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Real-world (RWD) treatment patterns and clinical outcomes in 
patients with relapsed/refractory (R/R) B-cell acute lymphoblastic 
leukaemia (ALL) treated with inotuzumab-ozogamicin (InO) as 
bridge to chimeric antigen receptor T-cell (CAR-T) therapy in 
Spain, the United Kingdom (UK) and the United States (US).

Protocol number B1931044

Protocol version identifier 2.0
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EU Post Authorization Study 
(PAS) register number

EUPAS1000000118

Active substance Inotuzumab ozogamicin (InO)

Medicinal product Inotuzumab ozogamicin [Besponsa®]

Research question and 
objectives

What are the demographics, clinical characteristics, treatment 
patterns and outcomes of R/R ALL patients treated with InO as a 
bridging therapy to CD19-directed CAR-T therapy in the RWD? 
Specifically, the following study objectives will be addressed: 

Primary objective

 To describe the demographics and clinical characteristics of 
R/R ALL patients treated with InO as a bridging therapy to 
CAR-T 

Secondary objective

 To describe relevant treatment effectiveness outcomes for 
the study population, including response to treatment, time-
to-next salvage treatment and survival

 To describe InO treatment patterns in the study population, 
including the use of InO in combination or monotherapy, 
timing of treatment and dosage information
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2. LIST OF ABBREVIATIONS

Abbreviation Definition

AE Adverse Event

AEM Adverse Event Monitoring

AEMPS Agency of Medicines and Medical Devices 

ALL Acute Lymphoblastic Leukaemia 

Allo-SCT Allogeneic Stem Cell Transplant 

BMI Body Mass Index

CAR-T Chimeric Antigen Receptor T-Cell

CI Confidence Intervals 

CIOMS Council for International Organizations of Medical 
Sciences 

CNS Central Nervous System 

CR Complete Remission

CRi CR with Incomplete Haematological Recovery

CRF Case Report Form

CRO Clinical Research Organization

CSA Clinical Study Agreement

DALYS Disability-Adjusted Life Years

DCTs Data Collection Tools

DMP Data Management Plan 

EC Ethics Committee

ECOG Eastern Cooperative Oncology Group 

eCRF Electronic Case Report Form 

EDC Electronic Data Capture

EFS Event Free Survival 
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Abbreviation Definition

EMA European Medicines Agency 

EMD Extramedullary Disease

ENCePP European Network of Centers for 
Pharmacoepidemiology and Pharmacovigilance 

FDA US Food and Drug Administration 

GPP Good Pharmacoepidemiology Practices

GvHD Graft-Versus-Host Disease 

GVP Good Pharmacovigilance Practices

HCP Healthcare Provider

HMA Heads of Medicines

HPSCT Hematopoietic Stem Cell Transplant  

HRQoL Health-Related Quality of Life

InO Inotuzumab-Ozogamicin

IRB Institutional Review Board 

ISPE International Society for Pharmacoepidemiology

ISPOR International Society for Pharmacoeconomics and 
Outcomes Research  

KM Kaplan-Meier 

KTE-X19 Brexucabtagene Autoleucel  

MRD Minimal Residual Disease 

NI Non-Interventional

NIS Non-Interventional Study
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Abbreviation Definition

NNH Number Needed to Harm

OS Overall Survival

PASS Post-Authorisation Safety Study 

PBC Precursor B-cell

QALYS Quality-Adjusted Life Year

RWD Real World 

R/R Relapsed or Refractory

SAP Statistical Analysis Plan 

SDs Standard Deviations 

SFTP Secure File Transfer Protocol 

TKI Tyrosine Kinase Inhibitor 

UK United Kingdom

US United States

VOD Veno-Occlusive Disease 

YRR Your Reporting Responsibilities 
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4. ABSTRACT

Title

INO-TRANSIT: –INOtuzumab Treatment Retrospective Analysis for Navigating tranSITion to CD19 
CAR-T. Real-world treatment patterns and clinical outcomes in patients with relapsed/refractory (R/R) B-
cell acute lymphoblastic leukaemia (ALL) treated with inotuzumab-ozogamicin (InO) as bridge to 
chimeric antigen receptor T-cell (CAR-T) therapy in Spain, the United Kingdom (UK) and the United 
States (US).

Rationale and background

Due to the current paucity and lack of conclusive data demonstrating the use and outcomes of anti-CD22 
antibody therapy (ie, InO) as a bridging therapy to CAR-T in ALL adult patients, particularly in the RWD
setting, Pfizer would like to conduct a NI, chart review study to understand and describe the patient 
demographics, treatment patterns and clinical outcomes associated with InO when used as a bridging 
therapy prior to CD19 directed CAR-T cell treatment. This study could elucidate the clinical situations 
where and how InO can be used as well as potentially confirming the safety of this approach.

