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Galapagos presented encouraging initial safety and efficacy data at 
2023 EBMT-EHA for point-of-care manufactured CAR-T candidate, 

GLPG5201, in rrCLL  
 

• All 7 out of 7 eligible patients with relapsed/refractory Chronic Lymphocytic Leukemia, 
with or without Richter’s transformation, responded to treatment (Objective Response 

Rate of 100%) 

• GLPG5201 showed an acceptable safety profile with no cytokine release syndrome 
(CRS) higher than grade 2, or immune effector cell-associated neurotoxicity syndrome 

(ICANS) observed 
 

Mechelen, Belgium; 9 February 2023, 22.01 CET; Galapagos NV (Euronext & NASDAQ: 

GLPG) today presented encouraging data at the European Society for Blood and 
Marrow Transplantation (EBMT)-European Hematology Association (EHA) 5th European 

CAR T-cell Meeting in Rotterdam.  
 

CD19-directed CAR-T therapy has the potential to improve survival for patients with a broad range 

of B-cell malignancies such as Chronic Lymphocytic Leukemia (CLL) and Small Lymphocytic 
Lymphoma (SLL).  

 
EUPLAGIA-1 is an ongoing Phase 1/2 study in heavily pre-treated patients with rrCLL and rrSLL, 

with or without Richter’s transformation (RT), to evaluate the safety, efficacy, and feasibility of 
GLPG5201, a fresh CD19 CAR-T product candidate manufactured at point-of-care. As of 9 January 

2023, 7 patients diagnosed with rrCLL (4 patients with RT) were enrolled in the study (n=4 at dose 

level 1 (DL1); n=3 at dose level 2 (DL2)). All patients received GLPG5201 as a fresh infusion with 
a median vein-to-vein time of 7 days. The dose levels that are evaluated in the Phase 1 part of the 

study are 35x106 (DL1), 100x106 (DL2) and 300x106 (dose level 3 (DL3)) CAR+ viable T cells.  
 

The initial results from these 7 patients that were eligible for efficacy analysis (cut-off date: 9 

January 2023) indicated that a 7-day vein-to-vein time is feasible and demonstrated strong and 
consistent in vivo CAR-T expansion levels. Moreover, the initial efficacy results are encouraging 

with an objective response rate (ORR) of 100% observed. 6 out of 7 patients (86%) reached a 
complete response (CR) and all Richter’s patients achieved a CR. A duration of response of up to 

7.9 months has been reported and follow-up is ongoing. Only 1 patient (DL1) progressed 
(progressive disease, PD, after partial response, PR) and had a CD19-negative relapse with 

confirmed Richter’s transformation.  

 
In the safety analysis of these 7 patients, adverse events were consistent with the known toxicities 

of CD19 CAR-T treatment. None of the patients experienced a cytokine release syndrome (CRS) 
higher than grade 2 at both dose levels and no immune effector cell associated neurotoxicity 

syndrome (ICANS) was reported. No dose limiting toxicities (DLTs) were reported and the majority 

of grade ≥3 adverse events were hematological. Only one serious adverse event was reported at 
DL2 with a patient experiencing a CRS grade 2, but the event was resolved after 7 days. 

 
“We were very pleased to present strong initial data from the ongoing Phase 1/2 study of our fresh 

CD19 CAR-T candidate manufactured at point-of-care. This marks an important milestone in our 

journey to transform the lives of patients with severe blood cancers, including patients with RT, 
through the acceleration of innovation and breakthrough science”, said Dr. Paul Stoffels1, CEO of 

Galapagos. “We look forward to reporting Phase 1 topline data around mid-year.” 
 

 

 
1 Acting via Stoffels IMC BV 
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About point-of-care manufacturing (Cocoon®) 

CellPoint has developed, in a strategic collaboration with Lonza, a novel point-of-care supply model, 
which is designed to enable clinicians to administer fresh CAR-T cells within 7 days of leukapheresis, 

without complex logistics or cryopreservation, thereby aiming to address important limitations of 

current CAR-T treatments. The proprietary platform consists of CellPoint’s end-to-end xCellit 
workflow management and monitoring software and Lonza’s Cocoon® Platform, a functionally 

closed, automated manufacturing platform for cell therapies.  
 

