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Life sciences study design
All studies must disclose on these points even when the disclosure is negative.

Sample size

Data exclusions

Replication

Randomization

Blinding

Reporting for specific materials, systems and methods
We require information from authors about some types of materials, experimental systems and methods used in many studies. Here, indicate whether each material,
system or method listed is relevant to your study. If you are not sure if a list item applies to your research, read the appropriate section before selecting a response.

Materials & experimental systems

n/a Involved in the study

Antibodies

Eukaryotic cell lines

Palaeontology and archaeology

Animals and other organisms

Human research participants

Clinical data

Dual use research of concern

Methods

n/a Involved in the study

ChIP-seq

Flow cytometry

MRI-based neuroimaging

Antibodies
Antibodies used

Validation

Eukaryotic cell lines
Policy information about cell lines

Cell line source(s)

Authentication

Mycoplasma contamination

Commonly misidentified lines
(See ICLAC register)

Sample size in phase I trials is variable and done according to dose escalation rules. There is no sample size calculation

no data was excluded from analyis

preclinical experiments were reproducible and performed independently; the clinical trials and this report are a demonstration of clinical
reproducibility in separate sites of manufacture of CAR-T cells with clinical activity.

These trials were phase I trials. Randomization is not part of the methodology in dose - escalation phase I studies

These trials were phase I trials. Blinding is not part of the methodology in dose - escalation studies; blinding

can affect safety of trial participant and impedes dose escalation desitions in trial conduct

Describe all antibodies used in the study; as applicable, provide supplier name, catalog number, clone name, and lot number.

Describe the validation of each primary antibody for the species and application, noting any validation statements on the 
manufacturer’s website, relevant citations, antibody profiles in online databases, or data provided in the manuscript.

ATCC, Manassas, Virginia, USA

None of the cell lines used were authenticated

Confirm that all cell lines tested negative for mycoplasma contamination OR describe the results of the testing for 
mycoplasma contamination OR declare that the cell lines were not tested for mycoplasma contamination.

Name any commonly misidentified cell lines used in the study and provide a rationale for their use.
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Palaeontology and Archaeology
Specimen provenance

Specimen deposition

Dating methods

Tick this box to confirm that the raw and calibrated dates are available in the paper or in Supplementary Information.

Ethics oversight

Note that full information on the approval of the study protocol must also be provided in the manuscript.

Animals and other organisms
Policy information about studies involving animals; ARRIVE guidelines recommended for reporting animal research

Laboratory animals

Wild animals

Field-collected samples

Ethics oversight

Note that full information on the approval of the study protocol must also be provided in the manuscript.

Human research participants
Policy information about studies involving human research participants

Population characteristics

Recruitment

Ethics oversight

Note that full information on the approval of the study protocol must also be provided in the manuscript.

Clinical data
Policy information about clinical studies
All manuscripts should comply with the ICMJEguidelines for publication of clinical research and a completedCONSORT checklist must be included with all submissions.

Clinical trial registration

Study protocol

Data collection

Outcomes

Provide provenance information for specimens and describe permits that were obtained for the work (including the name of the 
issuing authority, the date of issue, and any identifying information). Permits should encompass collection and, where applicable, 
export.

Indicate where the specimens have been deposited to permit free access by other researchers.

If new dates are provided, describe how they were obtained (e.g. collection, storage, sample pretreatment and measurement), where 
they were obtained (i.e. lab name), the calibration program and the protocol for quality assurance OR state that no new dates are 
provided.

Identify the organization(s) that approved or provided guidance on the study protocol, OR state that no ethical approval or guidance 
was required and explain why not.

Mice, NSG, all female, 6 - 8 weeks old

Provide details on animals observed in or captured in the field; report species, sex and age where possible. Describe how animals were 
caught and transported and what happened to captive animals after the study (if killed, explain why and describe method; if released, 
say where and when) OR state that the study did not involve wild animals.

For laboratory work with field-collected samples, describe all relevant parameters such as housing, maintenance, temperature, 
photoperiod and end-of-experiment protocol OR state that the study did not involve samples collected from the field.

Studies conduced under approval by Institutional Animal Care and Use Committee of Case Western Reserve University

Two separate trials included patients diagnosed with acute lymphoblastic leukemia, ages 1 - 20, 29% female, with relapsed or
refractory disease to to at least 2 lines of therapy.The non Hodgkin lymphoma cohort included adult patients ages 33 - 76
years of age, 35% female, previously treated with at least 2 lines of therapy

Subject swere enrolled in the clinical trials through IRB approved protocols and consenting processes. Participation in the
clinical trial was offered by their clinical care team and was voluntary.

Institutional review board of Dmitriy Rogachev Center - ALL trialInstitutional review board of University Hospitals Cleveland
Medical Center - NHL trial

clinicaltrials.gov NCT03467256 and NCT03434769

Study protocols provided during first submission of this manuscript

Pediatric acute leukemia patients were treated at Dmitriy Rogachev Center in Moscow, Russia. Enrollment occurred between 2017
and 2020. Non Hodgkin lymphoma patients were treated at University Hospitals Cleveland Medical Center, in Cleveland, United
States. Enrollment occurredbetween 2018 and 2020.

ALL trial: Primary objectives included to investigate the safety of CD19 CAR-T cells, the efficacy of CAR-T cells in ALL and the long term
efficacy of CAR-T cells in ALL. The outcome measures include the incidence of adverse events on the first month of treatment,
including severe cytokine release syndrome and the proportion of patients in remission without evidence of minimal residual disease.
Secondary outcome measures include duration of minimal residual disease free remission, persistence of CAR-T cells, duration of B
cell aplasia and overall survival.NHL trial: Primary objectives is to determine the safety of antiCD19 CAR-T cells in treatment of NHL.
Secondary objectives include the description of the safety profile of infusion of CAR-T cells, toxicities related to infusion and the
overall response rate and complete response rates. The primary outcomes measure include number of patients with lymphoma
response. Duration of response (time from achievement of complete or partial response until the time of relapse or censoring),




