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These slides contain forward-looking statements within the meaning of the "safe harbor" provisions of the Private Securities Litigation Reform Act of 1995. Forward-looking 

statements are statements that are not historical facts, and in some cases can be identified by terms such as "may," "will," "could," "expects," "plans," "anticipates," and 

"believes." These statements include, but are not limited to, statements regarding Autolus’ development of the obe-cel program; the profile and potential application of obe-cel in 

additional disease settings; the future clinical development, efficacy, safety and therapeutic potential of the Company's product candidates, including progress, expectations as to 

the reporting of data, conduct and timing and potential future clinical activity and milestones; expectations regarding the initiation, design and reporting of data from clinical 

trials; expectations regarding the regulatory approval process for any product candidates; the benefits of the collaboration between Autolus and Blackstone, including the 

potential and timing to receive milestone payments and pay royalties under the terms of the strategic collaboration; the Company’s current and future manufacturing capabilities; 

and the Company’s anticipated cash runway. Any forward-looking statements are based on management's current views and assumptions and involve risks and uncertainties that 

could cause actual results, performance, or events to differ materially from those expressed or implied in such statements. These risks and uncertainties include, but are not 

limited to, the risks that Autolus’ preclinical or clinical programs do not advance or result in approved products on a timely or cost effective basis or at all; the results of early 

clinical trials are not always being predictive of future results; the cost, timing and results of clinical trials; that many product candidates do not become approved drugs on a 

timely or cost effective basis or at all; the ability to enroll patients in clinical trials; possible safety and efficacy concerns. For a discussion of other risks and uncertainties, and 

other important factors, any of which could cause Autolus’ actual results to differ from those contained in the forward-looking statements, see the section titled "Risk Factors" in 

Autolus' Annual Report on Form 20-F filed with the Securities and Exchange Commission on March 7, 2023, as well as discussions of potential risks, uncertainties, and other 

important factors in Autolus' subsequent filings with the Securities and Exchange Commission. All information in this presentation is as of the date of the release, and Autolus 

undertakes no obligation to publicly update any forward-looking statement, whether as a result of new information, future events, or otherwise, except as required by law. You 

should, therefore, not rely on these forward-looking statements as representing the Company’s views as of any date subsequent to the date of this presentation.



Agenda

• Welcome and Introduction: Rob Dolski, CFO

• Opening Remarks: Dr. Christian Itin, CEO

• FELIX pooled analysis in B-ALL: Dr. Claire Roddie, Associate Professor Haematology and Honorary Consultant 

Haematologist, Cancer Institute, University College London 

• Building the obe-cel Opportunity and Next Steps: Dr. Christian Itin, CEO

• Q&A: Dr. Christian Itin and Dr. Claire Roddie
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Building a leading CAR T company developing transformational therapies 
for cancer and autoimmune diseases

• Clinical data updates at 2023 American Society of Hematology (ASH)

– Obe-cel: oral presentation – pooled analysis of the ongoing FELIX Phase Ib/II study

– Obe-cel: poster presentation – pooled analysis from ALLCAR19 and FELIX Phase Ib studies in B-ALL

and ALLCAR19 extension in B-NHL and CLL

– Obe-cel: poster presentation – manufacturing for the FELIX study*

– AUTO8: oral presentation – MCARTY Phase I study

• Recent corporate updates

– Announced November 27th our submission of obe-cel’s Biologics License Application (BLA) to the FDA

Obe-cel continues to demonstrate a potential best-in-class risk/benefit ratio in r/r adult ALL
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* Poster to be presented at ASH on Monday, December 11, 2023, 6:00 PM - 8:00 PM PT.
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Reminder of obe-cel’s unique mechanism of action

• Avoids over-activation 
of CAR T cells

• Increases CAR T peak 
expansion

• Avoids exhaustion of 
CAR T-cells
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Enhanced cytotoxicity and proliferation

Off Rate: Kd [S-1]

]1
-
S
1
-

[M
a

K
:
e

Ra
t
-
On

Other CD19 Binders Obe-cel Binder

Off Rate: Kd [S-1]

O
n

-R
at

e:
 K

a
[M

-1
S-

1
] Shorter half-life of interaction compared 

to binders used in approved products  

• obe-cel = 9.8 seconds

• Kymriah® = 21 minutes 

%
 T

u
m

o
r 

C
el

l K
ill

in
g

P
ro

lif
er

at
io

n

Ghorashian et al. Nature Medicine 2019

Fast off-rate

CD19 binder with 
fast off-rate

Designed for increased activity and reduced toxicity

Differentiated CD19 binder

Potential for improved potency, reduced toxicity

Reduced toxicities

Improved persistence

Improved engraftment
Improved persistence
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FELIX pooled analysis
ASH 2023