About the EUPLAGIA-1 study (EudraCT 2021-003815-25) 

EUPLAGIA-1 is an ongoing Phase 1/2 open-label, multi-center study evaluating the feasibility, 
safety, and efficacy of point-of-care manufactured GLPG5201 in patients with relapsed/refractory 

Chronic Lymphocytic Leukemia (rrCLL) and Small Lymphocytic Lymphoma (rrSLL), with or without 
Richter’s transformation (RT). GLPG5201 is a second generation anti-CD19/4-1BB CAR-T product 

candidate, administered as intravenous infusion of a fresh product candidate in a single fixed dose. 
Patients with CD19+ rrCLL or rrSLL with >2 lines of therapy are eligible to participate, and patients 

with RT are eligible regardless of prior therapy. The primary objective of the Phase 1 part of the 

study is to evaluate safety and determine the recommended dose for the Phase 2 part of the study. 
The primary objective of the Phase 2 part of the study is to assess the objective response rate 

(ORR) and the secondary objectives include the analysis of the complete response rate (CRR), 
duration of response, progression free survival, overall survival, safety pharmacokinetic profile, and 

feasibility of point-of-care manufacturing. 

 
The planned dose levels that are evaluated in the Phase 1 part of the study are 35x106 (DL1), 

100x106 (DL2) and 300x106 (DL3) CAR+ viable T cells. The study uses a Bayesian Optimal Interval 
(BOIN) design (n=15 patients) for Phase 1. Following screening and enrolment, patients will receive 

ibrutinib continuously until leukapheresis of mononuclear cells. During GLPG5201 manufacturing, 
patients receive cyclophosphamide (300 mg/m2/day)/fludarabine (30 mg/m2/day) for 3 days. After 

a resting period of at least 2 days, GLPG5201 is administered via intravenous infusion. All patients 

remain hospitalized for at least 7 days and the end-of-study visit is at Week 14 post CAR-T infusion. 
The study is currently enrolling rrCLL/SLL patients in Europe, including patients with Richter’s 

transformation, and we aim to provide topline results for Phase 1 around mid-2023. 
 

About Chronic Lymphocytic Leukemia and Small Lymphocytic Lymphoma  

Chronic Lymphocytic Leukemia (CLL) is one of the chronic lymphoproliferative disorders (lymphoid 
neoplasms). It is characterized by a progressive accumulation of functionally incompetent 

lymphocytes, which are usually monoclonal in origin. Chronic Lymphocytic Leukemia (CLL) and 
Small Lymphocytic Leukemia (SLL) are essentially the same type of B-cell Non-Hodgkin lymphoma 

(NHL), with the only difference the location where the primary cancer occurs. CLL affects B-cells 

https://ash.confex.com/ash/2022/webprogram/Paper163830.html
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in the blood and bone marrow and SLL cancer cells are located in lymph nodes and/or the spleen2. 

Richter's transformation is an uncommon clinicopathological condition observed in patients with 
Chronic Lymphocytic Leukemia (CLL). It is characterized by the sudden transformation of the CLL 

into a significantly more aggressive form of large cell lymphoma, and occurs in approximately 2-

10% of all CLL patients. CLL/SLL usually follows an indolent course and is an incurable disease. 
Patients who develop relapsed and refractory disease and become resistant to new agents have a 

dismal prognosis and a high unmet medical need for new therapeutic options such as CAR-T cells. 
With estimated incidence of 4.7 new cases per 100,000 individuals, CLL/SLL are the most prevalent 

lymphoid malignancy and are the most common adult leukemias in the US and in Europe3. 