Research question and objectives

What are the demographics, clinical characteristics, treatment patterns and outcomes of R/R ALL patients 
treated with InO as a bridging therapy to CD19-directed CAR-T therapy in the RWD? This research 
question will be addressed through the following research objectives: 

 (Primary objective) To describe the demographics and clinical characteristics of R/R ALL patients 
treated with InO as a bridging therapy for CAR-T 

 (Secondary objective) To describe relevant treatment effectiveness outcomes for the study 
population, including response to treatment, time-to-next salvage treatment and survival

 (Secondary objective) To describe InO treatment patterns in the study population, including the 
use of InO in combination or as a monotherapy, timing of treatment and dosage information

Study design

The study will be an international site-led (approximately 13 sites) retrospective observational chart 
review, assessing the characteristics and clinical outcomes of R/R ALL patients who received InO as a 
bridging therapy to CAR-T. Sites will be based in the US, UK, and Spain. This non-interventional study
(NIS) is designated as a Post-Authorisation Safety Study (PASS) and is conducted voluntarily by Pfizer. 
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Population 

Data will be abstracted by site staff for eligible patients meeting the following inclusion criteria:

1. Patient has a clinical diagnosis of R/R (precursor B-cell (PBC)) ALL 

2. Patient is aged 18 years or older at start of InO therapy 

3. Patient received InO treatment as a bridge to CD19-directed CAR-T cell therapy (is defined as 
either patient received InO immediately prior to apheresis, and/or patient received InO after 
apheresis and before CAR-T cell infusion. In either case, InO was used with the aim of preventing 
uncontrolled disease progression and facilitating successful progression to CAR-T cell therapy. 
Such patients are eligible to be included even if CAR-T was not ultimately administered from 
index date (01 June 2017) 

4. Patients with data points available for a minimum of 3 months data from the first dose of InO are 
eligible for inclusion within the study. Permitted exceptions to the minimum 3-month follow-up 
requirement include

a. Patients who die within the 3 months

b. Patients who proceed to a CD19 CAR-T clinical trial within the 3 months 

Variables 

The following variables will be captured within the electronic case report form (eCRF):

Screener: R/R B-cell ALL diagnosis, InO initiation (01 June 2017 onwards) as bridge to CAR-T, age at 
1st dose of InO, patient currently (alive/deceased), 3 months follow-up data from 1st dose InO to last 
assessment, CAR-T completion status. 

Patient demographics: biological sex, ethnicity, body mass index (BMI), date and cause of death, patient 
status (actively monitored/lost to follow-up). 

Clinical characteristics: salvage therapy, R/R status, duration of first remission, ALL risk group/ALL 
genetic alterations (at ALL diagnosis; index), lab test results (index; after InO prior to CAR-T), 
concomitant conditions (index), Eastern Cooperative Oncology Group (ECOG) score (index), VOD 
diagnosis, treatment for VOD, grade of VOD, bilirubin and platelet level/count at most severe VOD, 
neutropenic sepsis diagnosis, VOD risk factors (index, last InO dose, CAR-T apheresis, CAR-T infusion), 
at R/R ALL diagnosis – extramedullary disease (EMD) diagnosis, sites of EMD, bulky EMD, central 
nervous system (CNS) disease.

Patient treatments and clinical outcomes prior to CAR-T treatment: current participation in clinical 
trial, treatments received, date of Blinatumomab initiation, Blinatumomab reason for use, Blinatumomab 

Redacted



Inotuzumab ozogamicin (InO)
B1931044 NON-INTERVENTIONAL STUDY PROTOCOL
Version 2.0, 09 May 2025

PFIZER CONFIDENTIAL 
 

Page 12 of 55

refractory status, date of InO initiation, total cumulative dose of InO, date Haematopoietic stem cell 
transplant (HPSCT) received, response to HPSCT, InO as bridge to HPSCT.

Use of InO as bridge to CAR-T: total number of InO cycles, InO receipt as inpatient/outpatient, date of 
InO initiation cycle 1, InO number and dose per cycle, InO best response (1st and last InO cycle), ECOG 
(last InO cycle), MRD (1st and last InO cycle), MRD assessment (1st InO cycle), MRD  date (last InO 
cycle), MRD method (1st and last InO cycle), result of MRD analysis (1st and last InO cycle), InO 
prescribed as monotherapy/combination with chemo or other agent (1st and last InO cycle), dose of 
combination agent (1st and last InO cycle), date of final InO dose.

Patient treatments and clinical outcomes during CAR-T treatment: next step in treatment post InO as 
bridge, CAR-T clinical trial, start date of next treatment, next treatment ongoing/discontinued, date of 
discontinuation, best response to next treatment, number of leukaphereses, date of leukaphereses, 
leukaphereses success status, number of T-cells obtained, date of lymphodepletion, date of CAR-T cell 
infusion, number of CAR-T cells in infusion, at CAR-T infusion - most recent bone marrow blast count, 
MRD status, EMD diagnosis, sites of EMD, CNS disease, disease status, type of CAR-T prescribed, B-
cell recovery, start /end date of B-cell recovery, best response to CAR-T (1, 3, 6 & 12 months), most 
recent bone marrow blast count post CAR-T bridging.

Patient treatments and clinical outcomes after CAR-T treatment: total number of treatment lines, 
treatments/procedures received, start date of 1st treatment received post CAR-T, total number of HPSCTs, 
date of each HPSCT, prior MRD assessment, date of MRD assessment, method of MRD, result of MRD 
analysis, response to HPSCT, Graft-Versus-Host Disease (GvHD) diagnosis following HPSCT, type of 
GvHD diagnosed.

Data sources

Data will be abstracted by site staff into an eCRF.

Study size

This study is purely descriptive and there will be no limit on the sample size in terms of patients meeting 
the eligibility criteria. The estimated number of patients based on the feasibility study is expected to be n
= 79; however, this has scope to change. 

Data analysis

The study is not intended to test hypotheses and is primarily descriptive in nature, therefore descriptive 
analysis will be conducted to meet the majority of the pre-specified objectives. Outcomes such as overall 
survival (OS) will be assessed via time to event analyses, with Kaplan-Meier (KM) curves and 95% CI 
estimated for KM curves outputted. This will be calculated using variables in the CRF.

