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Melanom

Stadium IIIB-IVC, resektabel

Patel et al., NEJM 3/2023
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kurative Therapie





KEYNOTE-671: Randomized, Double-Blind, Phase 3 Study of Pembrolizumab or Placebo plus Platinum-Based Chemotherapy Followed by Resection and Pembrolizumab or 
Placebo for Early-Stage NSCLC
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KEYNOTE-671 Study Design<br />Randomized, Double-Blind, Phase 3 Trial
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Event-Free Survival
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Event-Free Survival in Subgroups
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Disease-Free Survival
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Preoperative Chemotherapy with Selective Chemoradiation versus Chemoradiation for Locally Advanced Rectal Cancer: <br /><br />The PROSPECT Trial (Alliance N1048)
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PROSPECT Study Full Schema
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PROSPECT Main Eligibility Criteria
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PROSPECT: Disease Free Survival
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PROSPECT: Overall Survival
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PROSPECT: Clinician-Reported Toxicity
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PROSPECT: Quality of Life Evaluation
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Phase III randomized clinical trial comparing the efficacy of neoadjuvant chemotherapy and standard treatment in patients with locally advanced colon cancer
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Study design
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Efficacy outcomes - Disease-free survival (DFS)
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Efficacy outcomes - Overall survival (OS) 
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Short-course neoadjuvant FOLFIRINOX versus upfront surgery for resectable pancreatic head cancer -<br /><br />
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Overall survival analysis from the ADAURA trial of adjuvant osimertinib in patients with resected EGFR-mutated (EGFRm) stage IB–IIIA <br />non-small cell lung cancer (NSCLC)
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ADAURA Phase III study design
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Overall survival: patients with stage IB / II / IIIA disease
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Overall survival by disease stage
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Ribociclib and endocrine therapy as adjuvant treatment in patients with HR+/HER2− early breast cancer: primary results from the Phase III NATALEE trial
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NATALEE study design1,2
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Ribociclib achieved highly significant iDFS benefit
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iDFS benefit was consistent across prespecified key subgroups

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Gliom



INDIGO: a Phase 3 global, randomized, <br />double-blinded study of vorasidenib versus placebo in patients with residual or recurrent grade 2 glioma with an IDH1/2 mutation
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Vorasidenib
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INvestigating vorasiDenIb in GliOma (NCT04164901)
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Primary endpoint: PFS per BIRC

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Key secondary endpoint: TTNI
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Prostate irradiation in men with de novo, low-volume, <br />metastatic castration-sensitive prostate cancer (mCSPC): <br />Results of PEACE-1, a phase 3 randomized trial with a 
2x2 design
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NALIRIFOX versus nab-paclitaxel + gemcitabine in treatment-naive patients with mPDAC: <br />additional results from the phase 3 NAPOLI 3 trial

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



NAPOLI 3: Study design
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NAPOLI 3: PFS per investigator (ITT population) 
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NAPOLI 3: OS (ITT population)

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



NAPOLI 3: Overall summary of adverse eventsa
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Pembrolizumab + Chemotherapy versus Placebo + Chemotherapy for Persistent, Recurrent, or Metastatic Cervical Cancer: <br />Final Overall Survival Results of KEYNOTE-826 
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KEYNOTE-826: Randomized, Double-Blind,<br />Phase 3 Study<br />
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Dual Primary Endpoints at IA1: PD-L1 CPS ≥1 Population<br /><br />
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Protocol-Specified Final OS: All-Comer Population<br />
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Protocol-Specified Final OS: PD-L1 CPS ≥1 Population<br />
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Protocol-Specified Final PFS in Subgroups, All-Comer Population<br />
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Phase III MIRASOL (GOG 3045/ENGOT-ov55) Study: Mirvetuximab Soravtansine vs. Investigator’s Choice of Chemotherapy in Platinum-Resistant, Advanced High-Grade Epithelial 
Ovarian, Primary Peritoneal or Fallopian Tube Cancers with High Folate Receptor-Alpha (FR ) Expression 
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Background  
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MIRASOL (NCT04209855) – Study Design1,2
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Primary Endpoint: Progression-Free Survival by Investigator
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Differentiated Safety Profile: Treatment-Emergent Adverse Events