 
About Galapagos 

Galapagos is a fully integrated biotechnology company focused on discovering, developing, and 
commercializing innovative medicines. We are committed to improving patients’ lives worldwide by 

targeting diseases with high unmet needs. Our R&D capabilities cover multiple drug modalities, 
including small molecules and cell therapies. Our portfolio comprises discovery through to Phase 4 

programs in immunology, oncology, and other indications. Our first medicine for rheumatoid 

arthritis and ulcerative colitis is available in Europe and Japan. CellPoint was acquired by Galapagos 
in June 2022. For additional information, please visit www.glpg.com or follow us 

on LinkedIn or Twitter. 
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Forward Looking Statements 
This press release contains forward-looking statements, all of which involve certain risks and uncertainties. These 
statements are often, but are not always, made through the use of words or phrases such as “initial,” “feasible,” “will,” 
encouraging,” “potential,” “forward,” “aim,” promising,” “believe,” “suggest,” “on track,” and “planned,” as well as any 
similar expressions. Forward-looking statements contained in this release include, but are not limited to, any statements 
regarding preliminary, interim and topline data from the EUPLAGIA-1 study and other analyses related to CD19 CAR-T, 
statements regarding our plans and strategy with respect to the EUPLAGIA-1 study and CD19 CAR-T, statements regarding 
the expected timing, design and readouts of the EUPLAGIA-1 study, including the expected trial recruitment and timing for 
topline results from the EUPLAGIA-1 study, statements regarding the collaboration with Lonza, statements regarding our 
regulatory and R&D outlook, and statements regarding our strategy, portfolio goals, business plans, focus. Of note, the 
EUPLAGIA-1 study is ongoing and these interim results may not reflect any future or final results or be confirmed upon 
completion of such study. Any forward-looking statements in this release are based on our management’s current 
expectations and beliefs, and are not guarantees of future performance. Forward-looking statements may involve unknown 
and known risks, uncertainties and other factors which might cause our actual results, performance or achievements to be 
materially different from any historic or future results, performance or achievements expressed or implied by such 
statements. These risks, uncertainties and other factors include, without limitation, the risk that ongoing and future clinical 
studies may not be completed in the currently envisaged timelines or at all, risks associated with clinical trials, recruitment 
of patients for trials, and product development activities, including the CD19 CAR-T clinical program and the EUPLAGIA-
1 study, the inherent risks and uncertainties associated with competitive developments, risks related to regulatory approval 
requirements (including, but not limited to, the risk that data from the ongoing EUPLAGIA-1 study may not support 
registration or further development due to safety, efficacy concerns, or other reasons), risks related to the acquisition of 
CellPoint, including the risk that we may not achieve the anticipated benefits of the acquisition of CellPoint, the inherent 

 
2 Wierda WG. Chronic lymphocytic leukemia/ Small lymphocytic lymphoma fact sheet. In: Foundation LR, editor: 

https://www.lymphoma.org/wp-content/uploads/2018/04/LRF_FACTSHEET_CLL_SLL.pdf.2018. 
3 Siegel RL, Miller KD, Fuchs HE, Jemal A. Cancer Statistics, 2021. CA: A Cancer Journal for Clinicians. 2021;71(1):7-33. 
https://www.ncbi.nlm.nih.gov/books/NBK493173 