Data analysis will be aligned with data extracted/collected from all data sets. Where specific variables or 
outcomes cannot be assessed/described subgroup analyses could be conducted for a subset of patients 
from certain data sources.
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All analyses will be conducted using Stata 17 software, version 17 or the latest available version 
(StataCorp, College Station, Texas).

Milestones

Start of data collection is anticipated to commence December 2024 and end in June 2025, with the final 
study report anticipated to be delivered in August 2025.

Redacted
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5. AMENDMENTS AND UPDATES

Version 
Identifie
r

Date Amendme
nt Type    
(substanti
al or 
administra
tive)

Protocol 
section(s) 
changed

Summary of 
amendment(s)

Reason

2.0 09 May
2025

Administrative
Title page

Addition of the study sponsor’s 
address based in US headquarters

Address was incorrect location based in 
Canada

2.0 09 May 
2025

Administrative
Title page

Co-author details updated to Neil 
Reynold’s details

Change in Director from Tom Bailey to 
Neil Reynolds

2.0 09 May 
2025

Administrative
Title page

Title section updated Titles combined from title page and 
abstract

2.0 09 May 
2025

Administrative
Title page

Countries added Countries to be included in study 
specified for completion

2.0 09 May 
2025

Administrative Section 1: Table 
of contents

Table of contents updated Update required due to changes in rest 
of document

2.0 09 May 
2025

Administrative

Section 2: List of  
Abbreviations 

List of abbreviations table updated 
and where appropriate body of 
protocol

Some abbreviations were missing, 
others were not mentioned in body of 
protocol

2.0 09 May 
2025

Administrative

Section 3: 
Responsible 
parties

Tom Bailey, Paul D’Amico and 
Fatime Qosaj removed from 
responsible parties

Neil Reynolds, Annie Fang and 
Emma Reeves added

Change in current involved parties

2.0 09 May 
2025

Substantial

Section 4: 
Abstract

Title update

Study sample size updated

Milestone dates updated

Titles combined from title page and 
abstract

Ethics Committee (EC) requested 
sample size be updated to reflect that 
stated in Section 9.5

Dates updated as requested by Pfizer 
team to reflect current timelines

2.0 09 May 
2025

Administrative

Section 6: 
Milestones

Milestones planned dates updated  

Additional text added regarding data 
collection

Milestones dates updated as requested 
by Pfizer team to reflect current 
timelines

Additional text added requested by EC 
in Spain

2.0 09 May 
2025

Administrative Section 7: 
Rationale and 
Background

Text deleted
Duplication of text thus deleted
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2.0 09 May 
2025

Administrative Section 9.22: 
Exclusion 
Criteria

Wording amended
Amended for clarity 

2.0 09 May 
2025

Administrative
Section 9.9

Wording added regarding data 
limitation

Data limitation described as requested 
by statistician

2.0 09 May 
2025

Administrative
Section 10.1

Wording amended regarding 
personal data

Amended for clarity

2.0 09 May 
2025

Administrative
Section 10.3: 
IRB/EC

Deletion of text regarding AEMPS As requested by EC in Spain advising 
this text is now redundant as AEMPS 
classification is no longer required

2.0 09 May 
2025

Administrative
Section 10.4: 
Ethical conduct 
of study

Addition of wording regarding 
ethical conduct of study, referencing 
the Declaration of Helsinki and 
Spanish Royal Decree

As requested by EC in Spain 

2.0 09 May 
2025

Administrative Section 11.1: 
Human review of 
unstructured data

Addition of wording regarding AE 
reporting  As requested by EC in Spain

2.0 09 May 
2025

Administrative Section 12:.Plans 
for disseminating 
and 
communicating 
study results 

Addition of study end definition 

Definition requested by UK EC

2.0 09 May 
2025

Administrative Annex 2: 
ENCEPP 
checklist for 
study protocols 

Title amendment 
Title from title page and abstract 
combined

2.0 09 May 
2025

Administrative

Annex 3: 
Additional 
information

Addition of site names for sites in 
Spain, US and UK

Addition of investigator names for 
sites in Spain

As requested by EC in Spain
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6. MILESTONES

Milestone Planned date

Registration in the Heads of Medicines (HMA)- European 
Medicines Agency (EMA) Catalogues of RWD studies

16 April 2024

Start of data collection 16 December 2024

End of data collection 16 June 2025

Final study report 31 August 2025

The data collection period is expected to be from December 2024 to June 2025 and will only include data 
collected in a retrospective manner. Only data available within the patients’ medical record at the point of 
data entry will be eligible for inclusion in the eCRF; no prospective data entry is included in the study 
design.

Redacted
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7. RATIONALE AND BACKGROUND

ALL is a malignancy of B or T lymphoblasts characterised by uncontrolled proliferation of abnormal, 
immature lymphocytes and their progenitors which ultimately leads to the replacement of bone marrow 
elements and other lymphoid organs resulting in a typical ALL disease pattern characteristic. ALL is the 
second most common acute leukaemia in adults.1 Patients typically present with symptoms related to 
anemia, thrombocytopenia, and neutropenia due to bone marrow replacement with the tumor. Symptoms 
can include fatigue, easy or spontaneous bruising/bleeding, and infections. B-symptoms, such as fever, 
night sweats, and unintentional weight loss are often present but may be mild. Hepatomegaly, 
splenomegaly, and lymphadenopathy can be seen in up to 50% of adults on presentation. CNS
involvement is indicated in around 6-9% of patients at diagnosis and can be accompanied by cranial 
neuropathies or symptoms, predominantly meningeal, related to increased intracranial pressure.2

