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Forward Looking Statement 

This presentation contains forward looking statements. The words “believe”, “expect”, “anticipate”, “intend” and “plan” and similar 

expressions identify forward looking statements. All statements other than statements of historical facts included in this presentation, 

including, without limitation, those regarding our financial position, business strategy, plans and objectives of management for future 

operations (including development plans and objectives relating to our products), are forward looking statements. Such forward looking 

statements involve known and unknown risks, uncertainties and other factors which may cause our actual results, performance or 

achievements to be materially different from any future results, performance or achievements expressed or implied by such forward looking 

statements. Such forward looking statements are based on numerous assumptions regarding our present and future business strategies and 

the environment in which we will operate in the future. The important factors that could cause our actual results, performance or 

achievements to differ materially from those in the forward looking statements include, among others, risks associated with product discovery 

and development, uncertainties related to the outcome of clinical trials, slower than expected rates of patient recruitment, unforeseen safety 

issues resulting from the administration of our products in patients, uncertainties related to product manufacturing, the lack of market 

acceptance of our products, our inability to manage growth, the competitive environment in relation to our business area and markets, our 

inability to attract and retain suitably qualified personnel, the unenforceability or lack of protection of our patents and proprietary rights, our 

relationships with affiliated entities, changes and developments in technology which may render our products obsolete, and other factors. 

Further, certain forward looking statements are based upon assumptions of future events which may not prove to be accurate. The forward 

looking statements in this document speak only as at the date of this presentation. 
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Genmab’s Solid Foundation: Our Focus 
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Core Purpose 

• To improve the lives 
of patients by 
creating & 
developing 
innovative antibody 
products 

Our Strategy 

• Turn science into 
medicine 

• Build a profitable & 
successful biotech 

• Focus on Core 
Competence 

Vision 

• By 2025, our own 
product has 
transformed cancer 
treatment and we 
have a pipeline of 
knock-your-socks 
off antibodies 



Marketed Products Expanding Pipeline R&D Engine Proven Track Record 

DARZALEX® & Arzerra® 
generating royalty income 

Exciting clinical programs  
(Tisotumab vedotin, 

Enapotamab vedotin,  
HexaBody-DR5/DR5 & 
DuoBody-CD3xCD20)  

& 3 INDs in 2019 

Next gen. technologies for 
robust pre-clinical pipeline:  

DuoBody® Platform 
HexaBody® Tech. 
HexElect™ Tech. 

Solid financial base 
provides ability to 

retain assets, build 
capabilities, create 

more value 
 
  

Genmab’s Solid Foundation: Supporting Future Growth 
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Genmab’s Solid Foundation: Supporting Future Growth 

Key 2018 Achievements 

D
a

ta
 

• Daratumumab 

• MAIA – LBA at ASH 

• CASSIOPEIA  

 

• Tisotumab vedotin 

• Solid tumor data from 
innovaTV 201 study o 
be publ. in The Lancet 
Oncology 

 

• Updated cervical 
cancer data from 
innovaTV 201 study: 
ESMO 

 

• >35 abstracts at ASH 

 

• Pre-clinical data 
presented at multiple 
conferences 

P
ip

e
lin

e
 

• New Ph III dara. trials 

 

• Tisotumab vedotin 

•1st pts dosed in Ph II 
innovaTV 204 Cervical  
Ca. (CC) study 

 

• Ph II innovaTV 207 in 4 
other solid tumors started 

 

• New studies planned in 
CC & others (Ovarian) 

 

• Recruitment compl. in Ph 
III ofa. (OMB157) in RMS  

 

• Enapotamab vedotin 
expansion cohorts 

  

• First pts dosed in 
HexaBody-DR5/DR5 & 
DuoBody-CD3xCD20 

R
e

g
u

la
to

ry
  

• DARZALEX 

• Approved in frontline 
MM in both U.S. & EU*: 
based on ALCYONE 
data 

 

• Reg. appl. in Japan 
upcoming 

 

• Reg. appls. submitted 
in U.S. & EU split 
dosing (positive CHMP 
opinion) 

 

• Submission of reg. 
appl. in China 

C
o
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a

n
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• DARZALEX on track for 
2018 sales guidance 

 

• Strategic Partnership  
with Immatics 

 

• Pre-clin. milestone in 
DuoBody collab. w/ 
Novo Nordisk 

 

• Targeted investment in 
new capabilities: 
Translational Research, 
Commercial, Medical 
Affairs 

*See local country prescribing 

information for precise indications 



Daratumumab 

Transforming the Treatment of Multiple Myeloma 

Activity across all lines of 
treatment & combinations 

Consistent safety profile 

Responses appear to deepen over 
time 

Potential for more 
convenient administration 
on horizon 
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Daratumumab: 
Efficacy in  
Newly Diagnosed  
Multiple Myeloma:  
MAIA (MMY3008) & 
GRIFFIN (MMY2004) 

Presented by Dr. Saad Usmani, M.D., FACP, 

University of North Carolina at Chapel Hill, Levine Cancer Institute 



MAIA  
(MMY3008) 

Presented by Dr. Saad Usmani, M.D., FACP, 

University of North Carolina at Chapel Hill, Levine Cancer Institute 



Phase 3 Randomized Study of Daratumumab Plus Lenalidomide and 
Dexamethasone (D-Rd) Versus Lenalidomide and Dexamethasone (Rd) 

in Patients with Newly Diagnosed Multiple Myeloma (NDMM) 
Ineligible for Transplant (MAIA) 
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Thierry Facon,1 Shaji Kumar,2 Torben Plesner,3 Robert Z. Orlowski,4 Philippe Moreau,5 Nizar Bahlis,6 Supratik Basu,7 
Hareth Nahi,8 Cyrille Hulin,9 Hang Quach,10 Hartmut Goldschmidt,11 Michael O’Dwyer,12 Aurore Perrot,13 Christopher 
P. Venner,14 Katja Weisel,15 Joseph R. Mace,16 Tahamtan Ahmadi,17 Christopher Chiu,18 Jianping Wang,19 Rian Van 
Rampelbergh,20 Clarissa M. Uhlar,18 Rachel Kobos,18 Ming Qi,18 Saad Z. Usmani,21  
 

 

1Service des Maladies du Sang, Hôpital Claude Huriez, Lille, France; 2Department of Hematology, Mayo Clinic Rochester, Rochester, MN, 

USA; 3Vejle Hospital and University of Southern Denmark, Vejle, Denmark; 4Department of Lymphoma-Myeloma, University of Texas M.D. 