Dr. Claire Roddie, Associate Professor Haematology and 
Honorary Consultant Haematologist, Cancer Institute, 
University College London
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Background

• Obecabtagene autoleucel (obe-cel) is an autologous CAR-T cell product, which utilizes 

a fast off-rate CD19 binder to reduce toxicity and improve persistence1,2

• The clinical activity of obe-cel has been evaluated in Phase I studies in R/R pediatric1

and adult B-ALL,2 and other B-cell malignancies including B-NHL and B-CLL3

• The FELIX study (NCT04404660) is a pivotal study of obe-cel in R/R adult B-ALL; 

preliminary results from the Phase IIA cohort were recently presented4
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We present results from the FELIX Phase Ib/II study as a pooled analysis 

of all patients treated to date with obe-cel, including patients with 

low leukemic burden* at treatment

*Defined as morphological remission per investigator assessment (<5% BM blasts without EMD) as measured at screening and lymphodepletion

B-ALL, B-cell acute lymphoblastic leukemia; B-CLL, B-cell chronic lymphocytic leukemia; BM, bone marrow; B-NHL, B-cell non-Hodgkin lymphoma; CAR-T, chimeric antigen receptor T-cell; CD19, cluster of differentiation 19; 

EMD, extramedullary disease; R/R, relapsed/refractory

1. Ghorashian S, et al. Nat Med 2019;25(9):1408–14; 2. Roddie C, et al. J Clin Oncol 2021;39(30):3352–63; 3. Roddie C, et al. Blood 2022;140(Suppl. 1):7452–3, ASH abstract; 4. Roddie C, et al. J Clin Oncol 2023;41(16 Suppl):7000 



FELIX: obe-cel tested in adults with R/R B-ALL
Study design with leukemic burden-adjusted split dosing
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Screening

Leukapheresis Split dose infusion

Day 1 Day 10

Enrollment

Bridging therapy Efficacy and safety follow-up

Cy 500 mg/m2 

Lymphodepletion
Flu 30 mg/m2

Leukemia burden-adjusted split dosing based on BM at Day –6

BM blasts ≤20% 100  106 CAR-T cells 310  106 CAR-T cells

BM blasts >20% 10  106 CAR-T cells 400  106 CAR-T cells

Lymphodepletion

CRS Grade <2

No ICANS​

Day -6

B-ALL, B-cell acute lymphoblastic leukemia; BM, bone marrow; BMA, bone marrow analysis; CAR-T, chimeric antigen receptor T-cell; CRS, cytokine release syndrome; cy, cyclophosphamide; flu, fludarabine; ICANS, immune effector 

cell-associated neurotoxicity syndrome; obe-cel, obecabtagene autoleucel; R/R, relapsed/refractory

Obe-cel manufacturing

BMA BMA

Day –6



FELIX: patient eligibility and endpoints 10

*R/R B-ALL: primary refractory; first relapse if first remission ≤12 months; R/R disease after ≥2 lines of systemic therapy; R/R disease after allogeneic transplant; R/R Philadelphia chromosome-positive ALL if intolerant to/failed two lines of any TKI 

or one line of second-generation TKI, or if TKI therapy is contraindicated
‡Primary endpoints: Cohorts A and C, ORR defined as the proportion of patients achieving CR or CRi; Cohort IIB, the proportion of patients achieving MRD-negative remission (<10–4 leukemic cells)
§EFS: the time from date of first infusion to the earliest of treatment failure, relapse, or death from any cause

ALL, acute lymphoblastic leukemia; B-ALL, B-cell acute lymphoblastic leukemia; BM, bone marrow; CAR-T, chimeric antigen receptor T-cell; CR, complete remission; CRi, CR with incomplete hematologic recovery; DoR, duration of remission; 

EFS, event-free survival; EMD, extramedullary disease; IRRC, Independent Response Review Committee; MRD, measurable residual disease; ORR, overall remission rate; OS, overall survival; R/R, relapsed/refractory; TKI, tyrosine kinase inhibitor

Selected endpoints‡

• CR/CRi rate per IRRC

• DoR

• EFS§

• OS

Key eligibility criteria
• R/R adult B-ALL*

• Age ≥18 years

• MRD-negativity rate(<10–4)