Despite the fact that 80% of ALL occurs in children, it represents a devastating disease when occurring in 
adults and the incidence rate in the US is estimated at 1.6 per 100,000 people,3 0.88 per 1000 people in 
central Europe and 2.7 in western Europe.2,4 Outcomes for paediatric patients are better than adults, with 
prognosis declining with increasing age.5 Whilst dose-intensification strategies have led to significant 
improvement in outcomes for paediatric patients (cure rates exceeding 85%), only 30-40% of adult ALL 
patients will achieve long-term remission.1 Before targeted therapies, ALL prognosis for R/R patients 
remains poor with OS at 5 years being only 5-10%.6,7

Historically, classification of ALL has attempted to account for morphology and cytogenetic profile of 
the leukemic blasts, with updates to this classification made in 2016.8,9 More recent 
classifications/subtyping are focused on cytogenetics, immunophenotype and genetic abnormalities.10,11

B-cell ALL accounts for around 75% of cases in adults, while T-cell ALL accounts for the remaining 
cases.12 Assessment of prognosis and risk stratification is central to the management of ALL and allows 
the physician to determine the most appropriate initial treatment regimen as well as when to consider 
allogeneic stem cell transplant (Allo-SCT).13 Typically, white blood cell count and age at time of 
diagnosis have been used to stratify patients, as increasing age alludes to worse prognosis. Patients over 
the age of 60 have particularly poor outcomes, with only 10-15% long-term survival.13

Treatment of adult ALL has been adapted from paediatric protocols, with chemotherapy consisting of 
induction, consolidation and maintenance phases, with CNS prophylaxis given throughout.12 Despite the 
fact that around 85-90% of patients achieve remission after induction, there are a subset who are 
refractory to initial treatment, and the majority of patients that do achieve complete remission (CR) will
go on to relapse.1 Options for salvage therapy for R/R disease include cytotoxic chemotherapy, 
reformulated single-agent chemotherapy (eg, Clofarabine) and novel monoclonal antibodies. Estimated 
remission rates for conventional cytotoxic agents are around 30%; however, responses are short lived.14

InO is a CD22-targeted antibody that is covalently linked to N-acetyl-gamma-calicheamicin 
dimethylhydrazide, and has been shown to produce substantial improvement in terms of response rates
and attainment of minimal residual disease (MRD)-negativity.14 InO was approved for use in Europe and 
the US in 201715,16 following promising results from the INO-VATE trial, demonstrating improved CR, 
duration of remission and MRD negativity with InO vs standard-of-care chemotherapy.17 InO can be used 
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as bridging therapy prior to SCT in R/R PBC ALL patients, as well as a substitution strategy to either 
eliminate or reduce cytotoxic chemotherapy for patients ineligible for SCTs.18

Recent clinical development and market authorisation of CD19-directed CAR-T cell therapies has offered 
a potential alternative to SCT in adult R/R ALL patients.19 The ELIANA trial that led to the approval of 
tisagenlecleucel CAR-T cell therapy in R/R ALL excluded patients who had received prior CD19 targeted 
therapy. Furthermore, InO was not approved during this time and consequently there is limited published 
evidence regarding InO as a bridge to CD19 directed CAR-T cell therapy.20 Although it is clear that 
having <5% blasts at CAR-T infusion is associated with better outcomes, it is evident from existing 
literature that there is current uncertainty regarding the role of InO as a bridging therapy for CAR-T cell 
treatment. Mullanfiroze et al. conducted a retrospective chart review study including paediatric and 
young adult R/R ALL patients in the UK (aged 0-25 years) who had received InO pre-CAR-T cell 
therapy, with results compared to a control cohort of R/R ALL patients treated with tisagenlecleucel but 
without preceding InO. Mullanfiroze et al. reported that outcomes for non-InO group (patients who 
received CAR-T without preceding InO) were comparable to those treated on the ELIANA study but the 
OS of the InO-treated group was significantly lower (13% vs 86% p = 0.004). Potential explanations 
include impact of InO on function of CAR-T cells in vivo, or that, despite equivalent prognostic and 
disease status as well as therapy lines pre infusion, the InO cohort represented patients with intrinsically 
more resistant disease. There was also an emphasis on chemorefractory patients meaning the population 
may therefore not have been well balanced. In addition, the sample size for the study was small (fourteen 
patients) therefore interpretation of the outcomes has to be made with great caution.21 Another recent 
paediatric study reported non-inferior outcomes following CD19 targeted CAR T cell therapy, when InO 
is used as bridging treatment.20 The pivotal phase 2 results of ZUMA-3, an international, multicentre, 
single-arm, open-label study evaluated the efficacy and safety of the autologous anti-CD19 CAR-T 
therapy Brexucabtagene autoleucel (KTE-X19) in adult patients with R/R B-cell ALL. The study revealed 
KTE-X19 showed a high rate of CR or CR with incomplete haematological recovery (CRi) in adult 
patients with R/R B-cell ALL. The median OS was not reached in responding patients, and the safety 
profile was manageable. These findings indicate that KTE-X19 has the potential to confer long-term 
clinical benefit to adult patients with R/R CD19 positive B-ALL. The study included patients with prior 
InO exposure, however sample size was small (n=12) and InO was not used as bridging therapy. Despite 
not having data for the use of InO as a bridge to brexu-cel in ZUMA-3, there is a growing interest in 
using InO in this setting.22

Due to the current paucity and lack of conclusive data demonstrating the use and outcomes of anti-CD22 
antibody therapy ie, InO as a bridging therapy to CAR-T in ALL adult patients, particularly in the real-
world setting, Pfizer would like to conduct a NI, chart review study to understand and describe the patient 
demographics, treatment patterns and clinical outcomes associated with InO when used as bridging 
therapy prior to CD19 directed CAR-T cell treatment. This study could elucidate to the clinical situations 
where InO can be used as well as potentially confirming the safety of this approach. 