https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.globenewswire.com%2FTracker%3Fdata%3DXKz0OtTgqD5A28LKW1IDYCatxAK-05ka_8m-ih6KBcaKb8hfM6xClEha364y6cF0pOZClQu-RHIMqs886QDLs5criB9dZaOhUNQ8nNvroC2flUSBwKDr4lnwG0Z7rGiatEAnZlNmaM2zYYVht2qtl0JKozQHd35q-EgLMnagvnKzqbC2qENi0YnCztOSaYuopkrtJ_RyaK_NuIp-zXI6QBURtPSHgWjsz54Il32bztitUvDZotOFqvkarQ_zJJmeYFApmFRyapEkQ9Gt0ehnFD4gp807LT90VPRbzXFtvjMwbkjvsgyR_fN3Thg6DiPtKUp0l6DW1dGYcsge-HWCHrdOtM5ubgNg4_QNL6QKprvtKViogWYWERv0pFWkoSgMPGJg_fFvX5ZD8sVTqabt_hfhskbrUZiQ7erw2vXIz8l1toEgsCzDdr8_eHsLBVFRgnGHtRHpDlDiAhNPSn0O6HO8_7mkD2V-R-se1DsIYLgLWRXEgxKr1b_zfjOG5YlDvXZYSz84ddxQBsUOxgfqKcf_YhyfhDfgwJh0nVYCjnP32mBCKcgpstIHL1gM9xaUNJKCzD3r_OZ_5bA2loEiNuEIG3kR6Fi4L0zQIlKUQTxsdU24LH_zT7x6yHk5FTEiP1AtPczi75E3mxvPVCQLeAinrpRBmAaqap9rNRzgRmdLCYQyfMrqjXgu7gw2x-HrfzWUdDx6FKud1yZKlSYOecUgHNMVl6h-niHe_9OyVw52i8L6sZZCtExo-PPakNIegCqelZ7vZaXdrFs9PlKtQhGtpHnjc8iWISakgF5J0YwRiKp7N6LjUGyPmQsPKti6Pvq3yRhRnUbHENLvOPoNvXs7PPGPgsxuw3iMFFOsm96drOGcB22spFGrMIC4rdyPN4vktZcsFA5ETAqvgfNHsDis91AOHReYiPgim4ohRSoMQRUDskPiu4zYmkbZOip_rQ7JKnvAfc9D3R46NTYRTX7b8IT9iiME_pkpW5D2i_hKIBBPqTCTdUMhoDgrq0DH2DANYNyjFy_LH4Q_oiZeqgFqfJljMqe2m0_xNpZv52rXLEbb1pgxyXcRe0rQsS3uSZH3Q7MeSTFmkv44NSg2bP9JlnlfU3UJw_e1fN8Bf-SDOkqaMNeiyoYcX8KQWOSv4I5lm-DmaBQriFDkrMBpoVRj3sK5gRvDr8ldmX359j1zYe4bSF8Oe67snXC9wQlINVYmnqasLykAza0PEAaPOdjjvH8uQ1qDHzklaz4Clhh1WlcVnBl7WcKlY2jmNMqY9dbqmoHobYNLgg7bHfVPNViip4-nSZHSHNIMt_-HPdD0GW046ri6ftwWKK9tuaeQdLn45NCu67aPC7tgA8agylvCZyZ7o4e_RueZ32LXkYujNO4gUo7CCiYIxYuepX_rMbu-XDo2N-IfVb1uSXEIkp8rBXnO4DPPK_Tr6GIFTtewi7jgoVYXRqdZnp8CcbvS2u9MG86CMiCl2usMyOFj31dDf32NTuocZAfUZ4ATJv8%3D&data=05%7C01%7Chelene.dekruijs%40glpg.com%7C46245fc77f6a438d292408dadccf5d3a%7C627f3c33bccc48bba033c0a6521f7642%7C1%7C0%7C638065080435226148%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=2B%2Fm6jfjoHwAzdj6LbiIbEGMIP7y5323Daw%2B%2FRtkShU%3D&reserved=0
https://www.linkedin.com/company/162714/
https://eur05.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.globenewswire.com%2FTracker%3Fdata%3DQ6CFwyCWBZt_ccsSw2LOajbUDyWFmjAHNesUE0Z3w91d1AdG7cS5halU2kj-jmlBCt_2l-ImigSMHpTbY3wwIgeKoLk8oeO3xZIDyB7nZwOsWjyYmk_wGMPmZCn9Fpaek-i7wD7D-6zk7Y-sLMeXMWaZC6mfi9k_8rTgwxe4MmRmmIyyVJVP0Q7LnTBd8Gz3HwyiU4DePgvKo_SomE45Anz5rY2zeI3UCQlRQJ3W2p57cmBauQQVli7rt9K7wO7IepgUbq8HmfNPOtapwx3-fwl-svcMy3ftPlF4yZzoqzLLhCrGd2slekoUbDPioojXxTu3D2t-hSPCmP1nzWkicFhhakg0EJ_FX25GY7-GYzIQ1GiSvnA87e43ocT8qvZThg4_sEda-4OQUSjGDMZdPymtr3R0QB5R5c-E2Ilgx-BtQMcmOpmra0GAEeWkDDYZUX7wDeef5vCvItMHCiNQNkjZueFyicW4QWzKS1cdibgfkifMHnmiP8FTjbEfw-Fr1rlxCCrNxwQxbw7kOgB-nMLHdEQWRguJUvDsZeQwPqpIF8mX5CSSoz5Zvwpcn7CsJxNAbCfGyC_3-y8U-gY2OqJikPE-1ugFeGzLb6Zlv9sHk_TDZf-P4rzrSMyk_I26a4i5JGOlzPaRf8JcHA0NhK3mWaD1Q3zmP2C9G2Vb8fN8xOZwsCpbgFJjsrGVAo-6l4RXcxOfGOJ8oD7H5IKqbvtmL5TYA5YBz3R1pqKF9MbE_1MdJ4ekUk78ejF2ltmHWvCsSD8W2XL-VxXn2n5fsCRZn6GbYrskrYLJHsNgZ9q9__OxpU1sCdGe5nuLCioV4LIaRcvGgxCOjcyfy3vbG5PX1f3q6mZ0grMRZ9ba5TiL8vFw8moCg2c7A0j-Ndwrb86sJUvBl63Ny2vPJ0hXD-aIjesXO6MkYSFM0HC6CvsTTi42aX12AXHPwkWgVp8hhH3Fx5RUKI6OC3B7IMGY1ce2PeBdskl3co4c-PWNJqnQmadcKQAlAmv19U9cRX0V9gWR-ekCWjzQNND9LJ0kbLm1iqYbSdw_jPDpbb2kwInDwCeYyMmvl-ih7g6vwXjbnvXQR3LvQ8L5HHHYdLYP2Te4Up7spyzGBt-gJoVSj2lTN0FODeteTwgoR3Wdi5fDXeTYhIzLCc0zU7_R5tVvXVj_tfWGOb-DNtB1mdpfJ_ww9FTWk9Y-V9cY_yCjOEnFn1v1L5eFB7Vqv_YxjX0DLvYtowx33LfyAF6uiOFj_qUic-0ADo2YvZwIyRZ_dRkwY48524_exOcLBWMzmfmuy_5oSk0oDknon64u02K5JIF8-X_6mim8XSZYFS8oO2-sgQEsONguDe6TuaPYWHbCeV3OiVXNZqmpNNghyabCliROCEG4GFDqor70sJ4l1wEsooc-pzMV9BTJLVvXTdMty59SRhO576rqDE6XzgEIaOb2HUCzzySEdqISnBBSDiU24VgO9p5ZqaiLUpmW34YQZxfdvmdPpQ_4dWTu6RFzCnpZHskoLP9MztbpsmVbgPugClKPxQ7tiG4hONxVSFGJFA%3D%3D&data=05%7C01%7Chelene.dekruijs%40glpg.com%7C46245fc77f6a438d292408dadccf5d3a%7C627f3c33bccc48bba033c0a6521f7642%7C1%7C0%7C638065080435226148%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=jQE2jfXN7m72OSvMT1OnqCzpkhBqCwcgHNkk%2FFH3nH0%3D&reserved=0
mailto:media@glpg.com
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risks and uncertainties associated with target discovery and validation or drug discovery and development activities, the 
risk that the preliminary and topline data from the EUPLAGIA-1 study may not be reflective of the final data, risks related 
to our reliance on collaborations with third parties (including CellPoint’s collaboration partner Lonza), the risk that we will 
not be able to continue to execute on our currently contemplated business plan and/or will revise our business plan, 
including the risk that our plans with respect to CAR-T may not be achieved on the currently anticipated timeline or at all, 
and risks related to the ongoing COVID-19 pandemic. A further list and description of these or other risks and uncertainties 
can be found in our filings and reports with the US Securities and Exchange Commission (SEC), including in our most recent 
annual report on Form 20‐F filed with the SEC and our subsequent filings and reports filed with the SEC. Given these risks 
and uncertainties, the reader is advised not to place any undue reliance on such forward-looking statements. In addition, 
even if our results, performance or achievements are consistent with such forward-looking statements, they may not be 
predictive of results, performance or achievements in future periods. These forward-looking statements speak only as of 
the date of publication of this release. We expressly disclaim any obligation to update any forward-looking statements in 
this release, unless required by law or regulation. 
 

 