• Safety

• CAR-T expansion/persistence

• Manufacture feasibility

Cohort A
≥5% BM blasts 

at screening

Cohort B
MRD-positive 

at screening

Cohort C
Isolated EMD 

at screening



FELIX: patient disposition
127/153 (83%) enrolled patients received obe-cel*
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*Seven patients received Dose 1 only
‡All eligibility criteria met and the leukapheresate accepted for manufacturing

obe-cel, obecabtagene autoleucel

Data cut-off date: 

September 13, 2023

Infused

N = 127 (83%)

Enrolled‡

N = 153

Cohort A

n = 107 

(84%)

Cohort B

n = 13

(10%)

Cohort C

n = 7

(6%)

Discontinued
n (%)

26 (17)

Death 15 (10)

Manufacturing-related 7 (5)

Adverse event 2 (1)

Physician decision 1 (0.7)

Progressive disease 1 (0.7)



FELIX: baseline characteristics
Heavily pre-treated patients (many post-allogeneic SCT)
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All treated patients (N = 127)

n (%)*

Median age, years (range) 47 (20–81)

Male/female 66/61 (52/48)

Asian

Black or African American

White

Unknown 

Hispanic or Latino

16 (13)

2 (2)

94 (74)

15 (12)

38 (30)

Philadelphia chromosome-positive 36 (28)

Prior therapies, median (range)

≥3 prior lines

2 (1–6)

44 (35)

Prior allogeneic SCT 56 (44)

Prior blinatumomab

Prior inotuzumab

Prior blinatumomab and inotuzumab

53 (42)

40 (31)

21 (17)

BM blasts % at screening, median (range) 36 (0–100)

EMD at screening 29 (23)

*Data reported are n (%) unless otherwise stated

BM, bone marrow; EMD, extramedullary disease; SCT, stem cell transplant



FELIX: obe-cel manufacturing
Robust and rapid manufacturing, despite variable starting material

• Obe-cel was released for 95% of patients, with a median time from vein-to-release of 22 days

• Consistent manufacturing was observed, despite leukapheresis from patients with multiple 
lines of prior therapy (many with prior allogeneic SCT) and high leukemic burden

13

Starting material quality Vein-to-release timeRelease parameters

For more details on obe-cel manufacturing, please see poster 4892

CD3, cluster of differentiation 3; obe-cel, obecabtagene autoleucel; SCT, stem cell transplant

T
ra

n
s
d

u
c
ti

o
n

 (
%

)

90

80

70

60

50

40

30

20

10

100

0

D
a
y
s

50

45

40

35

30

25

20

15

10

5

0

C
D

3
+

 c
e
ll
s
 (

%
)

90

80

70

60

50

40

30

20

10

100

0

V
ia

b
il
it

y
 o

n
 t

h
a
w

 (
%

)

90

80

70

60

50

40

30

20

10

100

0



FELIX: remission rate and MRD by status at lymphodepletion
High MRD-negative remission rates were observed after obe-cel

14

Morphologic disease* (n = 98)

• 74% of patients had CR/CRi (n = 73)

• 95% of evaluated responders were MRD-negative‡

No morphologic disease (n = 29)

• 100% of evaluable patients were MRD-negative§

All treated 

patients 

(N = 127)

*Morphologic disease defined as ≥5% BM blasts or presence of EMD regardless of BM blast status
‡MRD status available for 64/73 patients, as assessed by NGS or flow cytometry
§MRD status available for 27/29 patients, as assessed by NGS or flow cytometry

BM, bone marrow; CR, complete remission; CRi, CR with incomplete hematologic recovery; EMD, extramedullary disease; MRD, measurable residual disease; NGS, next-generation sequencing; obe-cel, obecabtagene autoleucel 



FELIX: CR/CRi subgroup analysis per IRRC
Obe-cel demonstrated high CR/CRi rates across all subgroups
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Subgroup
Total,

n (%)

ORR,

% (95% CI)

Overall 127 (100) 78 (70, 85)

Age, years 18–39 48 (38) 63 (47, 76)

40–64 54 (43) 83 (71, 92)

≥65 25 (20) 96 (80, 100)

Hispanic or Latino Yes 38 (30) 66 (49, 80)

No/Unknown 89 (70) 83 (74, 90)

EMD at lymphodepletion Yes 27 (21) 59 (39, 78)

