYNOTE-158 Study



Phase II KEYNOTE-158: Updated Results with Pembrolizumab 
for Previously Treated Advanced Cervical Cancer

Combined Positive Score (CPS) = PD-L1+ cells (tumor cells, lymphocytes, macrophages) / Total number of tumor cells x 100

Chung HC et al. SGO 2021;Abstract 10440.

PD-L1-Positive Cohort (CPS ≥1, n = 82)
ORR: 17.1%

PD-L1-Negative Cohort (n = 15)
ORR: 0%



Anti-PD-1/PD-L1 Antibodies in Ovarian Cancer



Abstract 10415



Liu JF et al. SGO 2021;Abstract 10415.



FIRST Phase III Trial of Dostarlimab (TSR-042) 
in Newly Diagnosed Ovarian Cancer

www.clinicaltrials.gov/ct2/show/NCT03602859 Courtesy of Ursula Matulonis, MD

Screening

Randomization
at cycle 2

Total 6 cycles
(21 days)

Maintenance
up to 3 yrs

Endpoints

Cycle 1 carboplatin-paclitaxel

N = 720-960
Newly diagnosed advanced

ovarian cancer

RANDOMIZATION 1:1:2

Carboplatin-Paclitaxel
+ I.V. placebo
± bevacizumab

Arm 1
Carboplatin-Paclitaxel

+ I.V. placebo
± bevacizumab

Arm 2
Carboplatin-Paclitaxel

+ TSR-042
± bevacizumab

Arm 3

Placebo
(oral and I.V.)*
± bevacizumab

Niraparib
+ I.V. placebo*
± bevacizumab

Niraparib
+ TSR-042

± bevacizumab

Primary endpoint: PFS
Secondary endpoints: ORR, DOR, DCR, PROs, TFST, TSST, PFS2, OS

*I.V. placebo up to 15 months in total



Phase II MOONSTONE Study Design

Niraparib + Dostarlimab

https://clinicaltrials.gov/ct2/show/NCT03955471?term=MOONSTONE&draw=2&rank=1

Primary endpoint: ORR
Secondary endpoints: DOR, PFS, OS, DCR

Eligibility

• Completed 1-3 prior lines of therapy for 
advanced or metastatic ovarian cancer

• Previously treated with platinum-based 
chemo, taxane and bevacizumab

• Resistant to last administered platinum 
agent

• No known BRCA 1 or 2 mutation

N=150



Lwin Z et al.
ESMO 2020;Abstract LBA41.

LEAP-005: Phase II Study of Lenvatinib (Len) plus 
Pembrolizumab (Pembro) in Patients (Pts) with 
Previously Treated Advanced Solid Tumours



LEAP-005: Antitumor Activity in Ovarian Cancer Cohort

4L Ovarian Cohort 
(n = 31)

ORR 32.3%

CR 3%

PR 29%

DCR 74.2%

DoR (median, mo) NR

Lwin Z et al. ESMO 2020;Abstract LBA41.

PFS: 4L Ovarian Cohort (n = 31)



Abstract 5500



NEOPEMBROV: Response to CT with or without Bevacizumab 
with or without Pembrolizumab

Ray-Coquard IL et al. ASCO 2021;Abstract 5500.



NEOPEMBROV: Progression-Free Survival

Ray-Coquard IL et al. ASCO 2021;Abstract 5500.
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Thank you for joining us!

CME and MOC credit information will be emailed 
to each participant within 5 business days.