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



Phase 3 THOR Study: Results of Erdafitinib Versus Chemotherapy in Patients With Advanced or Metastatic Urothelial Cancer With Select Fibroblast Growth Factor Receptor 
Alterations
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Erdafitinib is a Pan-FGFR Inhibitor With Activity in Metastatic Urothelial Carcinoma
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Phase 3 THOR Study: Erdafitinib Versus Chemotherapy of Choice in Patients With Advanced Urothelial Cancer and Selected FGFR Aberrations
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Objective Response Rate Was Significantly Higher for Erdafitinib Versus Chemotherapya
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Erdafitinib Significantly Improved Progression-Free Survival Versus Chemotherapy
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Overall Survival for Erdafitinib Was Superior to Investigator’s Choice of Chemotherapy
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The Safety Profiles Were Consistent With the Known Profiles of Erdafitinib and Chemotherapy (2/2)
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Efficacy and safety of nivolumab and trabectedin in pretreated patients with advanced soft tissue sarcomas (STS) - results of a phase II trial of the German Interdisciplinary 
Sarcoma Group (GISG-15, NitraSarc)
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Study Design (late combination cohort; LCC)
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Study Design (early combination cohort; ECC)
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Hodgkin Lymphom



SWOG S1826, a Randomized Study of Nivolumab(N)-AVD Versus Brentuximab Vedotin(Bv)-AVD in Advanced Stage Classic Hodgkin Lymphoma (cHL)
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S1826 Study Design
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S1826 Eligibility Criteria (abbreviated)

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.



N-AVD improves PFS compared to Bv-AVD
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Event-Free Survival
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Overall Survival
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Observation vs. radiotherapy in PMBCL patients with complete response to standard immunochemotherapy: <br />The IELSG37 randomized trial (NCT01599559)
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Efficacy and safety results from the COMMANDS trial: <br />a phase 3 study evaluating luspatercept vs epoetin alfa in erythropoiesis-stimulating agent-naive transfusion-
dependent patients with lower-risk myelodysplastic syndromes
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The COMMANDS study
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COMMANDS primary endpoint: luspatercept superior to epoetin alfa
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COMMANDS secondary endpoints: luspatercept <br />superior to epoetin alfa
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IMerge: Results From a Phase 3, Randomized, Double-blind, Placebo-Controlled Study of Imetelstat in Patients With Heavily Transfusion Dependent Non-Del(5q) Lower-Risk 
Myelodysplastic Syndromes Relapsed/Refractory to Erythropoiesis Stimulating Agents
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Imetelstat in Lower Risk MDS
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IMerge Phase 3 Trial Design (MDS3001; NCT02598661)<br />
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Significant and Sustained Increase in Hemoglobin Among Patients Treated With Imetelstat
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Higher Rates of Longer-Term Duration of RBC TI Observed With Imetelstat vs Placeboa
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SF3B1 VAF Reduction in Patients Treated With Imetelstat Correlated With Clinical Outcomesa
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Carfilzomib, lenalidomide, and dexamethasone (KRd) versus elotuzumab and KRd in transplant-eligible patients with newly diagnosed multiple myeloma: Post-induction 
response and MRD results from an open-label randomized phase 3 study
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DSMM XVII Study: Post-induction Response
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Phase 3 Results From CARTITUDE-4: Cilta-cel Versus 
Standard of Care (PVd or DPd) in Lenalidomide-
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CARTITUDE-4 Study Design and Endpoints 

135

• Primary endpoint

• PFSc

• Secondary endpoints

• Efficacy: ≥CR, ORR, MRD negativity, OS

• Safety 

• PROs

aPhysicians’ choice. bAdministered until disease progression. cTime from randomization to disease progression/death. 
BCMA, B-cell maturation antigen; CAR-T, chimeric antigen receptor T cell; cilta-cel, ciltacabtagene autoleucel; CR, complete response; DPd, daratumumab, pomalidomide, and dexamethasone; ECOG PS, Eastern 
Cooperative Oncology Group performance status; IMiD, immunomodulatory drug; ISS, International Staging System; Len, lenalidomide; LOT, line of therapy; MM, multiple myeloma; MRD, minimal residual disease; ORR, 
overall response rate; OS, overall survival; PD, pharmacodynamics; PFS, progression-free survival; PI, proteasome inhibitor; PK, pharmacokinetics; PRO, patient-reported outcome; PVd, pomalidomide, bortezomib, and 
dexamethasone; SOC, standard of care.