No 100 (79) 83 (74, 90)

BM blasts % at lymphodepletion <5 36 (28) 86 (71, 95)

≥5−≤75 51 (40) 84 (71, 93)

>75 40 (31) 63 (46, 77)

Philadelphia chromosome-positive Yes 36 (28) 92 (78, 98)

No 91 (72) 73 (62, 81)

Prior therapies 1 30 (24) 83 (65, 94)

2 53 (42) 79 (66, 89)

3 25 (20) 88 (69, 97)

≥4 19 (15) 53 (29, 76)

Prior allogeneic SCT Yes 56 (44) 84 (72, 92)

No 71 (56) 73 (61, 83)

Prior blinatumomab Yes 53 (42) 72 (58, 83)

No 74 (58) 82 (72, 90)

Prior inotuzumab Yes 40 (31) 65 (48, 79)

No 87 (69) 84 (74, 91)

0 20 40 60 80 100

* ‡

*The red dashed line denotes the Phase IIA null hypothesis (40%)
‡The black dashed line denotes the ORR among all treated patients (ORR=CR+CRi)

BM, bone marrow; CR, complete remission; CRi, CR with incomplete hematologic recovery; EMD, extramedullary disease; IRRC, Independent Response Review Committee; obe-cel, obecabtagene autoleucel; ORR, overall remission rate; 

SCT, stem cell transplant



FELIX: EFS in all treated patients*
The event-free survival estimate at 12 months was 50%
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• The median follow-up time was 16.6 months (range: 3.7−36.6 months)

• 17/99 (17%) responders proceeded to SCT while in remission

• A pooled analysis from the ALLCAR19 and FELIX Phase Ib studies will be presented as a poster on Saturday, December 9, 2023 

5:30–7:30pm (Roddie C, et al. Abstract 2114)

*Censoring new non-protocol anti-cancer therapies including SCT with disease assessment by IRRC (data cut-off date: September 13, 2023)

Median EFS: ITT population − 9.8 months (95% CI: 5.9, 12.9) 

CI, confidence interval; EFS, event-free survival; IRRC, Independent Response Review Committee; ITT, intent-to-treat; NE, not evaluable; obe-cel, obecabtagene autoleucel; SCT, stem cell transplant

All treated patients

(N = 127)

Median EFS 

(95% CI), 

months

11.7

(7.2, NE)

6-month EFS 

(95% CI), %

65

(56, 73)

12-month EFS 

(95% CI), %

50

(39, 59)
Events, n:

Overall

Median (95% CI):

Overall

59

11.7 (7.2, NE)
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Patients at risk
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FELIX: obe-cel persistence in responders
Obe-cel has high expansion and long-term persistence
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• CAR-T persistence was detected in 72% of ongoing responders at the latest follow-up

AUC, area under the curve; CAR-T, chimeric antigen receptor T-cell; Cmax, maximum concentration; CV, coefficient of variation; d, day; D, day; Geo, geometric; M, month; obe-cel, obecabtagene autoleucel; PB, peripheral blood; Tmax, time to 

maximum concentration

All treated 

patients

(N = 127)

Cmax, copies/ug

Geo-Mean, CV%

110,896

(254)

Tmax, days

Median, range

14

(2–55)

AUC0–28d, copies/ug×d

Geo-Mean, CV%

1,105,176 

(212)

All patients
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FELIX: leukemic burden in all treated patients
Leukemic burden at screening is not predictive of leukemic burden prior 
to lymphodepletion

18

*Bridging therapy per physician’s choice, including inotuzumab ozogamicin

BM, bone marrow

16%

28%

53%

40%

31% 31%

BM blasts % 

at screening

BM blasts % prior 

to lymphodepletion

118/127 (93%) patients received 

bridging therapy*

<5%

≥5−≤75%

>75%

53%

31% 31%

<5%

≥5−≤75%

>75%

28%

41%

16%



FELIX: EFS by leukemic burden prior to lymphodepletion*
Lower leukemic burden is associated with better outcomes
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BM blasts % prior to lymphodepletion
<5%

(n = 36)

≥5−≤75%

(n = 51)

>75%

(n = 40)

Median EFS (95% CI), months NE
15.0

(6.6, NE)

4.5

(1.5, 9.0)

6-month EFS (95% CI), %
83

(65, 92)

72

(57, 82)

40

(23, 56)

12-month EFS (95% CI), %
65

(44, 80)

55

(38, 69)