Anderson Cancer Center, Houston, TX, USA; 5Hematology, University Hospital Hôtel-Dieu, Nantes, France; 6University of Calgary, Arnie 

Charbonneau Cancer Institute, Calgary, AB, Canada; 7Royal Wolverhampton Hospitals NHS Trust, Wolverhampton, United Kingdom; 
8Karolinska Institute, Department of Medicine, Division of Hematology, Karolinska University Hospital at Huddinge, Stockholm, Sweden; 
9Department of Hematology, Hospital Haut Leveque, University Hospital, Pessac, France; 10St. Vincent's Hospital, University of Melbourne, 

Melbourne, Australia; 11University Hospital Heidelberg and National Center of Tumor Diseases (NCT), Heidelberg, Germany; 12Dept. of 

Medicine/Haematology, NUI, Galway, Republic of Ireland; 13Hematology Department, University Hospital, Vandoeuvre Les Nancy, France; 
14Division of Medical Oncology University of Alberta, Edmonton, AB, Canada; 15Universitaetsklinikum Tuebingen der Eberhard-Karls-

Universitaet, Abteilung fuer Innere Medizin II, Tuebingen, Germany; 16Florida Cancer Specialists & Research Institute, St. Petersburg, FL, 

USA; 17Genmab US, Inc., Princeton, NJ, USA; 18Janssen Research & Development, Spring House, PA, USA; 19Janssen Research & 

Development, Raritan, NJ, USA; 20Janssen Research & Development, Beerse, Belgium; 21Levine Cancer Institute/Atrium Health, Charlotte, 

NC, USA 
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Introduction & Methods 

• Lenalidomide (R)-based therapies are a standard of care for patients with newly diagnosed, transplant-
ineligible multiple myeloma (NDMM) 

• As previously reported in 3 Phase III studies, addition of daratumumab (D) to standards of care in both 
relapsed refractory MM (POLLUX; D-Rd & CASTOR; D-Vd) or transplant-ineligible NDMM (ALCYONE; D-
VMP) resulted in a ≥50% reduction in the risk of disease progression or death1  

• Of these, the POLLUX study with D-Rd showed the greatest benefit: 63% reduction in risk of disease 
progression or death in patients with MM who had at least one prior line of therapy 

• Based on efficacy & tolerable safety profile of D-Rd,  conducted a Phase III study (MAIA) to evaluate D-
Rd vs Rd in transplant-ineligible NDMM 

• Patients ≥65 years or otherwise ineligible for high-dose chemo. with ASCT due to age ≥65 years 
randomized 1:1 to Rd ± D 

• The primary endpoint was PFS 
• Key secondary endpoints: ORR, MRD negativity rate, and safety. 

 

 
 
1(Palumbo A, et al. N Engl J Med 2016;375:754-766; Dimopoulos MA, et al. N Engl J Med 2016;375:1319-1331; Mateos MV, et al. N Engl J Med 2018;378:518-528). 
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Patient Characteristics & Dosing 

• Total patients  
– 368 D-Rd 
– 369 Rd 

• Median age 
– 73 (45 – 90) years 
– 44% ≥75 years 

• 52% male 
• 67% had ECOG scores ≥1 
• ISS stage 

– I: 27% 
– II: 43% 
– III: 29% 

• FISH/karyotyping cytogenetic analysis 
– 642 patients evaluable 
– 86% standard risk 
– 14% high risk 

• All patients received 28-day cycles of 
treatment with Rd ± D 

• R: 25 mg (oral) QD on Days 1 21;  

• d: 40 mg (oral) on Days 1, 8, 15 and 22 

• In D-Rd arm, D was given at 16 mg/kg 
(intravenously) QW for Cycles 1-2, Q2W for 
Cycles 3-6, and Q4W thereafter 

•  In both arms, patients were treated until 
disease progression or unacceptable toxicity 
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Results 

Patients treated with D-Rd:  
- 45% reduction in risk of progression or death 

- HR 0.55, 95% CI, 043 to 0.72; p<0.0001 
- Median PFS not reached vs 31.9 mo. in Rd 

- Median follow-up 28 months 
 

- HR for OS was 0.78 (95%CI, 0.56 to 1.1) 
- OS data immature; follow-up ongoing 

Response 
Category 

D-Rd (%) Rd (%) 
Odds Ratio 

(95% CI) 
P value 

≥VGPR 79.3% 53.1% 3.4 <0.0001 

≥CR 47.6% 24.7% 2.75 <0.0001 

Responses Median follow-up: 28 mo.  
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Safety 

 

 

 

• Higher rates (≥5%) of grade 3/4 of the following observed in D-Rd arm: 
– Pneumonia 
– Neutropenia 
– Leukopenia 

 

• Safety profile overall well tolerated and consistent with previously reported daratumumab studies 
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Conclusion 

• Addition of D to Rd in patients with transplant-ineligible NDMM significantly reduced the risk of 
progression or death by 45% 

• No new safety signals  

 

These data, together with the Phase III ALCYONE study, support the 
addition of daratumumab  to standard of care combinations in 
transplant ineligible newly-diagnosed multiple myeloma 

 



GRIFFIN  
(MMY2004) 

Presented by Dr. Saad Usmani, M.D., FACP, 

University of North Carolina at Chapel Hill, Levine Cancer Institute 



 
Efficacy and Updated Safety Analysis of a Safety Run-in Cohort 
from GRIFFIN, a Phase 2 Randomized Study of Daratumumab 

(DARA), Bortezomib (V), Lenalidomide (R), and Dexamethasone (d; 
DARA‐VRd) vs. VRd in Patients (Pts) With Newly Diagnosed 

Multiple Myeloma (NDMM) Eligible for High‐dose Therapy (HDT) 
and Autologous Stem Cell Transplantation (ASCT)* 

 

*ClinicalTrials.gov Identifier: NCT02874742 

P Voorhees,1 C Rodriguez,2 B Reeves,3 N Nathwani,4 LJ Costa,5 Y Lutska,6 D Hoehn,6 H Pei,7 J Ukropec,8 M 
Qi,9 TS Lin,6  PG Richardson10 

 
1Levine Cancer Institute, Atrium Health, Charlotte, NC, USA; 2Wake Forest University School of Medicine, Winston-Salem, 

NC, USA; 3University of North Carolina – Chapel Hill, Chapel Hill, NC, USA; 4Judy and Bernard Briskin Center for Multiple Myeloma Research, City of Hope 
Comprehensive Cancer Center, Duarte, CA, USA; 5University of Alabama at Birmingham, Birmingham, AL, USA; 6Janssen Scientific Affairs, LLC, Horsham, 
PA, USA; 7Janssen Research & Development, LLC, Horsham, PA, USA; 8Janssen Global Medical Affairs, Horsham, PA, USA; 9Janssen Research & 
Development, LLC, Spring House, PA, USA; 10Dana-Farber Cancer Institute, Boston, MA, USA. 
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GRIFFIN: Safety Run-in Phase (N = 16) 

• Patients who complete maintenance cycles 7-32 may continue single-agent lenalidomide thereafter 

ECOG, Eastern Cooperative Oncology Group; CrCl, creatinine clearance; D, daratumumab; IV, intravenously; D, day; V, bortezomib; SC, subcutaneously; PO, orally; d, dexamethasone; D-R, daratumumab/lenalidomide;  
R, lenalidomide.   
aLenalidomide dose adjustments were made for patients with CrCl ≤50 mL/min; bConsolidation was initiated 60-100 days post-transplant. 