This NI study is designated as a PASS and is conducted voluntarily by Pfizer.
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8. RESEARCH QUESTION AND OBJECTIVES

What are the demographics, clinical characteristics, treatment patterns and outcomes of R/R ALL patients 
treated with InO as a bridging therapy to CD19-directed CAR-T therapy in the RWD? This research 
question will be addressed through the following research objectives: 

 (Primary objective) To describe the demographics and clinical characteristics of R/R ALL patients 
treated with InO as a bridging therapy for CAR-T 

 (Secondary objective) To describe relevant treatment effectiveness outcomes for the study population, 
including response to treatment, time-to-next salvage treatment and survival

 (Secondary objective) To describe InO treatment patterns in the study population, including the use of 
InO in combination or monotherapy, timing of treatment and dosage information

9. RESEARCH METHODS 

9.1. Study Design

All assessments described in this protocol are performed as part of normal clinical practice or standard 
practice guidelines for the patient population and HCP specialty in the countries where this NIS is being 
conducted.

The following study will be managed by Adelphi Real World, acting as the Clinical Research 
Organisation (CRO) in collaboration with Pfizer. The protocol and study methods will be reviewed by 
principal investigators in the UK, US and Spain to ensure scientific and clinical merit. The study will be 
an international site-led (approximately 13 sites) retrospective observational chart review, assessing the
characteristics and clinical outcomes of R/R ALL patients who received InO as a bridging therapy to 
CAR-T. Sites will be based in the US, UK, and Spain. Sites will be responsible for identifying eligible 
patients, electronic data abstraction and data query resolution. Clinicians and site staff will abstract data 
from adult R/R ALL eligible patients’ medical records, with index defined as those initiating InO 
treatment as a bridge to CAR-T from index date 01 June 2017, and enter the required datapoints within an 
electronic data capture (EDC) system. Baseline patient demographics and clinical and molecular 
characteristics will be evaluated at index. Treatment patterns and effectiveness outcomes will be 
described throughout the follow-up period. Patients included will be required to have a minimum follow-
up of 3 months defined as patients with 3 months of data following the first dose of InO to database 
extraction (patients who have died within 3-months of InO administration would be considered eligible 
for inclusion). See Figure 1 for the study schematic. 

Figure 1. Study Schematic, eCRF Design 

*Permitted exceptions to the minimum 3-month follow-up requirement include:

 Patients who die within the 3 months

 Patients who proceed to a CD19 CAR-T clinical trial within the 3 months

Redacted
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2. Patient is aged 18 years or older at start of InO therapy 

3. Patient received InO treatment as a bridge to CD19-directed CAR-T cell therapy (is defined as 
either patient received InO immediately prior to apheresis, and/or patient received InO after 
apheresis and before CAR-T cell infusion. In either case, InO was used with the aim of preventing 
uncontrolled disease progression and facilitating successful progression to CAR-T cell therapy. 
Such patients are eligible to be included even if CAR-T was not ultimately administered from 
index date (01 June 2017)

4. Patients with data points available for a minimum of 3 months data from the first dose of InO are 
eligible for inclusion within the study. Permitted exceptions to the minimum 3-month follow-up 
requirement include:

a. Patients who die within the 3 months

b. Patients who proceed to a CD19 CAR-T clinical trial within the 3 months 

9.2.2. Exclusion Criteria

There are no exclusion criteria for this study.

9.3. Variables

The CRF captures all data variables of interest therefore allowing research objectives to be addressed. 
Final variables will be confirmed upon finalisation of the CRF. 

Screener: 

Variable Role Data source(s) Operational 
definition

Time-point

Has this patient been 
diagnosed with R/R 
B-cell leukaemia 
ALL?

To determine 
eligibility for study

eCRF
R/R (PBC) ALL 
diagnosis

R/R (PBC) ALL 
diagnosis

Patient’s age (or one 
categorical response if 
aged ≥ 90)

To determine 
eligibility for study

eCRF
Patients age at InO 1st

dose 

1st dose of InO (index)

Did the patient initiate 
InO treatment 
01 June 2017 onwards 
as a bridging therapy 
to intended CAR-T?

To determine 
eligibility for study

eCRF

InO initiation as 
bridge to CAR-T date

1st dose of InO (index)

Is the patient currently 
alive?

To determine 
eligibility for study

eCRF
Patient’s vital status

Anytime up 
to/including data 
collection

Redacted
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Variable Role Data source(s) Operational 
definition

Time-point

Does the patient have 
at least 3 months’ 
follow up data from 
the first dose of InO to 
the date of last 
assessment? Note: 
Patients who die 
within the 3 months or 
proceed to a CD19 
CART clinical trial 
are eligible for 
inclusion within the 
study

To determine 
eligibility for study

eCRF Follow up status 1st dose of InO (index) 
to date of last 
assessment

Has the patient 
received at least one 
dose of InO bridging 
to CAR-T therapy and 
then completed CAR-
T therapy (if they 
could receive it)?