Apheresis 
(start of study treatment)

Follow-up

Screening

Key inclusion criteria: 

• Age ≥18 years 
with MM 

• 1–3 prior LOT 
(including PI + IMiD)

• Len refractory 

• ECOG PS ≤1

Key exclusion criteria: 

• Prior CAR-T or 
BCMA-targeting 
therapy

Randomizatio
n

1:1 
randomization

Stratified by: 
• Choice of 

PVd/DPd
• ISS stage
• Number of 

prior LOT

Day 1:
Cilta-cel 
infusion

(Target: 0.75×106

CAR+ T cells/kg)

Day 1–112:
Collect safety,

efficacy,
PK/PD data

every 28 days

Bridging
PVd or 
DPda

≥1 cycle

PVd or DPda,b

SOC arm 

Cilta-cel arm
Lymphodepletion

T-cell transduction and expansion



CARTITUDE-4:
Primary Endpoint – PFS (ITT Population)

• Cilta-cel vs SOC

• 12-month PFS rate: 
76% vs 49%

• SOC performed 
as expected

1
3
6

aMedian follow-up, 15.9 months. bConstant piecewise weighted log-rank test. cHazard ratio and 95% CI from a Cox proportional hazards model with treatment as the sole explanatory variable, including only
progression-free survival events that occurred >8 weeks post randomization. 
cilta-cel, ciltacabtagene autoleucel; HR, hazard ratio; ITT, intent-to-treat; mPFS, median progression-free survival; NE, not estimable; SOC, standard of care.
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mPFS: not reached (95% CI, 22.8–NE)

mPFS: 11.8 months (95% CI, 9.7–13.8) 

Bridging phase, patients in cilta-cel arm were 
receiving the same treatment as the SOC 
arm

Hazard ratio, 0.26 (95% CI, 0.18–0.38); 
P<0.0001b,c



CARTITUDE-4: Key Subgroup Analysis (ITT) 

1
3
7

aHazard ratio and 95% CI from a Cox proportional hazards model with treatment as the sole explanatory variable, including only progression-free survival events that occurred >8 weeks post randomization. A hazard 

ratio <1 indicates an advantage for the cilta-cel arm. bBased on serum β2-microglobulin and albumin. cPositive for del(17p), t(14;16), t(4;14), and/or gain/amp(1q) by fluorescence in situ hybridization testing. Protocol-

defined high-risk cytogenetics refers to “Any of 4 markers abnormal.”

cilta-cel, ciltacabtagene autoleucel; ECOG PS, Eastern Cooperative Oncology Group performance status; IMiD, immunomodulatory drug; ISS, International Staging System; PI, proteasome inhibitor; 

SOC, standard of care.
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Number of lines of prior therapy
1
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ISS stagingb

I
II
III

Presence of soft tissue
plasmacytomas

Yes
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Tumor burden
Low
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0.33 (0.11, 0.95)

0.39 (0.21, 0.75)
0.22 (0.14, 0.34)

0.27 (0.17, 0.44)
0.26 (0.12, 0.56)
0.27 (0.13, 0.56)

Favor cilta-cel arm Favor SOC arm →

Hazard ratio and 95% CI
Hazard ratioa

(95% CI)

0.24 (0.14, 0.38)

0.26 (0.14, 0.50)

0.15 (0.05, 0.39)

0.27 (0.19, 0.39)

0.23 (0.12, 0.44)

0.27 (0.19, 0.39)

0.24 (0.12, 0.46)

Refractory to

PI + IMiD

Anti-CD38 + IMiD

PI + anti-CD38 + IMiD

Last line of prior therapy

Prior exposure to

Daratumumab

Bortezomib

Bortezomib and daratumumab

Cytogenetic risk at study entry

High riskc

Any of 4 markers abnormal

At least 2 of 4 markers abnormal

Excl. gain/amp(1q)

Standard risk

0.25 (0.16, 0.38)

0.33 (0.17, 0.64)

0.26 (0.15, 0.45)

0.40 (0.21, 0.77)

Hazard ratio and 95% CI
Hazard ratioa

(95% CI)

Favor cilta-cel arm Favor SOC arm →

0 0.5 1 2



CARTITUDE-4: PFS by Prior Line of Therapy
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• Cilta-cel improved PFS vs SOC whether patients had 1 or 2–3 prior LOT

cilta-cel, ciltacabtagene autoleucel; HR, hazard ratio; ITT, intent-to-treat; LOT, line of therapy; PFS, progression-free survival; SOC, standard of care.

Progression-free survival by treatment and number of prior lines in the ITT set
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Hämochromatose

HFE C282Y homozygot

Mottelson et al., EHA Plenary Session 2023



Akute Myeloische Leukämie
CAR-T Zellen

Haubner et et al., EHA Plenary Session 2023
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• Gliom

• Kolonkarzinom

• Lungenkarzinom

• Mammakarzinom

• Ovarialkarzinom

• Pankreaskarzinom

• Prostatakarzinom

• Rektumkarzinom

• Urothelkarzinom

• Weichgewebssarkom

• Zervixkarzinom

• Akute Myeloische Leukämie

• Hodgkin Lymphom

• Hämochromatose

• Multiples Myelom

• Myelodysplastische Neoplasien

• PMBCL
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