Cycles: 21 days Cycles: 21 days Cycles: 28 days 

Induction: 
Cycles 1-4 

Consolidation: 
Cycles 5-6b 

Maintenance: 
Cycles 7-32 

Key eligibility: 

• NDMM 
• 18-70 years 
• Transplant eligible 
• ECOG score ≤2 
• CrCl ≥30 mL/mina 

T 
RAN 

S 
P 
L 

AN 
T 

D-VRd 
D: 16 mg/kg IV D1, 8, 15 

V: 1.3 mg/m2 SC D1, 4, 8, 11 
R: 25 mg PO D1-14 

d: 20 mg PO D1, 2, 8, 9, 15, 16 

 

D-VRd 
D: 16 mg/kg IV D1 

VRd: as in induction 

D-R  
D: as in consolidation 

R: 10 mg PO D1-21 of Cycles 7-
9 and 15 mg PO D1-21 of 

Cycles 10+ (if no tolerability 
issues) 

d: 20 mg PO D1 

Safety run-in phase in 16 patients to assess dose-limiting toxicities 
during 1 Cycle of D-VRd 
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Demographics and Disease Characteristics  

 Characteristic (N = 16) 

Median (range) age, years 62.5 (46-65) 

Male, n (%) 8 (50) 

Race, n (%) 

   White 

   Black/ African American 

   Asian 

 

11 (69) 

4 (25) 

1 (6) 

ECOG performance status, n (%) 

   0 

   1 

   2 

  

3 (19) 

10 (63) 

3 (19) 

ISS, n (%) 

   Stage I 

   Stage II 

   Stage III 

 

12 (75) 

2 (13) 

2 (13) 

High-risk cytogeneticsa, n (%) 5 (31) 

aHigh risk cytogenetics were defined by any of del17p, t(4:14), t(14:16). All 5 

patients with high-risk cytogenetics had a del17p abnormality.   

Percentages may not add up to 100% due to rounding. 

ISS, International Staging System; ECOG, Eastern Cooperative Oncology Group. 

• As of October 24 2018, 16 
patients were enrolled in the 
safety run-in and all completed 
9 cycles of treatment, including 
3 cycles of maintenance 

• Patients have received a median 
(range) of 17 (10-19) cycles, 
including 4-13 maintenance 
cycles 
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Safety: Most Common TEAEsa 

TEAE, treatment-emergent adverse event. 
aAny grade TEAEs in >25% of patients and grade 3 or 4 TEAEs in >10% of patients. 
bAll grade 3.  
cIncludes TEAEs that were very likely, probably, or possibly related to daratumumab. 

• TEAEs occurred in all 16 patients 

– TEAEs related to daratumumabc occurred in 15 
patients (94%) 

• Grade 3 or 4 TEAEs occurred in 14 patients (88%) 

– Grade 3 or 4 TEAEs related to daratumumabc 
occurred in 10 patients (63%) 

Nonhematologic TEAEs, n (%) Any grade Grade 3 or 4 

Diarrhea 9 (56) 1 (6) 

Fatigue 9 (56) 1 (6) 

Hypocalcemia 8 (50) 1 (6) 

Constipation 8 (50) 0 

Nausea 6 (38) 0 

Vomiting 6 (38) 0 

Peripheral edema 6 (38) 0 

Pyrexia 6 (38) 0 

Upper respiratory tract infection 6 (38) 0 

Hypokalemia 6 (38) 0 

Cough 5 (31) 0 

Hypoalbuminemia 5 (31) 0 

Hypomagnesemia 5 (31) 0 

Insomnia 5 (31) 0 

Pain in extremity 5 (31) 0 

Peripheral sensory neuropathy 5 (31) 0 

Pneumonia 4 (25) 4 (25) 

Hypophosphatemia 4 (25) 2 (13) 

Rash 4 (25) 2 (13) 

Hematologic TEAEs, n (%) Any grade Grade 3 or 4 

Neutropenia 12 (75) 5 (31)b 

 Febrile neutropenia 2 (13) 2 (13) 

Lymphopenia 12 (75) 3 (19) 

Thrombocytopenia 8 (50) 4 (25) 

Leukopenia 8 (50) 2 (13) 

Anemia 7 (44) 1 (6) 
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Safety: Infusion Reactionsa 

N = 16 

IRs, n (%) Any grade Grade 3 or 4 

Peripheral edema 

Vascular access site swelling 

Pruritus 

Maculo-papular rash 

Flushing 

1 (6) 

1 (6) 

1 (6) 

1 (6) 

1 (6) 

0 

0 

0 

0 

0 

• DARA IRs were reported in 4 (25%) patients 

• No grade 3 or 4 IRs 

• All patients recovered with no 
discontinuations due to IRs 

IR, infusion reaction. 
aIRs reported in ≥1 patient. 
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ASCT Parameters 

Adding daratumumab to VRd did not negatively affect stem cell collection and 
engraftment1 

1. Kumar S, et al. Blood. 2012;119(19):4375-4382. 

Stem cell yield, × 106 CD34+ cells/kg (n = 16) 

   Median (range) 
8.05 (3.5-17.6) 

Days to neutrophil engraftment (0.5 × 109/L; n = 14) 

   Median (range) 
13.0 (1-29) 

Days to platelet engraftment (20 × 109/L; n = 12) 

   Median (range) 
13.5 (9-29) 



Efficacy: Investigator-assessed Response Rate 

• Median (range) follow-up: 16.8 (15.9-18.7) months 
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Responses continued to deepen over time 

50 

38 

6 

6 
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63 
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induction

End of
consolidation

During
maintenance
(4-13 cycles)

O
R

R
, 
%

 

PR VGPR CR sCR

≥VGPR 
56% 

≥CR 
6% 

≥VGPR 
100% 

≥CR 
63% ≥CR 

94% 

≥VGPR 
100% 

ORR = 94%  
ORR = 100%  ORR = 100%  

ORR, overall response rate; CR, complete response; VGPR, very good partial response; PR, partial response. 
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MRD Negativity (10–5; ITT) and Outcomes 

• Median (range) follow-up: 16.8 (15.9-18.7) months 

24 

50% of patients achieved MRD negativity at 10–5 

MRD rate expressed as a percentage of all patients (N =16). Note that 3 patients were not evaluable due to technical issues.  