27

(12, 44)

Events, n:
<5% 10
≥5−≤75% 22

>75% 27

Median (95% CI):
<5% NE

≥5−≤75% 15 (6.6, NE)

>75% 4.5 (1.5, 9.0)

Patients at risk

<5% (n = 36)

≥5−≤75% (n = 51)

>75% (n = 40)

<5% (n = 36)

≥5−≤75% (n = 51)

>75% (n = 40)

0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36 37

36 34 31 28 25 24 22 20 19 18 14 13 11 11 11 11 8 8 7 6 6 2 2 2 2 2 1 1 1 1 1 1 1 1 1 1 0 0

51 43 41 39 36 31 28 25 23 18 15 15 13 12 12 9 8 8 7 4 4 2 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 0

40 27 22 18 17 13 10 10 10 9 5 5 5 4 4 2 2 2 2 2 2 2 2 1 1 1 1 1 1 1 0 0 0 0 0 0 0 0
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*Censoring new non-protocol anti-cancer therapies including SCT with disease assessment by IRRC (data cut-off date: September 13, 2023)

BM, bone marrow; CI, confidence interval; EFS, event-free survival; IRRC, Independent Response Review Committee; NE, not evaluable; SCT, stem cell transplant



FELIX: CRS and ICANS
Low rates of Grade ≥3 CRS and/or ICANS were observed

BM blasts % at lymphodepletion

2% 7%
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CRS and ICANS 

in all patients

CRS by 

% BM blasts

ICANS by 

% BM blasts

Light colors = grade ≤2 

Dark colors = grade ≥3

• No grade ≥3 CRS and/or ICANS were observed in patients with <5% BM blasts at lymphodepletion

• Vasopressors were used to treat CRS in 2.4% of patients

BM, bone marrow; CRS, cytokine release syndrome; ICANS, immune effector cell-associated neurotoxicity syndrome; ICU, intensive care unit

69%

23%

47%

69%

88%

8%
18%

43%



FELIX: Phase Ib/II conclusions 21

• Obe-cel successfully manufactured in 95% of leukapheresed patients

• High remission rates independent of leukemic burden at lymphodepletion

• 50% EFS estimate at 12 months, with only 17% of responders proceeding to SCT while in remission

• Favorable safety profile: 2% grade ≥3 CRS and 7% grade ≥3 ICANS

− Severe toxicity mostly limited to patients with high leukemic burden at lymphodepletion

• Durable remission rates and toxicity inversely correlated with leukemic burden at lymphodepletion

− Assessment of leukemic burden at lymphodepletion is essential for risk/benefit stratification

B-ALL, B-cell acute lymphoblastic leukemia; CRS, cytokine release syndrome; EFS, event-free survival; ICANS, immune effector cell-associated neurotoxicity syndrome; obe-cel, obecabtagene autoleucel; R/R, relapsed/refractory; 

SCT, stem cell transplant

Obe-cel is effective treatment for R/R adult B-ALL, with better outcomes 

observed in patients with lower leukemic burden at lymphodepletion; 

longer follow-up is required



FELIX: TEAEs
Favorable safety profile 

CRS, cytokine release syndrome; ICANS, immune effector cell-associated neurotoxicity syndrome; TEAE, treatment emergent adverse event 

TEAEs that occurred in ≥20% of patients regardless of causality 
All treated patients (N = 127)

Any grade, % Grade ≥3, %

Patients with any TEAE 100 81

CRS 69 2

Pyrexia 29 2

Nausea 26 2

Diarrhea 25 2

Febrile neutropenia 24 24

Anemia 24 21

Headache 24 0

Neutropenia 23 21

ICANS 23 7

Hypotension 22 5

Hypokalemia 21 6

Neutrophil count decreased 20 20

• 15% of patients were admitted to the ICU

• Two deaths were considered treatment-related per investigator assessment: neutropenic sepsis (n = 1); 
acute respiratory distress syndrome and ICANS (n = 1)
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Longer-term follow up in B-ALL
ASH 2023

Pooled analysis from ALLCAR 19 Phase 1b and FELIX Phase 
1b trials in B-ALL
Dr. Christian Itin, CEO, Autolus



ALLCAR19 and FELIX are investigating obe-cel in adults with B-cell 
malignancies

Developing Next Generation Programmed T Cell Therapies 25

*Data cut-off: November 01, 2023; †Data cut-off: September 13, 2023.
B-ALL, B-cell acute lymphoblastic leukemia; B-CLL, B-cell chronic lymphocytic leukemia; B-NHL, B-cell non-Hodgkin lymphoma; 
CAR, chimeric antigen receptor; obe-cel, obecabtagene autoleucel; R/R, relapsed/refractory.

