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2018 ASCO: Key Messages 

https://www.cancer.net/blog/2018-01/car-t-cell-immunotherapy-2018-advance-year 

“Precision medicine is transforming cancer care  
in profound ways and is a focus of this year’s 
meeting. I firmly believe that the number of patients 
who benefit from precision medicine will continue  
to increase as treatments become more effective.” 

Dr. Bruce Johnson 
President, ASCO 

DELIVERING DISCOVERIES 
EXPANDING THE REACH OF PRECISION MEDICINE 

CAR T-cell therapy named ASCO’s ‘Advance of the Year’ 
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CAR-T: Hope of a cure 



Cancer innovation through the decades 

1940s 1990’s 2017-18 
First chemotherapy  

approved 
First targeted antibody 

therapy approved 
First CAR T therapy 

approved  
(in US and Europe) 

Chemotherapy 
Indiscriminate – kills cancer cells  

and healthy cells 

Targeted Therapies 
Target receptor/molecular   

oncogenic drivers 

Cell Therapy 
Engineered T-cells 
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Kite – A Little Background 

Kite was founded in 2009 with the goal of changing the paradigm of 
cancer treatment through autologous cellular therapy 
Collaborated with NCI under a CRADA for the initial development of 
axicabtagene ciloleucel  
Kite was acquired by Gilead Sciences on October 3, 2017 
FDA approval of axicabtagene ciloleucel on October 18, 2017, in 
R/R DLBCL, TFL and PMBCL 
EMA approval of axicabtagene ciloleucel on August 23, 2018, in 
R/R DLBCL, PMBCL after 2 lines 
 



Discovery and Translational = 25 years 

Aug 12  
Kite – NCI 

CRADA 

Dec 01 
First  
Ab-TCR CAR  
(Z. Eshhar) 

Jan 15 
First  
scFv-CAR  
(Z. Eshhar) 

Aug 01 
In vivo 
demonstration of 
anti-tumor activity  
of scFv-CAR (NCI) 

Oct 15 
First clinical 
data with scFv-
CAR (NCI) 

Jul 14 
First clinical data with 
anti-CD19 CAR (NCI)   
(Kochenderfer and 
Rosenberg; NCI) 

May 28 
First anti-CD19 
CAR-T patient 
dosed by NCI 

History, a journey of almost 30 yearsFDA Approval for axi-ce 
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 2018 
Aug 

EMEA 
Approval for 
axicabtagene-
ciloleucel 
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 They belong to a new generation  
of personalised cancer 
immunotherapies that are based  
on collecting and modifying patients’ own 
immune cells to treat their cancer 

EU joins the US in the pace of cell therapy innovation 

One is pending of Price and Reimbursement in Spain 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2018/06/news_detail_002983.jsp&mid=WC0b01ac058004d5c1 
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Adquisitions and mergers with objectives around cell therapy 

New Cooperative Research and Development Agreement 
(CRADA) to targeting patient-specific tumor neoantigens 
To use Zinc finger nucleases to edit genes for next 
generation cell therapies 

Technology Gamma Delta Receptor T cells for solid tumors 

To investigate the combination of CAR-T plus an antibody 
agonist of 4-1BB 

To investigate the combination of CAR-T plus anti-PDL1 

New technology platforms to modulate cellular therapy 
using small molecules  
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https://www.gilead.com/news/press-releases/2018/1/kite-announces-clinical-collaboration-to-evaluate-investigational-combination-of-yescarta-axicabtagene-ciloleucel-and-pfizers-utomilumab-in-large-bcell-lymphoma  
https://www.gilead.com/news/press-releases/2018/7/kite-and-gadeta-announce-strategic-collaboration-to-advance-gamma-delta-t-cell-receptor-technology-for-solid-tumors 
https://investor.sangamo.com/press-releases/detail/397/kite-a-gilead-company-and-sangamo-therapeutics-announce 
https://www.businesswire.com/news/home/20180515005353/en/Kite-Announces-New-Worldwide-Facilities-Expanded-Collaboration 
http://www.gilead.com/news/press-releases/2017/12/gilead-sciences-and-kite-to-acquire-cell-design-labs  