• 15/16 (94%) patients remain 
progression free on study 
treatment 
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b 

aEvaluated by next generation sequencing (NGS; ClonoSEQ v2.0). 

b13 patients were evaluated for MRD at each timepoint.  

b 
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Conclusions 

• The overall safety profile of D-VRd was consistent with prior experience with 
daratumumab and VRd, and toxicity was manageable 

• All patients underwent successful stem cell collection and transplantation 

• Depth of response improved with consolidation and continued to deepen 
over time 

• MRD negativity (10-5 threshold by NGS) was achieved in 50% of all patients after 
consolidation  

• One patient experienced disease progression by the clinical cutoff date 

D-VRd is well-tolerated and effective in ASCT-eligible NDMM 



Daratumumab: 
Efficacy in  
Newly Diagnosed  
Multiple Myeloma:  
ALCYONE (MMY3007) & 
CASSIOPEIA (MM3006)  
 
Presented by Dr. Meletios A. Dimopoulos, M.D.,  

National and Kapodistrian University of Athens, School of Medicine 



ALCYONE  
(MMY3007) 
 

Presented by Dr. Meletios A. Dimopoulos, M.D.,  

National and Kapodistrian University of Athens, School of Medicine 



One-year Update of a Phase 3 Randomized Study of Daratumumab 
Plus Bortezomib, Melphalan, and Prednisone (D-VMP) Versus 

Bortezomib, Melphalan, and Prednisone (VMP) in Patients (Pts) 
With Transplant-ineligible Newly Diagnosed Multiple Myeloma 

(NDMM): ALCYONE* 

*ClinicalTrials.gov Identifier: NCT02195479 

Meletios A. Dimopoulos,1 Maria-Victoria Mateos,2 Michele Cavo,3 Kenshi Suzuki,4 Andrzej Jakubowiak,5 Stefan 
Knop,6 Chantal Doyen,7 Paulo Lucio,8 Zsolt Nagy,9 Ludek Pour,10 Mark Cook,11 Sebastian Grosicki,12 Andre 
Crepaldi,13 Anna Marina Liberati,14 Philip Campbell,15 Tatiana Shelekhova,16 Sung-Soo Yoon,17 Genadi Iosava,18 
Tomoaki Fujisaki,19 Mamta Garg,20 Christopher Chiu,21 Jianping Wang,22 Anupa Kudva,22 Rachel Kobos,22 Susan 
Wroblewski,21 Ming Qi,21 Jesus San-Miguel,23 Joan Bladé24 

 
1National and Kapodistrian University of Athens, Athens, Greece; 2University Hospital of Salamanca/IBSAL, Salamanca, Spain; 3Institute of Hematology, 
Department of Experimental, Diagnostic and Specialty Medicine, University of Bologna, Bologna, Italy; 4Japanese Red Cross Medical Center, Department of 
Hematology, Tokyo, Japan; 5University of Chicago Medical Center, Chicago, Illinois; 6Würzburg University Medical Center, Würzburg, Germany; 7Université 
catholique de Louvain, CHU UCL Namur, Yvoir, Belgium; 8Champalimaud Centre for the Unknown, Lisbon, Portugal; 9Semmelweis Egyetem, Budapest, Hungary; 
10University Hospital Brno, Brno, Czech Republic; 11University Hospitals Birmingham NHS Trust, Birmingham, United Kingdom; 12Department of Cancer 
Prevention, School of Public Health, Silesian Medical University, Katowice, Poland; 13Clinica de Tratamento E, Cuiaba, Brazil; 14Azienda Ospedaliera “Santa 
Maria,” Terni, Italy; 15Andrew Love Cancer Centre, Geelong, Australia; 16Clinic of Professional Pathology, Saratov, Russia; 17Department of Internal Medicine, 
Seoul National University College of Medicine, Seoul, South Korea; 18LTD “Medinvent” Institute of Health, Tbilisi, Georgia; 19Matsuyama Red Cross Hospital, 
Matsuyama, Japan; 20Leicester Royal Infirmary – Haematology, Leicester, United Kingdom; 21Janssen Research & Development, Spring House, PA, USA; 
22Janssen Research & Development, Raritan, NJ, USA; 23Clínica Universidad de Navarra-CIMA, IDISNA, CIBERONC, Pamplona, Spain; 24Servei d'Hematologia, 
Hospital Clínic de Barcelona, Institut d'Investigacions Biomèdiques August Pi I Sunyer (IDIBAPS), University of Barcelona, Barcelona, Spain. 
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Background  

• NDMM patients ≥65 years of age or with comorbidities are ineligible for autologous stem-cell 
transplant1 

• In VISTA, the bortezomib, melphalan, and prednisone (VMP) registration study, the addition of V to MP 
improved efficacy in these patients at the cost of increased toxicity (eg, peripheral sensory 
neuropathy)2,3 

• PETHEMA/GEM2005MAS654 and GIMEMA5 optimized VMP by reducing toxicity and maintaining 
cumulative bortezomib dose and efficacy 

• In the primary analysis of the phase 3 ALCYONE study, the addition of daratumumab to VMP (D-VMP) 
reduced the risk of progression or death by 50% in NDMM patients ineligible for transplant6 

 

 

 

 

 

 

 

1.  Mohty M, Harousseau JL. Haematologica. 2014;99(3):408-416.  
2.  San Miguel J, et al. N Engl J Med. 2008;359(9):906-917. 
3.  Harousseau JL, et al. Blood. 2010;116(19):3743-3750. 

We report updated efficacy and safety from ALCYONE  
after 1 year of additional follow-up 

4.  Mateos MV, et al. Lancet Oncol. 2010;11(10):934-941. 
5.  Palumbo A, et al. J Clin Oncol. 2010;28(34):5101-5109. 
6.  Mateos MV, et al. N Engl J Med. 2018;378(6):518-528. 



ECOG, Eastern Cooperative Oncology Group; ISS, International Staging System; EU, European Union; SC, subcutaneously; PO, orally;  
IV, intravenously; D, daratumumab; PD, progressive disease; PFS, progression-free survival; ORR, overall response rate; VGPR, very good partial 
response; CR, complete response; MRD, minimal residual disease; NGS, next-generation sequencing; OS, overall survival.  
a8-month PFS improvement over 21-month median PFS of VMP. 

ALCYONE Study Design 
 
 

Key eligibility 
criteria: 

• Transplant- 
ineligible 
NDMM 

• ECOG 0-2 
• Creatinine 

clearance  
    ≥40 mL/min 
• No grade ≥2 

peripheral 
neuropathy or 
grade ≥2 
neuropathic 
pain 

 
 

Stratification factors 
• ISS (I vs II vs III) 
• Region (EU vs other) 
• Age (<75 vs ≥75 years) 

1
:1

 R
an

d
o

m
iz

at
io

n
 (

N
 =

 7
0

6
) 

D-VMP × 9 cycles (n = 350) 
 

Daratumumab: 16 mg/kg IV 
 Cycle 1: once weekly 
 Cycles 2-9: every 3 weeks 
 

+ 
 

Same VMP schedule 

 
 

Follow-up 
for PD and 

survival 
 
 

 
 

Primary endpoint: 

• PFS 
 

Secondary endpoints: 

• ORR 
• ≥VGPR rate 
• ≥CR rate 
• MRD (NGS; 10–5) 
• OS 
• Safety 

 
 

VMP × 9 cycles (n = 356) 
 

Bortezomib: 1.3 mg/m2 SC  
Cycle 1: twice weekly 
Cycles 2-9: once weekly  

Melphalan: 9 mg/m2 PO on Days 1-4  
Prednisone: 60 mg/m2 PO on Days 1-4  

 
 
 
 

D 
Cycles 10+ 

 
16 mg/kg IV 

 
Every 

4 weeks:  
until PD 

 
 
 
 

Statistical analyses 
• 360 PFS events: 85% power for  

8-month PFS improvementa 
• Cycles 1-9: 6-week cycles 
• Cycles 10+: 4-week cycles 
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Baseline Characteristics (ITT; N = 706) 

ITT, intent to treat. 
aECOG performance status is scored on a scale from 0 to 5, with 0 indicating no symptoms and higher scores indicating  
increasing disability. 