To determine 
eligibility for study

eCRF InO bridging therapy 
status

Anytime up 
to/including data 
collection

Redacted
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Patient demographics: 

Variable Role Data source(s) Operational 
definition

Time-point

Patient’s biological 
sex Primary objective eCRF

Patient’s biological 
sex

N/A

Patient’s 
race/ethnicity

Primary objective  eCRF
Patient’s 
race/ethnicity

N/A

Patient 
Hispanic/Latin/Spanis
h origin

Primary objective  eCRF
Origin 

N/A

Patient’s BMI Primary objective eCRF Patient’s BMI at index 1st dose of InO (index)
Date of patient’s death 
(if applicable) 

Primary objective eCRF
Time since death

Anytime up 
to/including data 
collection

Primary cause of 
patient’s death (if 
applicable) 

Primary objective eCRF
Primary cause of 
death

Anytime up 
to/including data 
collection

Is the patient actively 
being monitored or 
have they been lost to 
follow up? 

Primary objective eCRF

Patient lost to follow 
up

Anytime up 
to/including data 
collection

Last date of activity 
for this patient (if lost 
to follow up) 

Primary objective eCRF Time since last date of 
activity/ time since 
lost to follow up

Anytime up 
to/including data 
collection

Clinical characteristics: 

Variable Role Data 
source(s)

Operational 
definition

Time-point

How many times has the patient received 
salvage therapy? 

Primary 
objective 

eCRF Total number of 
salvage therapies 
received 

Anytime up 
to/including 
data collection

On what date the patient received salvage 
therapy 

Primary 
objective 

eCRF
Date of each 
salvage therapy

Anytime up 
to/including 
data collection

Was the patient relapsed or refractory on 
receipt of this salvage therapy

Primary 
objective

eCRF Relapse or 
refractory 
specification for 
each salvage 
therapy  

Anytime up 
to/including 
data collection

Redacted
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Variable Role Data 
source(s)

Operational 
definition

Time-point

Duration of first remission following their 
ALL diagnosis before they relapsed? (≥12

months or <12 months) 

Primary 
objective 

eCRF
First remission 
duration

Since ALL 
diagnosis 
before relapse

Risk group of ALL based on cytogenic 
findings including: Philadelphia chromosome 
status, and cytogenetic, molecular and EMR 
positive 

Primary 
objective 

eCRF

Risk group of ALL 
at initial diagnosis

Initial ALL 
diagnosis, 1st

dose of InO 
(index)

ALL genetic alterations Primary 
objective 

eCRF

ALL genetic 
alterations at initial 
diagnosis

Initial ALL 
diagnosis, 1st

dose of InO 
(index

Laboratory test results Primary 
objective 

eCRF
Laboratory tests 
conducted at index

1st dose of InO 
(index), After 
the last dose 
of InO prior to 
planned CAR-
T infusion

Concomitant conditions Primary 
objective 

eCRF Concomitant 
conditions present 
at index

1st dose of InO 
(index)

ECOG performance status Primary 
objective 

eCRF ECOG performance 
status at index

1st dose of InO 
(index)

Patient diagnosed with veno-occlusive disease 
(VOD) 

Primary 
objective 

eCRF
Presence of VOD at 
any time 

Anytime up 
to/including 
data collection

How was the patient diagnosed with VOD? Primary 
objective 

eCRF
VOD diagnosis

Anytime up 
to/including 
data collection

Did the patient receive defibrotide to manage 
their VOD?

Primary 
objective 

eCRF
Defibrotide 
received 

Anytime up 
to/including 
data collection

Most severe grade of VOD patient diagnosed 
with 

Primary 
objective 

eCRF
VOD grade at index

Anytime up 
to/including 
data collection

Bilirubin measured at most severe VOD 
diagnosis 

Primary 
objective 

eCRF Measurement of 
bilirubin at most 
severe VOD 
diagnosis 

Anytime up 
to/including 
data collection

Bilirubin level at most severe VOD diagnosis Primary 
objective 

eCRF
Level of bilirubin at 
VOD diagnosis 

Anytime up 
to/including 
data collection

Platelet count measured at most severe VOD 
diagnosis

Primary 
objective 

eCRF
Platelet count at 
VOD diagnosis

Anytime up 
to/including 
data collection

Platelet count at most severe VOD diagnosis  Primary 
objective 

eCRF
Platelet count result
at VOD diagnosis 

Anytime up 
to/including 
data collection

Redacted
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Variable Role Data 
source(s)

Operational 
definition

Time-point

Diagnosis of neutropenic sepsis Primary 
objective 

eCRF
Diagnosis of 
neutropenic sepsis

Anytime up 
to/including 
data collection

Risk factors for VOD Primary 
objective 

eCRF

Presence of risk 
factors for VOD at 
index

1st dose of InO 
(index), Last 
dose of InO, 
At CAR-T 
apheresis, At 
CAR-T 
infusion

EMD

Primary 
objective

eCRF Presence of EMD at 
R/R ALL diagnosis

At R/R ALL 
diagnosis

Is the patient’s EMD bulky (Definition: 
presence of a nodal mass with a maximal 
dimension of >10 cm, or mediastinal mass 
>1/3 maximum transverse diameter of the 
chest)

Primary 
objective

eCRF Bulky EMD at R/R 
ALL diagnosis

At R/R ALL 
diagnosis

Sites of extra-medullary disease  Primary 
objective

eCRF Location of EMD at 
R/R ALL diagnosis

At R/R ALL 
diagnosis

CNS disease  
Primary 
objective

eCRF Presence of CNS 
disease at R/R ALL
diagnosis

At R/R ALL 
diagnosis

CNS disease status
Primary 
objective

eCRF CNS disease status 
at R/R ALL 
diagnosis

At R/R ALL 
diagnosis

Patient treatments and clinical outcomes prior to CAR-T treatment:

Variable Role Data 
source

(s)

Operational 
definition

Time-point

Is the patient currently 
participating in a clinical trial 
other than a CD19 CAR-T trial? 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Current clinical trial 
participation 

At time of 
data collection

Redacted
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Variable Role Data 
source

(s)

Operational 
definition

Time-point

Treatments received Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Treatments prior to InO as 
bridging therapy to CAR-
T

Prior to InO 
received as a 
bridge to 
CAR-T

At what date did this patient 
receive Blinatumomab? 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Date received  
(Blinatumomab)

Prior to InO 
received as a 
bridge to 
CAR-T

Did the patient receive 
Blinatumomab for MRD 
conversion, R/R disease, 
frontline treatment or another 
reason?