1. Roddie C, et al. J Clin Oncol 2021;39(30):3352–63 
2. Roddie C, et al. Blood 2022;140(Suppl 1):7452–3 

3. Roddie C, et al. J Clin Oncol 2023;41:16_suppl, 7000

• Obe-cel is an autologous CD19 CAR T-cell product with a fast off-rate CD19-binding 

domain designed to reduce toxicity and improve persistence1–3

• ALLCAR19 (NCT02935257) is a multicenter, non-randomized, open-label Phase I 

study of obe-cel in patients aged ≥16 years with B-cell malignancies1,2

• FELIX (NCT04404660) is a global, open-label, single-arm Phase Ib/II study of obe-

cel in patients aged ≥18 years with R/R B-ALL3

Here, we report long-term obe-cel data from a pooled analysis of the ALLCAR19* and FELIX† Phase Ib 

studies in R/R B-ALL, and from the ALLCAR19* extension phase in R/R B-CLL and B-NHL



Long-term follow up in R/R B-ALL demonstrates favorable EFS and OS
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Median follow up 36.5 months; pooled analysis of Ph. 1b ALLCAR19 and Ph. 1b FELIX study in r/r B-ALL

*Censored for allo-HSCT and other anti-cancer treatment. Investigator-assessed disease evaluations were performed locally by CT and BM biopsy for B-ALL. Allo-HSCT, allogeneic hematopoietic stem cell 
transplant; B-ALL, B-cell acute lymphoblastic leukemia; BM, bone marrow; CI, confidence interval; CT, computed tomography; EFS, event-free survival; N/A, not available; obe-cel, obecabtagene autoleucel; OS, 
overall survival; R/R, relapsed/refractory. Roddie et al, ASH 2023, Poster 2114.

Median OS: 16.4 months (95% CI: 7.1–N/A)

36-month OS rate: 41% (95% CI: 24–56)

With censoring*:

• Median EFS: 9.0 months (95% CI: 5.1–N/A)

• 36-month EFS rate: 45% (95% CI: 27–62)

Without censoring:

• Median EFS: 9.6 months (95% CI: 5.1–N/A)

• 36-month EFS rate: 36% (95% CI: 21–51)



Durable remissions in patients with R/R B-ALL and no new safety signals
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All patients in ongoing remission were MRD negative at the last assessment

Investigator-assessed disease evaluations were performed locally by CT and BM biopsy for B-ALL. MRD status was determined using flow cytometry or IgH PCR/NGS (MRD-negative: <10-4 [<0.01%]). Allo-HSCT, allogeneic 
hematopoietic stem cell transplant; B-ALL, B-cell acute lymphoblastic leukemia; BM, bone marrow; CI, confidence interval; CR, complete remission; CT, computed tomography; DOR, duration of response; MRD, measurable 
residual disease; N/A, not available; NGS, next-generation sequencing; ORR, overall response rate; PCR, polymerase chain reaction; R/R, relapsed/refractory.  Roddie et al, ASH 2023, Poster 2114.

Months since infusion

• ORR: 80.6% (95% CI: 64.0–91.8)

• All patients in ongoing remission were 

MRD-negative at the last assessment

• Median DOR (n = 29): 

Not reached (95% CI: 5.1–N/A)

• No ≥ grade 3 CRS reported 

• 4/36 ≥ grade 3 ICANS reported

• No new safety signals or deaths 
related to obe-cel in R/R B-ALL



Prolonged persistence seen in most long-term R/R B-ALL responders
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Obe-cel persistence since infusion

Ongoing CAR T persistence

12 months: 60.6% (95% CI: 38.9–76.8)

24 months: 55.1% (95% CI: 33.1–72.6) 

Loss of CAR T persistency was defined as the time from first obe-cel infusion to undetectable CAR T transgene (copies/µg DNA) in peripheral blood. Patients who proceeded to allo-HSCT with ongoing CAR T 
persistency were censored at the last result prior to receiving allo-HSCT.  Allo-HSCT, allogeneic hematopoietic stem cell transplant; B-cell acute lymphoblastic leukemia; CAR T, CD19 chimeric antigen receptor 
(CAR) T-cell; CI, confidence interval; DNA, deoxyribonucleic acid; obe-cel, obecabtagene autoleucel; R/R, relapsed/refractory. Roddie et al, ASH 2023, Poster 2114.