D-VMP 
(n = 350) 

VMP 
(n = 356) 

Age 

Median (range), years 71.0 (40-93) 71.0 (50-91) 

Distribution, n (%) 

<65 years 36 (10) 24 (7) 

65-74 years 210 (60) 225 (63) 

≥75 years 104 (30) 107 (30) 

Male, n (%) 160 (46) 167 (47) 

Race, n (%) 

White 297 (85) 304 (85) 

Other 53 (15) 52 (15) 

ECOG performance status,a n (%) 

0 78 (22) 99 (28) 

1 182 (52) 173 (49) 

2 90 (26)  84 (24) 



Patient Disposition 

  

VMPb D-VMPb 

Cycles 1-9 

(n = 354) 

Cycles 1-9 

(n = 346) 

Cycles 10+ 

(n = 278) 

 Patients still on treatment, n (%) 0 0 194 (56)a 

 Patients who discontinued  

 study treatment, n (%) 
118 (33) 68 (20) 84 (30) 

 Reason for discontinuation, n (%) 

 Progressive disease 47 (13) 23 (7) 69 (25) 

      Adverse event 34 (10) 18 (5) 5 (2) 

 Death 8 (2) 11 (3) 7 (3) 

 Noncompliance with study drug 15 (4) 10 (3) 2 (<1) 

 Physician decision 7 (2) 0 0 

 Withdrawal by subject 6 (2) 2 (<1) 1 (<1) 

 Other 1 (<1) 4 (1) 0 

• Median (range) follow-up: 27.8 
(0-39.2) months 

• At the clinical cutoff date of June 
12, 2018, all patients had either 
discontinued or completed 9 
treatment cycles of VMP 

• 194 (56%)a of patients in the D-
VMP arm continue to receive 
daratumumab monotherapy 
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Efficacy: PFS 

57% reduction in the risk of progression or death in patients receiving D-VMP 

HR, hazard ratio; CI, confidence interval. 
aKaplan-Meier estimate. 

• Median (range) follow-up: 27.8 (0-39.2) months 

No. at risk 
VMP 
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13.5 

303 

52 

24.7 

18.3 

18.2 

67 
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129 

18.0 

18.9 

45 

257 

20.1 

18.8 

99 

257 

18.5 

21.3 

218 

83 

Median  
(mo) 

VMP 

n 
Median  

(mos) 

30.9 

NE 

160 

190 

NE 

32.2 

246 

104 

NE 

NE 

297 

53 

NE 

NE 

200 

150 

NE 

NE 289 

61 

D-VMP 

n 

Median  
(mo) 

18.9 

19.8 

167 

189 

19.0 

20.1 

249 

107 

19.3 

18.9 

304 

52 

19.1 

18.9 

211 

145 

19.0 

19.1 295 

61 

VMP 
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Efficacy: PFS in Prespecified Subgroups 

NE, not evaluable; CrCl, creatinine clearance.   aPatients with measurable disease in serum.  
b95% of non-IgG patients were IgA. 

D-VMP prolonged PFS across all subgroups analyzed 

Favor D-VMP Favor VMP 

0.45 (0.36-0.57) 

0.41 (0.23-0.72) 

Baseline hepatic  
function 

Normal 

Impaired 

0.47 (0.28-0.79) 

0.43 (0.31-0.60) 

0.43 (0.31-0.60) 

ISS staging 

I 

II 
III 

0.78 (0.49-1.26) 

0.34 (0.26-0.45) 

Cytogenetic risk 

High risk 

Standard risk 

0.39 (0.25-0.62) 

0.45 (0.35-0.58) 

ECOG performance 
status 

0 

1-2 

0.41 (0.31-0.54) 

0.58 (0.38-0.89) 

Type of MM 

IgG 

Non-IgGa,b 

HR (95% CI) 

0.50 (0.37-0.68) 

0.38 (0.28-0.52) 

Sex 

Male 

Female 

0.41 (0.32-0.53) 

0.51 (0.34-0.75) 

Age 
<75 years 

≥75 years 

0.46 (0.37-0.58) 

0.32 (0.17-0.58) 

Race 

White 

Other 

0.45 (0.34-0.60) 

0.42 (0.30-0.59) 

Baseline renal  
function (CrCl) 
 >60 mL/min 

 ≤60 mL/min 

0.28 (0.15-0.52) 

0.47 (0.38-0.60) 

Region 

Europe 

Other 

0.0 1.0 2.0 

Favor D-VMP Favor VMP 

HR (95% CI) 

0.0 1.0 2.0 

NE 

NE 

301 

46 

NE 

NE 

NE 

69 

139 

142 

19.2 

NE 

53 

261 

NE 

NE 

78 

272 

NE 

30.9 

207 

82 

D-VMP 

Median  
(mo) n 
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Efficacy: ORRa 
• Median duration of response: not reached in D-VMP versus 21.1 months in VMP 

PR, partial response; sCR, stringent complete response. 
aITT population. bP <0.0001. P values were calculated using the Cochran–Mantel–Haenszel chi-square test.  

Significantly higher ORR, ≥VGPR rate, and ≥CR rate with D-VMP; 
>2-fold increase in sCR rate with D-VMP 
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Efficacy: MRDa (NGS; 10–5 Sensitivity Threshold) 

aAssessed at time of confirmation of CR/sCR and, if confirmed, at 12, 18, 24, and 30 months after first dose. 

• Deepening MRD-negative rate with longer follow-up for D-VMP 
• Lower risk of progression or death in all MRD-negative patients 

• ~4-fold higher MRD negativity achieved with D-VMP 

• Median (range) follow-up: 27.8 (0-39.2) months 
P <0.0001 
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No. at risk 
VMP MRD negative 

DVMP MRD negative 
VMP MRD positive 

D-VMP MRD positive 
 

21 24 30 

12 
57 
47 
81 

2 
14 
3 

17 

23 
84 
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136 

VMP MRD negative 

VMP MRD positive 
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Definition of PFS During Next Line of Therapy (PFS2) 

1. European Medicines Agency, Science Medicines Health. 2017. https://www.ema.europa.eu/documents/scientific-guideline/guideline-evaluation-
anticancer-medicinal-products-man_en-0.pdf. Accessed October 9, 2018.  

