
How was the ELARA clinical trial conducted? 

• Patients at least 18 years of age with relapsed     or refractory     FL, who had at least two previous 
treatments or a stem cell transplant, were able to participate in the trial11

• The safety and effectiveness of tisagenlecleucel were monitored and assessed every 3 months after 
treatment for 12 months, and then every 6 months until the end of the trial (24 months)11

• During the follow-up period, the safety and effectiveness of tisagenlecleucel were also assessed in 
subsets of patients who had high-risk  disease, meaning that they had a lower chance of responding 
to currently approved treatments
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Updates from the ELARA trial:  
Tisagenlecleucel (a CAR T-cell therapy) is  
effective and safe in subgroups of patients  
with high-risk follicular lymphoma 

The underlined words in italics are explained in the glossary at the end of the document

What have we learned from the ELARA clinical trial? 

Patients with relapsed or refractory follicular lymphoma, including  
high-risk subgroups and patients for whom two or more prior treatments 
haven’t worked, may benefit from tisagenlecleucel
Refractory      Disease that does not respond to treatment 
Relapsed      Disease that appears again after a period of response to treatment  

Why is the ELARA clinical trial important? 

• Follicular lymphoma (FL) is a chronic disease for most patients4 

• Patients with FL usually develop relapsed     or refractory      disease5,6 

 - They usually receive many treatments over the course of their illness, 

  often with worsening treatment outcomes over time7

 - Some patients have disease features that put them at a higher risk of not  
 responding to currently approved treatments8 (see below)

• There is a need for new and effective treatments for relapsed     or refractory      FL,  
as existing treatments provide limited benefits for patients9
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What is the ELARA clinical trial investigating?

• In a previous trial of 14 patients with FL, 71% achieved a complete response     (with an overall 
response rate     of 79%) with tisagenlecleucel10

• The ELARA trial is investigating whether tisagenlecleucel provides similar results in more patients with 
relapsed     or refractory     FL11 

• The main question asked in this trial (primary outcome measure) was how many patients showed no 
evidence of disease on scans or tests (complete response     rate) over a period of 2 years after treatment11

 - Another question asked was how long the response to tisagenlecleucel lasted

 - The trial also evaluated the side effects patients may experience with this treatment (safety profile)
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Thank you

Thank you to all the participants of this clinical trial for helping us to understand more about the 
safety and effectiveness of tisagenlecleucel in patients with follicular lymphoma 

Where can I learn more? 

This infographic is associated with oral presentation 131 presented on December 11, 2021 at 1:00 PM,  
at the 2021 ASH Annual Meeting 
For more information, you can visit the websites and sources listed below:
• https://clinicaltrials.gov/ct2/show/NCT03568461
• Thieblemont C et al. Blood 2021;138(Suppl 1):131

Glossary

Complete response No evidence of disease on scans or tests

CRP C-reactive protein, a protein made by the liver that is associated with inflammation 

Cryopreservation The process of freezing cells for preservation and storage

Cytokine release syndrome A side effect that can happen when the immune system is highly activated

FLIPI Follicular Lymphoma International Prognostic Index, a scale used to measure the stage and prognosis  
of the cancer

Grade The severity of a medical problem or side effect that arises during treatment, which may or may not be caused 
by the treatment, ranging from mild (Grade 1) to severe (Grade 3 or higher)

High-risk Patients whose cancer is likely to grow or spread quickly and respond less to currently approved treatments

ICANS Immune effector cell-associated neurotoxicity syndrome, a side effect that can happen when the immune 
system is highly activated, affecting the central nervous system

LDH Lactate dehydrogenase, a protein in the body that turns sugar into energy, and can be high in patients with  
fast-growing tumors

Leukapheresis A procedure for collecting a patient’s white blood cells, including T-cells, from blood

Median The middle value in a sorted list of numbers 

Overall response rate Proportion of patients whose cancer has either gone away (a complete response) or shrunk  
(a partial response)

Partial response The cancer has shrunk, with no evidence that it has grown anywhere else in the body

PET/CT Positron emission tomography/computed tomography, a medical imaging technique that can show the 
biological processes associated with the presence of a tumor, as well as the physical presence of a tumor

Refractory Disease that does not respond to treatment

Relapsed Disease that appears again after a period of response to treatment

T-cell A type of white blood cell that is an essential part of the immune response. By recognizing molecules on the 
surface of infected or cancerous cells, T-cells can kill them directly or send signals to recruit other immune  
cells to help

Total metabolic tumor 
volume

A way of assessing how much a tumor is active and consuming energy, measured by PET/CT. It is useful for 
predicting prognosis and response to therapy

Tumor lysis syndrome When tumor cells rapidly break down and release their contents into the bloodstream too fast for the kidneys  
to clear

 
 

What are the latest results from the ELARA clinical trial?

