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Introduction

This document contains information on how to complete the latest versions of the EBMT Cellular
Therapy data collection forms as published on the EBMT website:

e EBMT Registry 55 Cellular Therapy Form — Pre-Infusion Registration

e EBMT Registry 56 Cellular Therapy Form — Day 0

e EBMT Registry 57 Cellular Therapy Form — Day 100, 6 Months & Annual Follow-Up

It is preceded by the definition of Cellular therapy and information on when a new registration
should be submitted to the EBMT. For general information on how to register data please visit
https://www.ebmt.org/reqgistry/how-use-registry

For downloads of the Cellular Therapy Forms and manual please go to
https://www.ebmt.org/registry/data-collection

For information on submitting data directly to the EBMT Registry using Castor software please
refer to: https://www.ebmt.org/reqistry/cellular-therapy-data-collection-castor

Updated manuals are available to download from the above link. We are grateful for any feedback as
to its content (clarity of the definitions, omissions, insufficient background or excessive verbosity, etc.).
Please send all comments to the EBMT Cellular Therapy helpdesk at
cellulartherapyhelpdesk@ebmt.org.
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Cellular therapy registry

The EBMT Registry aims to collect data on advanced cellular therapies used for treatment other than
hematopoietic stem cell transplantation (HSCT) as well as data on the clinical characteristics and
outcome of the treated patients. Advanced cellular therapies belong to the group of advanced therapy
medicinal products (ATMP) which are defined as medicines for human use that are based on genes,
tissues or cells.

Advanced cellular therapies can be infused individually, sequentially or in combination with other
treatments, including HCST. The Cellular Therapy Form design takes advantage of pre-existing data
collection forms and rules for reporting to the EBMT Registry; however, it can be used independent of
whether the patient has received some form of cell transplant previously or not.

Background

The therapeutic potential of ATMPs like cytotoxic T-cells, tumour vaccines and mesenchymal stem
cells (MSCs) is undergoing extensive clinical testing in areas such as cancer, tissue repair and
immunomodulation (regenerative medicine and immunotherapy). While some ATMPs are already on
the market, additional ATMPs may soon become available to treat patients suffering from
autoimmune, neurologic and hematologic disorders, heart disease and or other diseases.

Pharma companies are currently developing ATMPs made of living hematopoietic cells that may be
genetically engineered in vitro e.g. in order to express the wild-type form of a gene that is mutated in
the patient, or to generate a fully artificial molecule such as chimeric antigen receptor (CAR), allowing
for improved recognition of target antigens. The latter is used to generate CAR-T cell therapies.

Although these therapies may be promising and prove to be of clinical use, clinical trials are often
small with a limited Follow-Up time. The detection of long-term beneficial effects, as well as late and
rare side effects would require a large number of patients followed over many years.

The EBMT Registry collects data on patients treated with these novel cellular therapies to allow for
analyses of their risk and benefits.

Currently the EBMT Registry only collects information on advanced cellular therapies in the context of
- HSCT/CT treatments in haematology and oncology, either as treatment of the primary disease (e.g.
leukaemia, MPD, MDS, lymphoma etc), or treatment of associated complications (supportive care,
immune modulation etc) Please contact cellulartherapyhelpdesk@ebmt.org if you want to register an
advanced cellular therapy use for a non-oncologic/haematologic diagnosis.

Registration of new Cellular Therapy treatments

The Cellular Therapy Form consists of three sub-forms: Pre-Infusion Registration (including Disease
Classification Sheets), Day 0 and Follow-Up. The Day 0 form should be registered in the EBMT
Registry database straight after the CT infusion. The Follow-Up should be recorded at 100 days, 6
months, 1 year after the treatment date and then annually or at time of death, whichever occurs first.

If the patient had a previous Cellular Therapy or a stem cell transplant please make sure that this
previous treatment is registered and that the latest Follow-Up was recorded using appropriate
Follow-Up forms before proceeding. This is so we can capture relapse data and other events
between the transplant/advanced cellular therapy.

The centre should not fill in the Pre-Infusion Registration form if:

- the centre only acts as a referral centre.