https://www.gilead.com/news/press-releases/2018/1/kite-announces-clinical-collaboration-to-evaluate-investigational-combination-of-yescarta-axicabtagene-ciloleucel-and-pfizers-utomilumab-in-large-bcell-lymphoma
https://www.gilead.com/news/press-releases/2018/7/kite-and-gadeta-announce-strategic-collaboration-to-advance-gamma-delta-t-cell-receptor-technology-for-solid-tumors
https://investor.sangamo.com/press-releases/detail/397/kite-a-gilead-company-and-sangamo-therapeutics-announce
https://www.businesswire.com/news/home/20180515005353/en/Kite-Announces-New-Worldwide-Facilities-Expanded-Collaboration
http://www.gilead.com/news/press-releases/2017/12/gilead-sciences-and-kite-to-acquire-cell-design-labs


Kite Cell Therapy Pipeline 

Pipeline Overview 
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.*Regulatory approval  
The safety and efficacy of these investigational agents and/or uses have not been established. There is no guarantee that they will become commercially available.  
                    https://clinicaltrials.gov/; https://www.clinicaltrialsregister.eu/ 

Disease 
 
Clinical trial tittle 
 

Pre-Phase 1a Phase 1  Phase 2 Phase 3 

Aggressive Non- Hodgkin 
Lymphoma (NHL) 

A Phase 1-2 Multi-Center Study Evaluating Axicabtagene Ciloleucel in Subjects With Refractory 
Aggressive Non-Hodgkin Lymphoma (ZUMA-1)* 

Indolent Non-Hodgkin 
Lymphoma (iNHL) 

A Phase 2 Multicenter Study of Axicabtagene Ciloleucel in Subjects With Relapsed/Refractory 
Indolent Non-Hodgkin Lymphoma (ZUMA-5) 

Diffuse Large B-Cell 
Lymphoma (DLBCL) 

A Study Evaluating KTE-C19 in Combination With Atezolizumab in Subjects With Refractory 
Diffuse Large B-Cell Lymphoma (DLBCL) (ZUMA-6) 

Diffuse Large B-Cell 
Lymphoma (DLBCL) 
 

A Study Evaluating the Efficacy of Axicabtagene Ciloleucel Compared to Standard of Care 
Therapy in Subjects With Relapsed/Refractory Diffuse Large B Cell Lymphoma (ZUMA-7) 

Mantle Cell Lymphoma 
(MCL) 

A Phase 2 Multicenter Study Evaluating Subjects With Relapsed/Refractory Mantle Cell 
Lymphoma (ZUMA-2) 

Acute Lymphoblastic 
Leukemia (ALL) - Adults 

A Study Evaluating KTE-C19 in Adult Subjects With Relapsed/Refractory B-precursor Acute 
Lymphoblastic Leukemia (r/r ALL) (ZUMA-3)  

Acute Lymphoblastic 
Leukemia (ALL) - Paediatric 

A Multi-Center Study Evaluating KTE-C19 in Pediatric and Adolescent Subjects With 
Relapsed/Refractory B-precursor Acute Lymphoblastic Leukemia (ZUMA-4) 

Multiple Myeloma A Study Evaluating the Safety and Efficacy of KITE-585 in Subjects With Relapsed/Refractory 
Multiple Myeloma 

Solid tumour A Study Evaluating the Safety and Efficacy of MAGE-A3/A6 T Cell Receptor Engineered T Cells 
(KITE-718) in HLA-DPB1*04:01 Positive Subjects With Advanced Cancers 

HPV-Associated Cancers T Cell Receptor Immunotherapy Targeting HPV-16 E6 for HPV-Associated Cancers 

Draft 

https://www.clinicaltrialsregister.eu/
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Note: * Peripheral blood mononuclear cell. 

START  
Apheresis 

END  
Infusion 

Finished product 
manufacturing (US) 

PBMC* processing 
(NL) 

Finished product receipt, QP release  
(NL) and delivery to treatment centre 

Logistic process 
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And now the challenge of implementing across EU 
countries 

• Selection and training of the sites 

• Setting up multidisciplinary teams in sites  

• Referral networks 

• Ensuring equity in patient´s access to this technology 

• Selection of the right patients  

• Boost collaboration between Gilead, hospitals and health authorities 

 



Thanks for your attention 
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