Obe-cel Next Steps
Commercial Launch Readiness in r/r aALL
Starting Phase 1 SLE study
Dr. Christian Itin, CEO, Autolus 



Obe-cel steps to commercialization in r/r adult ALL
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Roadmap to a 2024 commercial launch

H2 2023 H1 2024

BLA submitted 
to FDA 

Filing of Biologics 
License Application 
(BLA) to U.S. Food 
and Drug 
Administration 
(FDA)

Regulatory

Manufacturing

Commercialization

EU authorization 
application

Filings of EU marketing 
authorization applications 
(MAA) planned 
for H1 2024

GMP license

GMP license 
from MHRA

Manufacturing 
Facility

Designed to operate 
at 2,000+ batch per 
year capacity

US launch preparation and executionMedical affairs, value and HEOR evidence generation 
and center onboarding

Developing Next Generation Programmed T Cell Therapies

FDA BLA 
acceptance

B-ALL
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✓ Potential best-in-class risk/benefit profile in pivotal FELIX trial in adult ALL

✓ Low rates of high-grade CRS and ICANS across all patients

Obe-cel’s potential advantages

Deep cut into the CD19+ B and plasma cell 
compartment to remove all autoreactive clones

High treatment effect enables smaller clinical 
program and accelerated regulatory path to launch

Development of robust, economical and scalable 
manufacturing and commercial infrastructure

Plan to start SLE Phase 1 study in early 2024

Supporting evidence

✓ Treatment effect demonstrated in Erlangen proof-of concept 

✓ Clinical safety data from ALLCAR19 and FELIX as well as potential 
commercial patient data to supplement SLE pivotal study

✓ Potential approved, commercial manufacturing facility in adult ALL with 
attractive cost of goods at launch for SLE

✓ Commercial systems and CAR T center services established with potential 
adult ALL launch

Outstanding tolerability to drive physician and 
patient acceptability in rheumatology settings 

✓ Demonstrated in B-ALL with very high rate of MRD negative complete 
remissions (97% of responders) in FELIX Phase 2 study

Developing Next Generation Programmed T Cell Therapies

AUTOIMMUNE

Uniquely positioned to deliver CAR T therapy in autoimmune disease



Expanding the obe-cel
opportunity
Deep value program with potentially broad applicability



The obe-cel product family and franchise opportunity 

• Optimal CD19 CAR design
• Potential best-in-class efficacy and safety profile
• Supported by state-of-the-art manufacturing
• Supported by mature FELIX clinical/CMC package

B-ALL and B-NHL

B-cell mediated 
autoimmune disease

Developing Next Generation Programmed T Cell Therapies 33

Obe-cel
CD19

• Dual CD19 & CD22 Targeting 
• Designed to prevent antigen negative escape
• Supported by Phase 1 data in pediatric B-ALL

B-ALL and B-NHLAUTO1/22
CD19/CD22

• Dual CD19 & BCMA Targeting 
• Designed to induce deep and durable responses
• Phase 1 data at ASH 2023

Multiple Myeloma

B-cell and plasma cell 
mediated autoimmune

AUTO8
CD19/BCMA

= ASH 2023 updates



Obe-cel in B-NHL/B-CLL: High response rates with durable remissions
Data from ALLCAR19 extension: Long term persistence driving durable outcomes

• No ≥ grade 3 CRS and ICANS reported

34Developing Next Generation Programmed T Cell Therapies

Median follow-up 20.9 months (range 0.9 – 36.2)

B-NHL/CLL

​Analysis of ALLCAR19 extension phase in R/R B-CLL and B-NHL, data cut-off date September 13, 2023. *Patient death unrelated to obe-cel and without relapse or 
disease progression (COVID-19 [DLBCL and FL, n = 1 each]; grade 5 appendicitis on a background of myelodysplastic syndrome [FL, n = 1]; unrelated esophageal 
cancer [CLL, n = 1]). Roddie et al., ASH 2023 Poster 2114.