- the centre is only involved in following the patient after therapy which has been performed
elsewhere.

- the cell collection has been performed at this centre but the infusion has been performed
elsewhere.

- the cells are non-substantially modified hematopoietic cells and the treatment qualifies as HSCT
as defined in the MED-AB Forms Manual; in this case submit the HSCT MED-AB data collection
forms https://www.ebmt.org/registry/data-collection.

- the treatment is an Autologous Stem-Cell-Based Gene Therapy for Inherited Disorders. In this
case submit MED-AB data collection form for Inherited Disorders which contains an extended
genetic manipulation section.
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- used to report donor lymphocyte infusions (DLIs). The Cellular Therapy Form should not be used
at all. DLIs can be reported using standard HSCT MED-A or MED-B Follow-Up forms.

How many Cellular Therapy Forms should be submitted?
To understand how many forms need to be filled in, consult the flowchart in Appendix A. Additionally,
the following definitions are important:

e Cellular therapy treatment: the infusion of one or more units with one indication as selected
on the form, where the total units infused are separated by less than 100 days.

e Cellular therapy infusion unit: an infusion unit is a product consisting of one or more bags with
the same type of manipulated cells, from the same donor (one) and with a unique batch or
product number. If different manipulated cell types were used, cells from multiple donors or
there are different identification codes for multiple bags, these are regarded as different
infusion units.

e Cellular therapy infusion episode: the infusion of one or more units on one day. If the cellular
therapy infusion units were infused over multiple days, this is regarded as multiple infusion
episodes.

Timin

Diseage Classification Sheet. All information contained in the Pre-Infusion Registration form (incl.
Disease Classification Sheet unless the cellular therapy was given for a complication) must be
recorded in the EBMT Registry database as soon as the centre emits the order for the cellular therapy
to the market authorisation holder or the patient undergoes cell collection to procure the starting
material.

All information contained in the Day 0 form must be recorded in the EBMT Registry database as soon
as possible after the first cellular therapy infusion.

No items can be left blank unless specifically stated in the definition. If the item is marked as
“‘unknown”, you might be asked for this information again at the time of data quality checks.

Follow-up

Follow-up should be submitted 100 days, 6 months, 1 year after the initial cell infusion and then
annually. For each patient only one Follow-Up needs to be submitted per timepoint regardless of the
number of cellular therapies and/or HSCT the patient may have received.

If a patient had a previous HSCT, Follow-Up forms for CT only should be used to report follow-up.

Dates
If the exact date of an event is unknown, the following system must be used:

e [f only the exact day is unknown, use the first day of the month to report the date, for
example: 01-05-2020

e If both the day and month are unknown, use the first of January to report the date, for
example: 01-01-2020
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Form layout

The data collection on cellular therapy is divided into three forms:
e EBMT Registry 55 Cellular Therapy Form — Pre-Infusion Registration
EBMT Registry 56 Cellular Therapy Form — Day 0
EBMT Registry 57 Cellular Therapy Form — Day 100, 6 Months & Annual Follow-Up

In addition to timepoint-specific questions, every section consists of patient identifiers and the survival
status at that time point.

Pre-Infusion Registration
The Pre-Infusion Registration covers diagnosis, details about the planned treatment and the planned
cellular therapy product(s).

Day O
The Day 0 form covers previous therapies, the patient’s status at cellular therapy including
comorbidities, details about the cellular therapy infusion unit(s) and the infusion episode(s).

Follow-Ups
The Follow-Up form should be re-used for day 100, 6 months and annual follow-up. For patients that
are not part of post-authorisation studies, the EBMT requests follow-up data at the following intervals:
e Every year if the patient was transplanted less than 10 years ago
e Every 2 years if the patient was transplanted between 10 and 20 years ago
e Every 5 years if the patient was transplanted more than 20 years ago
For patients in post-authorisation studies, annual follow-ups should be completed every year for up to
15 years after the cellular therapy.
The Follow-Up form covers haematologic recovery, response to the cellular therapy, haematological
findings, complications, possible additional treatments, disease status, hospital admissions,
pregnancy (outcomes) and persistence of infused cells.
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Informed consent

Was the patient asked to consent to data submission?