• PFS2 is the time from randomization to disease progression on first subsequent anti-cancer 
therapy or death, whichever occurs first 

– Recommended surrogate endpoint for OS1  

– Demonstrates whether the PFS benefit of an experimental therapy is sustained during the subsequent line 
of therapy 

2nd  
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2nd  

PD 2nd treatment 
1st  
PD 

Control arm 

2nd treatment 
1st  
PD Experimental arm 

PFS2 

PFS2 
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Efficacy: PFS2a 

Based on PFS2 results, we project better survival outcomes with D-VMP vs VMP 

aPatients who did not progress on study treatment before death or progression on subsequent line of therapy were counted as a PFS2 event. bKaplan-
Meier estimate. 

• Median (range) follow-up: 27.8 (0-39.2) months 
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Safety: TEAEs During DARA Monotherapy (Cycle 10+) 

  
All-grade (≥5%) 

(n = 278) 
Grade 3/4 
(n = 278) 

Hematologic, n (%) 

Anemia 18 (7) 10 (4) 

Neutropenia 13 (5) 5 (2) 

Nonhematologic, n (%) 

Upper respiratory tract infection 43 (16) 2 (<1) 

      Bronchitis 29 (10) 3 (1) 

      Viral upper respiratory tract infection 27 (10) 0 

Cough 23 (8) 0 

Diarrhea 20 (7) 0 

      Arthralgia 20 (7) 0 

      Back pain 18 (7) 2 (<1) 

Influenza 16 (6) 2 (<1) 

Pyrexia 14 (5) 0 

Pain in extremity 13 (5) 0 

TEAE, treatment-emergent adverse event. 39 
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Conclusions 

• D-VMP significantly improves PFS with longer follow-up 

– 57% reduction in the risk of progression or death  

– PFS benefit extended to patients ≥75 years of age 

• D-VMP induces deep and durable responses that continue to improve on daratumumab 
monotherapy, including ~4-fold higher MRD-negativity rate compared with VMP 

• Longer use of daratumumab monotherapy following D-VMP is tolerable 

• Based on PFS2 results, longer survival outcomes are projected with D-VMP vs VMP 

• Positive MAIA data reported for D-Rd vs Rd in transplant-ineligible NDMM: PFS HR of 0.56 (P 
<0.0001)1 

Along with MAIA findings, these results support addition of daratumumab to a standard-
of-care regimen in transplant-ineligible NDMM 

1. Facon T, et al. ASH 2018. Abstract LBA-2. 

D-Rd, daratumumab/lenalidomide/dexamethasone; Rd, lenalidomide/dexamethasone.   



Poster 3550: Comparative Efficacy and Safety of Daratumumab in 
Combination With Bortezomib, Melphalan, and Prednisone (D-VMP) in 

ALCYONE Versus Bortezomib, Melphalan, and Prednisone (VMP) in 
VISTA in Newly Diagnosed Multiple Myeloma (NDMM) Patients Using 

Propensity Score Matching (PSM) 
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Progression Free Survival of D-VMP versus VISTA VMP Based on 
Naïve Comparisons (A) or After Matching (B). 
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Markedly Improved Safety Profile of D-VMP Versus VISTA VMP 
Based on Unmatched and Matched Comparisons 
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Multiple Myeloma (NDMM) Patients Using Propensity Score Matching (PSM) 
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Poster 3551: A Matching-adjusted Indirect Treatment Comparison of 
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Dexamethasone 18 Months, and Melphalan-Prednisone-Thalidomide 
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Poster 3551: A Matching-adjusted Indirect Treatment Comparison of Daratumumab- Bortezomib-Melphalan-
Prednisone Versus Lenalidomide-Dexamethasone Continuous, Lenalidomide-Dexamethasone 18 Months, and 
Melphalan-Prednisone-Thalidomide 
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Naive Comparisons of OS Results were all in Favor of D-VMP 
Versus Comparator Treatments, and all OS Hrs for D-VMP were 

Improved After the MAIC 
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CASSIOPEIA  
(MM3006) 
 

Presented by Dr. Meletios A. Dimopoulos, M.D.,  

National and Kapodistrian University of Athens, School of Medicine 



CASSIOPEIA: Method 

• Phase III daratumumab + bortezomib, thalidomide, dexamethasone (D-VTD) vs VTD 

 

• Frontline treatment for patients who are candidates for autologous stem cell transplant (ASCT) 

 

• Sponsored by the French Intergroupe Francophone du Myelome (IFM) in collaboration with the 
Dutch-Belgian Cooperative Trial Group for Hematology Oncology (HOVON) 

 

• 2 Part Study 

– Part 1: D-VTD vs VTD alone; 6 cycles; primary endpoint of stringent Complete Response 

– Part 2: All responders re-randomized to receive either maintenance treatment with dara 
[once per 8 weeks, 16 mg/kg] or observation only, primary endpoint of PFS 

 

• 1,085 patients (intent to treat) 
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CASSIOPEIA: Topline Results 

• Primary endpoint:  stringent Complete Response (sCR) 100 days post-transplant 

 

• First part of study met primary endpoint 

– 28.9% D-VTD  

– 20.3% VTD. 

– Odds ratio of 1.60 (95% CI: 1.21 – 2.12. p≤ 0.001) 

 

• Safety profile consistent with known safety profile of VTD regimen used in patients receiving ASCT 
and the known safety profile for daratumumab 
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Daratumumab:  
Deepening Responses in 
Relapsing / Refractory Multiple 
Myeloma & Additional Updates:  
CASTOR (MMY3004), POLLUX 
(MMY3003), PAVO (MMY1004) 

Presented by Dr. Nizar Bahlis, M.D. 