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Reason for Blinatumomab 
tx

Prior to InO 
received as a 
bridge to 
CAR-T

Was the patient refractory to 
Blinatumomab?

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Was the patient refractory 
to Blinatumomab tx

Prior to InO 
received as a 
bridge to 
CAR-T

At what date did this patient 
receive InO? prior to it being 
received as a bridge to CAR-T

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Date received (InO) Prior to InO 
received as a 
bridge to 
CAR-T

Total cumulative dose (mg/m2) 
of InO received? 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Total cumulative dose 
(InO)

Prior to InO 
received as a 
bridge to 
CAR-T

At what date did this patient 
receive HPSCT? 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Initiation of therapy 
(HPSCT)

Prior to InO 
received as a 
bridge to 
CAR-T

What was the patient’s response 
to HPSCT?

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 

eCRF Response HPSCT Prior to InO 
received as a 
bridge to 
CAR-T

Redacted
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Variable Role Data 
source

(s)

Operational 
definition

Time-point

chemotherapy regimen and 
dosage information

Has the patient been treated with 
InO as a bridge to HPSCT prior 
to InO as a bridge to CAR-T

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF InO bridge to HPSCT Prior to InO 
received as a 
bridge to 
CAR-T

Use of InO as a bridge to CAR-T

Number of cycles of InO 
treatment received 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Total number of InO 
cycles received to date

InO received 
as bridge to 
CAR-T

Did the patient receive InO 
bridging to CAR-T therapy as an 
inpatient or outpatient?

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF InO bridging as 
inpatient/outpatient

InO received 
as bridge to 
CAR-T

Date of InO initiation (day 1 first 
dose for cycle 1) 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Date of InO initiation InO received 
as bridge to 
CAR-T

Number of doses of InO (show 
per cycle)

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Number of InO doses per 
cycle

InO received 
as bridge to 
CAR-T

Dose of InO treatment (mg/m2, 
show per dose per cycle) Secondary objective: To 

describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Dose of InO per dose per 
cycle

InO received 
as bridge to 
CAR-T

Patients’ best response after InO 
treatment (show for first and last 
cycle)

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 

eCRF Best response after InO 1st

and last cycle 
InO received 
as bridge to 
CAR-T

Redacted
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Variable Role Data 
source

(s)

Operational 
definition

Time-point

including time-to-next 
treatment and survival

Patients’ ECOG performance 
status at InO treatment response 
evaluation (show at last cycle) 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF ECOG status after last 
cycle

InO received 
as bridge to 
CAR-T

Whether MRD was assessed 
following InO treatment (show at 
first and last InO cycle) 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF MRD assessment 
conducted per InO after 1st

and last cycle

InO received 
as bridge to 
CAR-T

Date of MRD assessment  
following InO treatment
(show for first and last InO 
cycle) 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Date of MRD assessment 
per InO after 1st and last 
cycle (if assessed)

InO received 
as bridge to 
CAR-T

Method used to assess MRD 
after InO treatment (show for 
first and last InO cycle) 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Method used to assess 
MRD after InO 1st and last 
cycle

InO received 
as bridge to 
CAR-T

Result of MRD analysis after 
InO treatment (show for first and 
last InO cycle) 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Result of MRD test after 
InO 1st and last cycle

InO received 
as bridge to 
CAR-T

Was InO prescribed in 
combination with chemotherapy, 
monotherapy and/or another 
combination agent eg tyrosine 
kinase inhibitor (TKI)? (show for 
first and last InO cycle)  

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Prescription of 
chemotherapy/monotherap
y/other combination agent 
alongside InO treatment 
(1st and last cycle)

InO received 
as bridge to 
CAR-T

Type of combination agent 
prescribed in combination with 
InO treatment (show for first and 
last InO cycle) 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Combination agent type 
(1st and last cycle)

InO received 
as bridge to 
CAR-T

Dose of combination agent 
prescribed in combination with 

Secondary objective: To 
describe InO treatment 
patterns in the study 

eCRF Dose of combination agent 
(1st and last cycle)

InO received 
as bridge to 
CAR-T

Redacted
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Variable Role Data 
source

(s)

Operational 
definition

Time-point

InO treatment (show for first and 
last InO cycle) 

population, including 
chemotherapy regimen and 
dosage information

Date final dose of InO received  Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information
To describe relevant 
treatment effectiveness 
outcomes for the study 
population, including time-
to-next treatment and 
survival

eCRF InO final dose InO received 
as bridge to 
CAR-T

Patient treatments and clinical outcomes during CAR-T treatment:

Next step after InO treatment as 
bridge to CAR-T

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Next step in treatment Post InO as 
bridge to 
CAR-T

Did the patient receive CAR-T as 
part of a clinical trial?