Indicate whether the patient or their legal guardians were asked if they consent to sharing their data
with EBMT.

If the answer to this question is ‘no’, no further data entry can take place.

Date of informed consent
Indicate the date informed consent was given (by signing an informed consent form) by the patient or
their legal guardians. Report the date as year/month/day.

Is your centre using the new EBMT consent form?
Indicate whether your centre is using the EBMT consent form.

Did the patient consent to data sharing with health authorities and/or researchers?
Indicate whether the patient or their legal guardians consent to having their pseudonymized data
shared with health authorities and/or researchers

Did the patient consent to data sharing with Health Technology Assessment bodies?
Indicate whether the patient or their legal guardians consent to having their pseudonymized data
shared with Health Technology Assessment bodies (a public organisation that provides
recommendations on medicines and other healthcare interventions that can be paid for or
reimbursed).

Did the patient consent to data sharing with Market Authorisation Holders?
Indicate whether the patient or their legal guardians consent to having their pseudonymized data
shared with Market Authorization Holders (e.g.: Pharmaceutical Companies).

Did the patient consent to their medical records being reviewed?
Indicate whether the patient or their legal guardians consented to allow monitors to review their
pseudonymized medical records.

Centre identification

EBMT Centre Identification Code (CIC)

Every centre that is submitting data to the EBMT receives a CIC, which is populated automatically in
ProMISe when a user selects the corresponding centre during data entry.

This item is essential for correct registration of your data.

Hospital
Enter the name of the hospital where the treatment took place.

Unit name

Enter the name of the unit of the hospital where the treatment took place.

Entering this information is important if a centre has more than one unit reporting independently to the
EBMT. Ensure that the same name is used in the future.
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Unit or team type

Enter the type of the unit or team responsible for the treatment (i.e. Paediatric Haematology,
Haematology, Oncology, Rheumatology, etc.). If the field would be a replication of the unit name
above, the unit/team type does not need to be filled in.

Contact person
Provide the name of the person responsible for updating or correcting the data recorded in the EBMT
Registry database.

Patient data

EBMT Registry Unique Identification Code
This number is a uniqgue number assigned to a patient by ProMISe, also known as IDAA.

IMPORTANT NOTE: All data for a patient should be entered using the same Identification Code. The
number in Castor should be identical to the number in ProMISe.
This includes subsequent transplants and cellular therapies.

Patients transferred to other centres for further treatment must always keep their original Identification
Code. If a patient had a prior treatment elsewhere please use the data access request form in the link
below to request access to their existing ldentification Code:

Patient Given Previous Treatment in Other Centre.pdf

Date of this report

If data is being entered directly from the patient notes, the ‘date of this report’ is the date the data is
being entered into the registry database. If the data is filled in on a paper form first and then into the
registry database, the ‘date of this report’ is the date the paper form was filled in. This date will remain
unchanged regardless of how much more data is added to the patient record in the future.

Hospital unique patient number or code

Number/code used by the treating centre to uniquely identify this patient. This item is compulsory. It
must be unique in the centre, and should be sufficient to identify the patient within the hospital
environment. The number should not be liable to change. If a patient receives a second treatment, no
new number should be assigned: the same unique number for this patient should be used when
registering subsequent cell infusions and/or HSCTs.

Other type of patient identification codes
If the centre uses any other identification codes for the patient, this can be entered here. This item is
optional.

Initials (first name(s) - surname(s))

Enter the initial of the first name of the patient followed by the initial of the surname of the patient.
Make sure there is consistency in the way the identification of the patient is given to ensure the record
can always be traced even if the patient remains anonymous.
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Date of birth
Enter the patient’s exact date of birth.

Sex
Indicate the patient’s sex at birth.

ABO group and Rh factor
Select the patient’s blood group and rhesus factor status from the dropdown menu.

Indication for cellular therapy

Main indication
Select the indication for the cellular therapy treatment. The treatment can be aimed at one or more
indications.

Treatment of a primary disease:

Select this option if the treatment was for a primary disease or disorder. Do not select diseases the
patient may have had in the past, unless the procedure being reported is meant to treat these
diseases.