Collaboration with

Post infusion kinetics of obe-cel in peripheral 
blood of patients with r/r B-CLL/B-NHL

qPCR data available for n=26 patients

Responses by subtype

CMR

SD

MRD-negative

MRD-positive

CD19+ relapse
Death
Progression

PR

No response data yet

Patients infused and evaluable 
for response: CLL, n = 5; DLBCL, 
n = 9; MCL, n = 4; FL, n = 10



AUTO8: combining a sensitive BCMA CAR with the CD19 CAR from obe-cel
Designed to induce deep and durable responses

C
o

n
fi

d
en

ti
al

BCMA CAR

Novel format CAR designed 
to be highly sensitive to low 

BCMA density found on 
malignant plasma cells​

CD19 CAR 

Coupled to obe-cel to 
drive persistence and long-
term durability of response, 

and to deplete 
CD19+ myeloma stem cell

A
U

TO
8
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50MMCohort 1: BCMA CAR

Cohort 2: BCMA CAR 
+ CD19CAR

Developing Next Generation Programmed T Cell Therapies

Screening for high sensitivity BCMA binders
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Autolus BCMA CARs

E:T = 1:8; n=3, 72hrs

Phase 1 Design

Initial data at ASH 2023; study ongoing

150MM

50MM 150MM

Collaboration with

Multiple Myeloma



Initial data from MCARTY Phase 1 showed clinical responses in all patients
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Both D8 BCMA CAR and AUTO8 associated with high response rate

AUTO8, D8 BCMA + obe-cel CARs; Median follow up 6 months (range 1–15); Lee et al., ASH 2023, Publication number 350.

• ORR 100%; 3 PR, 1 VGPR, 7 CR/sCR (all evaluable MRD-)

• Two patients remained in sCR at >12 months; overall PFS was not reached

Collaboration with

Multiple Myeloma



Initial safety data Phase 1 MCARTY study
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D8 BCMA CAR and AUTO8 did not result in severe ICANS/CRS and were well tolerated with no DLTs

• CRS in 10 patients (91%) and all low grade; no patients reported ICANS 

• Tocilizumab given to 7 patients (64%) and steroids to 2 patients (18%)

Collaboration with

Multiple Myeloma

AUTO8, D8 BCMA + obe-cel CARs; Lee et al., ASH 2023, Publication number 350.



Upcoming news flow



Autolus planned news flow
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Anticipated Milestone or Data Catalysts Timing

Obe-cel Biologics License Application (BLA) to FDA Complete

Obe-cel FELIX data update at ASH Complete

AUTO8 update (MCARTY) at ASH Complete

AUTO6NG Phase 1 study start (MAGNETO) By end 2023

Obe-cel in autoimmune disease – refractory SLE Phase 1 study start Early 2024

Obe-cel 60-day FDA feedback on BLA submission January 2024

Obe-cel Marketing Authorization Application (MAA) to EMA First half 2024



Summary



Building a leading CAR T company developing transformational therapies 
for cancer and autoimmune diseases
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• FELIX pivotal trial showed 
high ORR, encouraging 
EFS and favourable 
tolerability with low levels 
of high-grade CRS and 
ICANS

• BLA submitted to FDA

• EMA submission planned 
for 1H 2024

• Established technology 
collaborations with 
Moderna, BMS and 
Cabaletta

• Longstanding academic 
collaboration with 
University College 
London

• Partnering opportunities  
on pipeline programs 
and platform technology

• Expand obe-cel 
opportunity in B cell 
malignancies, 
autoimmune diseases & 
life cycle strategy
– SLE 
– B-NHL indications
– Bi-specific therapies
     (CD19 /CD22; CD19/BCMA)

• Expand to additional 
indications with novel 
CAR T therapies, alone or 
with partners

• Demonstrated reliable 
clinical trial supply (96% 
target dose reached in 
FELIX pivotal study)

• New commercial cell 
manufacturing facility in 
qualification stage; 
planned annual capacity 
2,000+ batches

• Vein-to-delivery time at 
launch of ~16 days

Obe-cel potentially best in 
class CAR T for r/r adult ALL

Strategic 
collaborations

Pipeline expansion 
strategy

Scalable manufacturing 
and in-house facility

• Cash $256.4M (Q3 2023)

• Runway into 2025

• Enables execution on 
current strategy through 
approval of obe-cel

Strong cash position

Established excellence in R&D and Manufacturing; scaling company toward commercialization

$

Developing Next Generation Programmed T Cell Therapies

Abbreviations and notes: r/r ALL - relapsed/refractory acute lymphoblastic leukemia; B-NHL – B-cell non-Hodgkin’s lymphoma; SLE – systemic lupus erythematosus



autolus.com

Thank you
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