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Clinical trial involvement Post InO as 
bridge to 
CAR-T

Start date of next treatment  Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival
To describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Start date of next 
treatment

Post InO as 
bridge to 
CAR-T

Next treatment ongoing or 
discontinued

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Ongoing/discontinuation 
of next treatment

Post InO as 
bridge to 
CAR-T

Redacted
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Date of discontinuation of next 
treatment  

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF End date of next treatment Post InO as 
bridge to 
CAR-T

Patients’ best response to next 
treatment 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Response to next 
treatment

Post InO as 
bridge to 
CAR-T

Time from last dose of InO to 
CAR-T infusion

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Time from last InO dose 
to CAR-T infusion 

InO last dose 
to CAR-T 
infusion

Number of leukapheresis needed  Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Number of leukapheresis 
required for CAR-T

CAR-T 
apheresis

Date of leukapheresis Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Date of leukapheresis for 
CAR-T

CAR-T 
apheresis

Was leukapheresis successful? Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Leukapheresis success CAR-T 
apheresis

Number of T-cells obtained 
(CAR-T)

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF T-cell number CAR-T 
apheresis

Date of commencement of 
lymphodepletion 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Date of lymphodepletion 
for CAR-T

CAR-T 
received post 
InO as bridge 
to CAR-T

Date of initiation of CAR T-cell 
infusion 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 

eCRF Date of initiation of 
infusion for CAR-T

CAR-T 
infusion

Redacted
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chemotherapy regimen and 
dosage information

Number of CAR-T cells 
administered in infusion (per kg 
of patient)

Secondary objective: To 
describe InO treatment 
patterns in the study
population, including 
chemotherapy regimen and 
dosage information

eCRF Number of CAR-T cells in 
infusion

CAR-T 
infusion

Most recently measured bone 
marrow blast count 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Most recent bone marrow 
blast count  (CAR-T 
infusion)

CAR-T 
infusion

MRD status Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and
dosage information

eCRF MRD status at CAR-T 
infusion

CAR-T 
infusion

EMD Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Presence of EMD at CAR-
T infusion

CAR-T 
infusion

Location of EMD Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Location of EMD at CAR-
T infusion

CAR-T 
infusion

CNS disease Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Presence of CNS disease 
at CAR-T infusion

CAR-T 
infusion

Disease status (salvage 1 etc.) Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Disease status at CAR-T 
infusion

CAR-T 
infusion

Type of CAR-T prescribed Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Type of CAR-T prescribed CAR-T 
received post 
InO as bridge 
to CAR-T

B-cell recovery after CAR-T 
infusion

Secondary objective: To 
describe relevant treatment 

eCRF B-cell recovery post CAR-
T infusion

CAR-T 
received post 

Redacted
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effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

InO as bridge 
to CAR-T

Duration of B-cell recovery (start 
& end dates captured)

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF B-cell recovery (duration 
(start & end date))

CAR-T 
received post 
InO as bridge 
to CAR-T

Patients’ response to CAR-T 
after 1 month

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Response to CAR-T (1 
month)

CAR-T 
received post 
InO as bridge 
to CAR-T

Patients’ response to CAR-T 
after 3 months

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Response to CAR-T (3 
months)

CAR-T 
received post 
InO as bridge 
to CAR-T

Patients’ response to CAR-T 
after 6 months

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Response to CAR-T (6 
months)

CAR-T 
received post 
InO as bridge 
to CAR-T

Patients’ response to CAR-T 
after 12 months

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Response to CAR-T (12 
months)

CAR-T 
received post 
InO as bridge 
to CAR-T

Most recent bone marrow blast 
count 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Most recent bone marrow 
blast count post CAR-T 
bridging therapy

Post CAR-T

Patient treatments and clinical outcomes after CAR-T treatment:

Total number of treatment lines 
(ie, number of salvage lines)  
received for ALL after CAR-T 
bridging therapy

Secondary objective: To 
describe InO treatment 
patterns in the study
population, including 
chemotherapy regimen and 
dosage information
Secondary objective: To 
describe relevant treatment 

eCRF Treatment lines received 
for ALL post CAR-T

Post CAR-T

Redacted
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effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

Treatments or procedures 
received for ALL 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Type of 
treatments/procedures 
received for ALL post 
CAR-T

Post CAR-T

Time to next treatment received 
(start date captured)

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Time to next ALL 
treatment received post 
CAR-T

Post CAR-T

Number of HPSCTs received Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information 

eCRF Total number of HPSCTs 
received

Post CAR-T

Dates HPSCTs received Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information

eCRF Dates HPSCTs received Post CAR-T

Was MRD assessed before this 
patient’s HPSCT?

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF MRD assessment carried 
out before HPSCT

Post CAR-T

Date of the MRD assessment 
before this patient’s HPSCT

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Date of this MRD 
assessment

Post CAR-T

Method(s) used to assess MRD 
before this patient’s HPSCT 

Secondary objective: To 
describe InO treatment 
patterns in the study 
population, including 
chemotherapy regimen and 
dosage information
Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Methods used to assess 
MRD

Post CAR-T

Redacted



Inotuzumab ozogamicin (InO)
B1931044 NON-INTERVENTIONAL STUDY PROTOCOL
Version 2.0, 09 May 2025

PFIZER CONFIDENTIAL 
 

Page 34 of 55

Result of the MRD analysis 
before this patient’s HPSCT 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Result of MRD analysis Post CAR-T

Patient’s response to HPSCT  Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Response to SCT Post CAR-T

Patient diagnosed with GvHD 
following any of their HPSCT(s) 

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF Presence of GvHD 
following HPSCT(s)

Post CAR-T

What type of GvHD was the 
patient diagnosed with following 
any of their HPSCT(s)

Secondary objective: To 
describe relevant treatment 
effectiveness outcomes for 
the study population, 
including time-to-next 
treatment and survival

eCRF GvHD classification 
following HPSCT(s)

Post CAR-T

Redacted
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