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The following bullet points are a summary of the entry conditions for this trial. You may want to print
this page to take to your doctor if you are unsure about any of these. They will be able to advise you.

Who can take part:

1.

You have B-cell acute lymphoblastic leukaemia and your leukaemia has come back, or your
treatment has stopped working (relapsed or refractory), in one of the following ways:

e your leukaemia has not gone away after 2 cycles of induction chemotherapy

o this is the first time your leukaemia has come back - if your leukaemia went away (into
remission) 12 months ago or less

e you have had two or more different types of treatment (different lines of treatment) and
your leukaemia has not gone away or it has come back

e you have had a stem cell transplant from a donor (allogeneic transplant) and your
leukaemia did not go away, or it came back. You would need wait to have the CAR T-
cells for at least 3 months after your transplant.

e you have Philadelphia chromosome positive ALL and you are unable to take a tyrosine
kinase inhibitor (TKI) or a TKI is not a suitable treatment for you. If you have taken 2
different TKls and these have not worked, you may be able to join the trial. Or if you have
taken a newer ‘second generation’ TKI and this has not worked for you, you might be
able to take part. Your doctor can explain more.

And you may be able to join this trial if all of the following apply:

your B-cell leukaemia is showing CD-19 proteins on its surface (CD-19 positive) in your
blood, bone marrow or cerebrospinal fluid (CSF) within 1 month of the trial team checking
this study is suitable for you (screening). If you have had, or are having blinatumomab, your
CD-19 test should happen after you have stopped the drug.

you are well enough to carry out all your normal activities, apart from heavy physical work
(ECOG performance status of 0 or 1)

you have satisfactory blood test results

your heart, kidneys, lungs and liver are working well

you have good blood oxygen levels

you are willing and able to use reliable contraception if you or your partner could become
pregnant. Your doctor will explain more.

you are at least 18 years old (there is no upper age limit).

The trial team will look at:

the number of leukaemia cells left behind after treatment (minimal residual disease)

the amount of leukaemia cells seen under the microscope from your bone marrow

if you have any leukaemia outside of your blood and bone marrow, for example in your skin
or liver. Doctors call this extramedullary disease. You might be able to take part if you have
just one of these areas affected by leukaemia unless this is your central nervous

system (brain or spinal cord).

*The phase 1b part of the trial has now closed.


https://www.cancerresearchuk.org/about-cancer/acute-lymphoblastic-leukaemia-all/types

Who can’t take part:

#1. You cannot join this trial if any of these apply. You:

have Burkitt’s leukaemia/lymphoma

have chronic myeloid leukaemia (CML) in lymphoid cell blast phase — (this can look like ALL)
have had a central nervous system disorder which is causing symptoms such as epilepsy,
muscle weakness, stroke, brain injury, or Parkinson’s disease in the 3 months before you
signed the consent form

have leukaemia cells in your cerebrospinal fluid (at a level called CNS2 and CNS3) and this
is causing you symptoms. If you have signed the consent form and you develop a certain
amount of leukaemia in your CSF, or it is getting worse, you might not be able to take part at
this time. Your doctor will tell you more.

have an active or uncontrolled infection that is needing treatment that reaches your whole
body

have hepatitis B or active hepatitis C

have HIV

have HTLV-1, HTLV-2 or syphilis

have acute graft versus host disease (GvHD). Or you have moderate to severe longer term
(chronic) GvHD, and you have needed treatment to dampen your immune system

including systemic steroids within the 4 weeks before signing the consent form. Your doctor
can explain more about what GvHD is moderate or severe.

have had treatment that targets CD-19 in the past, apart from blinatumomab. You might not
be able to take part if you had bad side effects from blinatumomab that affected your nervous
system (neurotoxicity). Your doctor can explain more.

are pregnant or breastfeeding

have had a live vaccine in the 4 weeks before your cells are collected to make Obe-cel

#2. You might not be able to take part if you have had other leukaemia treatments recently. Your
doctor can explain more about the gaps in treatment needed to join this trial. The treatments include:

steroids

immunosuppression

cells from a donor, such as donor lymphocyte infusions

drugs used for GvHD

chemotherapy and TKI’s

some monoclonal antibodies such as alemtuzumab (Campath)
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