
Presented on: EHA 25 Virtual Congress, June 11-14, 2020

Phase 3, Randomized, Open-Label Study of
Pembrolizumab Versus Brentuximab Vedotin
for Treatment of Relapsed or Refractory
Classical Hodgkin Lymphoma: KEYNOTE-204

P. L. Zinzani1; R. Ramchandren2; A. Santoro3; E. Paszkiewicz-Kozik4; R. Gasiorowski5; 
N. A. Johnson6; V. Melnichenko7; L. M. Fogliatto8; I. Goncalves9; J. S. R. de Oliveira10; 
V. Buccheri11; G. Fleury Perini12; N. Goldschmidt13; S. Alekseev14; I. Kriachok15; N. 
Sekiguchi16; Y. Zhu17; A. Nahar17; P. Marinello17; J. Kuruvilla18

1Institute of Hematology ’’L. e A. Seràgnoli,” University of Bologna, Bologna, Italy; 2The University of Tennessee, Knoxville, TN, USA; 
3Humanitas Clinical and Research Center, IRCCS, Milan, Italy; 4Maria Sklodowska-Curie National Institute of Oncology, Warsaw, 
Poland; 5Concord Repatriation General Hospital, University of Sydney, Sydney, NSW, Australia; 6Jewish General Hospital, Montreal, 
QC, Canada; 7Pirogov National Medical and Surgical Center, Moscow, Russia; 8Hospital de Clinicas de Porto Alegre, Porto Alegre, 
Brazil; 9Fundaçao Pio XII – Hospital de Câncer, São Paulo, Brazil; 10Casa de Saứde Santa Marcelina, São Paulo, Brazil; 11Hospital das
Clinicas da Faculdade de Medicina da Universidade de São Paulo, São Paulo, Brazil; 12Hospital Israelita Albert Einstein, São Paulo, 
Brazil; 13Hadassah Medical Center, Jerusalem, Israel; 14N.N. Petrov National Medical Research Center of Oncology, St. Petersburg, 
Russia; 15National Cancer Institute, Ukraine, Kiev, Ukraine; 16National Hospital Organization Disaster Medical Center, Tokyo, Japan; 
17Merck & Co., Inc., Kenilworth, NJ, USA; 18Princess Margaret Cancer Centre, Toronto, ON, Canada



Presented on: EHA 25 Virtual Congress, June 11-14, 2020

KEYNOTE-204 Study Design (NCT02684292)

1. Cheson BD et al.  J Clin Oncol. 2007;25:579-586.

Key Eligibility Criteria

• Relapsed or refractory cHL

• Relapse after auto-SCT or
ineligible for auto-SCT and
failed 1 prior line of therapy

• Measurable disease per IWG
2007 criteria1

• ECOG PS 0-1

• BV-naive and BV-exposed
patients eligible

Stratification Factors

• Prior auto-SCT (yes vs no)

• Status after 1L therapy (primary refractory vs relapsed <12 months
vs relapsed ≥12 months after end of 1L therapy)

R
1:1

• Response assessed
Q12W per IWG 2007
Revised Response
Criteria for Malignant
Lymphoma1

• AEs evaluated Q3W
throughout the trial
period, and Q12W during
follow-up

Primary End Point: PFS per blinded independent central review (BICR) 
by IWG 2007 criteria including clinical and imaging data following
auto-SCT or allogeneic stem cell transplantation (allo-SCT); OS

Secondary End Points: PFS per BICR by IWG 2007 criteria excluding
clinical and imaging data following auto-SCT or allo-SCT; ORR by BICR 
per IWG 2007; PFS per investigator review; DOR, safety

Pembrolizumab
200 mg IV Q3W
Up to 35 cycles

Brentuximab vedotin
1.8 mg/kg IV Q3W

Up to 35 cycles
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Primary End Point: Progression-Free Survival per 
Blinded Independent Central Review

Data cutoff: January 16, 2020

Including clinical and imaging data following auto-SCT or allo-SCT
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Progression-Free Survival per
Blinded Independent Central Review

Data cutoff: January 16, 2020

Excluding clinical and imaging data following auto-SCT or allo-SCT
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Data cutoff: January 16, 2020

Treatment-Related AEs (≥10% Either Arm)



Presented on: EHA 25 Virtual Congress, June 11-14, 2020

Immune-Mediated AEs

Based on a list of terms specified by the sponsor and included by the investigator regardless of atribution to study treatment or immune relatedness.

Data cutoff: January 16, 2020