cases of severe cytokine release 
syndrome  (grade   3 or higher) 

in the first 8 weeks

0

of patients were treated in the 
outpatient setting

18%
of patients experienced  

tumor lysis syndrome
in the first 8 weeks 

1%

 of patients experienced  
ICANS   with a severity grade   
of 3 or higher in the first 8 weeks

1%

of patients experienced 
ICANS  of any grade  

in the first 8 weeks 

4%
of patients had 

cytokine release syndrome  
of any grade   in the first 8 weeks

49%

All trial participants 

Overall response rate

86% 69%

Complete response  rate

The probability of a patient 
surviving and having no 

disease progression in the 
12 months after treatment was 67% 

For patients who had a 
complete response , 
this value increased to 86% 

Tisagenlecleucel maintains its effectiveness in most subgroups of patients who were considered 
to have a high risk of therapy failure
• There were two high-risk subgroups in which tisagenlecleucel was less effective than in corresponding 

low-risk subgroups:

What are the results for subgroups of patients with high-risk disease?

However, the effectiveness of tisagenlecleucel for patients in these high-risk subgroups 
still exceeded the response we would expect from currently approved treatments7,12–14

Disease has progressed within 2 years of the first treatment with immunochemotherapy

Yes (high-risk)

61%

No (low-risk)

78%

Percentages represent the the probability of patients in each subgroup 
surviving and having no disease progression in the 12 months after treatment% 

Low volume (low-risk)

69%

Total metabolic tumor volume measured by PET/CT scan

High volume (high-risk)

55%

• 97 patients had received tisagenlecleucel as of March 29, 2021 and were assessed for how safe it 
was; 94 of these patients were also assessed for how effective it was. The median     follow-up was 
17 months for all patients 

• Some patients in the ELARA trial had features related to their cancer that put them at a higher risk of 
poor response to currently approved treatments 

 - Once all trial participants had been assessed, the effectiveness and safety of tisagenlecleucel were  
 assessed in subgroups of patients defined by their ‘high-risk’ feature

 - Nine high-risk subgroups were assessed; patients could have more than one high-risk feature and  
 be included in more than one subgroup:

Who participated in the ELARA clinical trial? 

High-risk  subgroups

Disease has progressed 
within 2 years of the 
first treatment with 

immunochemotherapy
61 patients

High FLIPI  score
57 patients

High level of CRP    
in the blood
48 patients

Had at least five  
previous therapies

27 patients

Disease that has not 
responded to two 

different treatments
65 patients

High level of LDH   

in the blood
30 patients

Bulky disease  
(tumor bigger than  

7 cm diameter)
61  patients

Already received a 
stem cell transplant

35 patients

High total metabolic tumor 
volume  measured by 

PET/CT  scan
20 patients
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What is tisagenlecleucel?

What is CAR T-cell therapy? 

Tisagenlecleucel is a CAR T-cell therapy – a treatment using specially modified T-cells  to fight cancer.  
T-cells  are a type of white blood cell that are an essential part of the immune system. ‘CAR’ stands  
for chimeric antigen receptor, which is a special structure introduced onto the surface of the T-cell  

How is tisagenlecleucel made and given as a treatment? 

Tisagenlecleucel is manufactured for each individual patient by using their own T-cells  to fight cancer:

A sample of the patient’s white 
blood cells, including T-cells ,  
is extracted through a 
specialized blood filtration 
process called leukapheresis    
(also known as apheresis)

A few days before receiving 
tisagenlecleucel, the patient 
undergoes lymphodepleting 
chemotherapy. 

This is designed to lower the 
number of white blood cells in the 
body and give tisagenlecleucel 
the chance to work 

Tisagenlecleucel is thawed 
and given to the same patient 
through a single intravenous 
infusion

The patient’s extracted T-cells      are frozen 
(cryopreserved ) and then sent to a 
manufacturing facility to be altered to express 
CARs. The CARs enable the cells to recognize 
specific molecules (called CD19) on cancer 
cells and kill them.

The newly created tisagenlecleucel T-cells  

are then quality checked, transferred to  
infusion bags, cryopreserved    , and sent  
back to the hospital 
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Tisagenlecleucel is approved for:

• Adult patients with relapsed     or refractory     large B-cell lymphoma after two or more previous 
treatments, including patients with diffuse large B-cell lymphoma (DLBCL) not otherwise specified, 
high grade B-cell lymphoma and DLBCL arising from follicular lymphoma1,2

• Patients up to 25 years old with acute lymphoblastic leukemia that is refractory  or in second  
or later relapse  2,3

https://clinicaltrials.gov/ct2/show/NCT03568461
https://ashpublications.org/blood/article/138/Supplement%201/131/478059/Efficacy-of-Tisagenlecleucel-in-Adult-Patients-Pts?searchresult=1