University of Calgary, Charbonneau Cancer Institute  
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POLLUX (MMY3003) 
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Poster 3270: Efficacy and Safety of Daratumumab, Bortezomib, and Dexamethasone (D-Vd) Versus Bortezomib and 
Dexamethasone (Vd) in First Relapse Patients With Multiple Myeloma (MM): Update of CASTOR 

CASTOR Study Design 
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Daratumumab-Vd Maintained Significant PFS and ORR Benefit 

Poster 3270: Efficacy and Safety of Daratumumab, Bortezomib, and Dexamethasone (D-Vd) Versus Bortezomib and 
Dexamethasone (Vd) in First Relapse Patients With Multiple Myeloma (MM): Update of CASTOR 
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Deep and Durable Responses and Maintained MRD Neg  

Poster 3270: Efficacy and Safety of Daratumumab, Bortezomib, and Dexamethasone (D-Vd) Versus Bortezomib and 
Dexamethasone (Vd) in First Relapse Patients With Multiple Myeloma (MM): Update of CASTOR 
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PFS 2 
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No New Safety Signals Identified 
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POLLUX Study Design 
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Daratumumab-rd Significantly Prolonged PFS Compared to Rd 
Median PFS Reached at 44.5 Months 
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(D-Rd) Versus Lenalidomide and Dexamethasone (Rd) Alone in Relapsed or Refractory Multiple Myeloma (RRMM) 

ITT 1 PL 



Daratumumab-Rd Produced Significantly Deeper Responses 
Including Sustained MRD Neg Compared to Rd 
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Poster 1996: Three-year Follow-up of the Phase 3 POLLUX Study of Daratumumab Plus Lenalidomide and Dexamethasone 
(D-Rd) Versus Lenalidomide and Dexamethasone (Rd) Alone in Relapsed or Refractory Multiple Myeloma (RRMM) 



Daratumumab-Rd Significantly Prolonged Time to Next Therapy 
Compared to Rd 
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(D-Rd) Versus Lenalidomide and Dexamethasone (Rd) Alone in Relapsed or Refractory Multiple Myeloma (RRMM) 



No New Safety Signals Identified 
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Poster 3272: Evaluation of Sustained Minimal Residual Disease (MRD) 
Negativity in Relapsed/Refractory Multiple Myeloma (RRMM) Patients 
(Pts) Treated With Daratumumab in Combination With Lenalidomide 

Plus Dexamethasone (D-Rd) or Bortezomib Plus Dexamethasone  
(D-Vd): Analysis of POLLUX and CASTOR 

 

68 

Herve Avet-Loiseau,1,* Jesus San-Miguel,2 Tineke Casneuf,3 Shinsuke Iida,4 Sagar Lonial,5 Saad Z. Usmani,6 
Andrew Spencer,7 Philippe Moreau,8 Torben Plesner,9 Katja Weisel,10 Jon Ukropec,11 Linda Okonkwo,12 
Sonali Trivedi,12 Chris Velas,12 Xiang Qin,12 Ming Qi,12 Christopher Chiu,12 Nizar J. Bahlis13 

 

1Unite de Genomique du Myelome, IUC-T Oncopole, Toulouse, France; 2Clínica Universidad de Navarra-CIMA, IDISNA, CIBERONC, Pamplona, Spain; 
3Janssen Research & Development, Beerse, Belgium; 4Department of Hematology and Oncology, Nagoya City University Graduate School of Medical 
Sciences, Nagoya, Japan; 5Winship Cancer Institute, Emory University, Atlanta, GA, USA; 6Levine Cancer Institute/Atrium Health, Charlotte, NC, USA; 
7Malignant Haematology and Stem Cell Transplantation Service, Alfred Health-Monash University, Melbourne, Australia; 8Hematology, University 
Hospital Hôtel-Dieu, Nantes, France; 9Vejle Hospital and University of Southern Denmark, Vejle, Denmark; 10Universitaetsklinikum Tuebingen der 
Eberhard-Karls-Universitaet, Abteilung fuer Innere Medizin II, Tuebingen, Germany; 11Janssen Scientific Affairs, LLC, Horsham, PA, USA; 12Janssen 
Research & Development, LLC, Spring House, PA, USA; 13University of Calgary, Arnie Charbonneau Cancer Institute, Calgary, AB, Canada. 



POLLUX and CASTOR Produce High and Sustainable MRD Neg. 
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Poster 3272: Evaluation of Sustained Minimal Residual Disease (MRD) Negativity in Relapsed/Refractory Multiple 
Myeloma (RRMM) Patients (Pts) Treated With Daratumumab in Combination With Lenalidomide Plus 
Dexamethasone (D-Rd) or Bortezomib Plus Dexamethasone  (D-Vd): Analysis of POLLUX and CASTOR 



MRD Negativity Leads to Prolonged PFS and OS 
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Myeloma (RRMM) Patients (Pts) Treated With Daratumumab in Combination With Lenalidomide Plus 
Dexamethasone (D-Rd) or Bortezomib Plus Dexamethasone  (D-Vd): Analysis of POLLUX and CASTOR 

PFS OS 
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PAVO  
(MMY1004) 

Presented by Dr. Nizar Bahlis, M.D. 

University of Calgary, Charbonneau Cancer Institute  



Poster 1995: Subcutaneous Daratumumab in Patients With Relapsed 
or Refractory Multiple Myeloma: Part 2 Safety and Efficacy Update of 

the Open-label, Multicenter, Phase 1b Study (PAVO) 
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PAVO Study Design 
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Subcutaneous Daratumumab – Known Safety Profile – Fewer 
Infusion Related Reactions 
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Response Rates in The DARA SC 1,800-mg Cohort Deepened with 
Longer Follow-up 
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Poster 2006: Pharmacokinetics (PK) of Subcutaneous Daratumumab in Patients With Relapsed or Refractory (RR) 
Multiple Myeloma (MM): Primary Clinical Pharmacology Analysis of the Open-label, Multicenter, Phase 1b Study 
(PAVO) 
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Cycle 3 Day 1 Ctrough Following SC or IV Administration of 
Daratumumab  
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Daratumumab Q&A 



DuoBody-CD3xCD20 &  
DuoHexaBody-CD37  
Pre-Clinical Data  

Dr. Kate Sasser, CVP 

Translational Research, Genmab 



DuoHexaBody™-CD37 

Novel Ab Format Targeting CD37, a Known Target for B Cell Malignancies 

• Bispecific IgG1 with an E430G 

hexamerization-enhancing mutation 

in IgG Fc domain 

 

• DuoHexaBody-CD37 targets two 

non-overlapping epitopes on CD37 

 

• In pre-clinical settings DuoHexaBody-

CD37 induces potent anti-tumor 

activity through superior complement-

dependent cytotoxicity (CDC) and 

potent antibody-dependent cell-

mediated cytotoxicity (ADCC) 
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DuoBody Format HexaBody Format DuoHexaBody Format 



 DuoHexaBody-CD37 induced potent CDC across a broad panel of lymphoma cell lines expressing various levels of 

CD37 (Panel  A).   

 In whole blood, DuoHexaBody-CD37 depleted B cells, but not other leukocyte populations. B cells were the highest 

expressors of CD37 (Panel B) 

DuoHexaBody-CD37 Targets B Cell Lymphomas 
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DuoHexaBody-CD37 

Anti-tumor Activity in NHL and CLL Xenograft Models 
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Burkitt’s lymphoma CLL 

B cell lymphoma 

DuoHexaBody-CD37 was 

effective at inhibiting    

tumor growth in 3 different 

xenograft models at levels 

as low as 0.1 mg/kg 



DuoHexaBody-CD37 

Treatment Results in Potent Tumor Cell Lysis in Variety of B Cell 
Malignancies - More Potent than CD20 Antibodies 
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Summary for DuoHexaBody-CD37 
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• Novel antibody format engineered by Genmab           

bispecific DuoHexaBody 

 

• Demonstrates potent in vitro and in vivo B cell targeting 

 

• Aiming for IND in 2019 

 

• Posters presented at ASH meeting: 

• Abstract # 4170 

• Abstract # 4179 

 



 DuoBody®-CD3xCD20 (GEN3013) 

CD20 on B cells 

- on pre-B cells to plasmablasts 

- Expressed on a wide variety of 

B cell malignancies 

- A validated therapeutic target 

 

CD3ε on T cells 

- on all T cell subtypes 

- part of the T cell receptor 

- crosslinking induces T cell 

activation 

Nuclei 

B cell 

DuoBody-CD3xCD20 
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clone: 

huCACAO 

clone: 

7D8 



DuoBody-CD3XCD20 

T cell Activation and Cytotoxicity Across B Cell Tumor Lines 
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• DuoBody-CD3XCD20 results in potent T cell (CD4 and 

CD8) activation and cytotoxicity of tumor B cells (Daudi) 

 

• DuoBody-CD3XCD20 induced potent tumor cell lysis  

across a panel of B cell tumor lines. 

 

• DuoBody-CD3XCD20 also induces tumor cell regression 

in a variety of B cell xenograft models. 
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DuoBody-CD3XCD20 

Subcutaneous & IV Formats Both Result in B Cell Depletion in Cynomolgus Monkeys 

88 



Summary DuoBody-CD3XCD20 
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• DuoBody-CD3XCD20 results in potent CD4 and CD8 T cell activation and 

tumor cell cytotoxicity in vitro 

 

• DuoBody-CD3XCD20 reduces in vivo B cell tumor growth in multiple models 

 

• In cynomolgus monkeys, both subcutaneous and IV delivered DuoBody-

CD3XCD20 results in rapid and sustained B cell depletion in the periphery 

and the lymph nodes 

 

• DuoBody-CD3XCD20 is being evaluated in FIH clinical trial (NCT 03625037) 

 

• Poster abstract #1664 



2019 & Beyond: An Exciting 
Future Founded on 
Innovation and Expertise 

Dr. Jan van de Winkel 

President & CEO 



An Exciting Future Founded on Innovation and Expertise 

Basic Immunological Principles →Technologies & differentiated Products 
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The power of our immune 

system inspires us 
 

We are curious to understand 

basic immunological principles 

We translate this to  

practical applications 

 

Innovative technologies and 

differentiated antibody products 
 



An Exciting Future Founded on Innovation and Expertise 

Platform Technology Suite → Expanding Product Pipeline 
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Technology Principle Applications 

DuoBody® Bispecific antibodies 

Dual targeting: 

- Recruitment (e.g. T cells)  

- Tumor heterogeneity 

HexaBody® Target-mediated  

enhanced hexamerization 

Enhanced potency: 

- CDC 

- Target clustering, outside-in signaling, apoptosis 

DuoHexaBodyTM Bispecific antibodies with target-

mediated enhanced hexamerization 

Dual targeting + enhanced potency 

- CDC 

- Target clustering, outside-in signaling, apoptosis 

HexElect™ 
Two co-dependent antibodies with 

target-mediated enhanced 

hexamerization 

Dual targeting + enhanced potency & selectivity:  

- Co-dependent unlocking of potency  

- New target space, previously inaccessible  



An Exciting Future Founded on Innovation and Expertise 

Future Transformative Medicines in the Clinic 
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Growing 
Clinical 
Pipeline 

Tisotumab vedotin 

• PhII trials, cervical cancer, other solid 
tumors 

• 50:50 Co-development w/ Seattle Genetics 

Enapotamab vedotin (HuMax-AXL-ADC) 

• Phase I/II study in solid tumors 

• ADC techn. licensed from Seattle Genetics 

HexaBody-DR5/DR5 (GEN1029) 

• Ph I/II study initiated in Q2 2018 

• Potential in multiple solid cancers 

DuoBody-CD3xCD20 (GEN3013)  

• Ph I/II study initiated in Q3 2018 

• Potential in B-cell malignancies 



An Exciting Future Founded on Innovation and Expertise 

2019 IND Candidates 

DuoBody-CD40x4-1BB* 

• Bispecific antibody targeting CD40 
and 4-1BB (CD137) 

• Potential in solid cancers 

DuoBody-PD-L1x4-1BB* 

• Bispecific antibody targeting PD-L1 
and 4-1BB (CD137) 

• Potential in solid cancers 

DuoHexaBody-CD37 

• Based on DuoBody & HexaBody 
platforms 

• Potential in B cell malignancies 

94 
*Developed in collaboration with BioNTech 



An Exciting Future Founded on Innovation and Expertise 

Building a World-class Team 
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Recruiting top 
talent 

Strengthening 
existing expertise 

Developing new 
competencies 



2019 & Beyond:  
Key 2019 Priorities 

Dr. Jan van de Winkel 

President & CEO 



Key 2019 Priorities 
Building a Robust Differentiated Product Portfolio 
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Priority  Targeted Milestones 

Maximize 

daratumumab 

progress  

 

 

» FDA decision on Phase III MAIA & CASSIOPEIA multiple myeloma (MM) 

submission  

» Phase III COLUMBA MM subcutaneous (SC) daratumumab efficacy 

analysis 

Optimize ofatumumab 

value 

» Phase III ASCLEPIOS I & II relapsing multiple sclerosis SC ofatumumab 

study completion and reporting 

Maximize tisotumab 

vedotin progress 

» Phase II tisotumab vedotin recurrent / metastatic cervical cancer study 

enrollment complete by mid year 

Strengthen innovative 

product pipeline 

» Phase II enapotamab vedotin expansion cohort efficacy analysis 

» Phase I/II HexaBody-DR5/DR5 initial clinical data 

» Phase I/II DuoBody-CD3xCD20 clinical data dose escalation cohorts 

» File INDs or CTAs for 3 new products 



On Track to Realize Our Vision: 

By 2025, Our Own Product has Transformed Cancer Treatment and We 
Have a Pipeline of Knock-your-socks Off Antibodies 
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Substantial 
existing pipeline 

• DARZALEX 

blockbuster & 
growing 
 

• Expansive rapid 
development 
tisotumab vedotin 
 

• Promising  truly 
differentiated 
products in early 
clin. development 

Developing new 
proprietary next 
generation Ab 
technologies 

• DuoBody & 
HexaBody 
technologies 
validated 
 

• Novel HexElect 
antibody platform  

Strategic 
alliances 

• Pipeline expanded 
with additional 
next-generation 
bispecific products 
 

• Supportive of future 
advancement  

Building world-
class team 

• Expanding on 
existing broad 
expertise 
 

• Building new 
capabilities 

Well capitalized 
for strong 
growth 

• Expenses more 
than paid for by 
growing revenues 
marketed products 
 

• Able to invest in 
new products & 
next generation 
technologies 



Q&A 
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www.genmab.com 