After entering the main indication diagnosis, the Disease Classification Sheet corresponding to the
main indication needs to be completed. During data entry it can be indicated whether the disease was
of secondary origin.

In each Disease Classification Sheet there is a section for sub-classification and disease status
specific to the respective diagnosis. Please, use the Med-AB Forms Manual for information on how to
complete Disease Classification Sheets.

Treatment or prevention of complications:
Select this if the therapy was prescribed for the treatment or prevention of complications including
infections.

Both:
If the treatment was for both, the primary disease and (prevention of) complications, select ‘Both,
treatment of primary disease and complications’.

If this cellular therapy is prescribed after a previous HSCT, the original treatment must be registered
first using the HSCT Med-AB data collection forms https://www.ebmt.org/reqgistry/data-collection.
If the patient and/or the relevant treatment of that patient has not yet been registered, the patient and

the relevant treatment must be registered before adding the Cellular Therapy Form.

Date of diagnosis

If the patient is being treated for a primary disease, enter the date of diagnosis of the disease for
which the patient is being treated.

If the indication for the treatment is a transformed disease or is a secondary malignancy that does not
constitute a relapse of the primary disease, enter date of transformation, not the diagnosis date of the
original disease.
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Basic information on the planned cellular therapy

Clinical setting (tick only 1 box)
Select only one option.

As per marketing approval / Standard of care / Institutional guidelines:
Select this option if the patient is treated with cellular therapy according to the centre’s standard of
care policies.

Hospital exemption:

Select if the patient is treated with cellular therapy manufactured under the hospital exemption rule.
The hospital exemption rule is a provision under which some cellular therapy products can be
manufactured by academic or commercial facilities, and administered to patients either as orphan
treatment where no equivalent commercial product is available or in the context of early clinical trials
designed to provide proof-of-concept information. By definition any approved product already placed
on the market cannot be manufactured in the context of the hospital exemption.

Compassionate use / accelerated access:

Select this option if the patient is treated under compassionate use. These are regulatory provisions
under which a cellular product can be administered to a specific patient outside of a clinical trial, upon
request and approval from regulatory agencies. Regulations may vary from country to country and
some countries may not provide such opportunities. In case of doubt, please check with a clinician in
the treating centre.

Investigational drug product (DP) / Clinical trial:
Tick this box if the patient is enrolled in a clinical trial, whether academia-sponsored or industry-
sponsored.

If the product was administered in a clinical trial setting or as an investigational product, the following
information needs to be reported:

Phase
Indicate the phase of the clinical trial.

Blind trial
Indicate if this is a blind trial. This is a trial where neither the treating doctor nor the patient knows
which of the treatments offered in the trial is being given (e.g. placebo vs active substance).

Randomised trial
Indicate if the treatment is allocated randomly to the trial subjects.

Eudract number
Number given to the trial when registered with the European Clinical Trials Database

USA CT number

USA clinical trials number, only applicable to trials (also) conducted in the US. If the clinical trial
number (NCT number) is not clearly documented, it can be looked up using the ‘Find a Study’ feature
on www.clinicaltrials.gov

UMIN CT number
Japanese clinical trials number, only applicable to trials (also) conducted in Japan.

Final Registry 63: Cellular Therapy Forms Manual (Castor)_v1.0 11


https://ebmt.ipassportqms.com/desktop/overview/notices
http://www.clinicaltrials.gov/

Cell origin
Indicate whether the cells infused were collected from the patient (autologous) or from another person
(allogeneic).

Autologous:
The cells were collected from the patient who later received their own cells back.

Allogeneic:

The patient received a cellular therapy product prepared from cells collected from another person.
Additionally, report if the donor was a new donor or an existing donor. If the donor was unknown or no
data was available, skip the ‘Donor’ page.

Note: in case a product has been manufactured from hematopoietic cells collected from the recipient
of an allogeneic cell transplant, after donor hematopoietic chimerism was established, the final
product may contain cells of donor origin; however, the starting material is autologous in nature, thus
select “Autologous”.

Donor

Date of Birth/Age at time of donation
Fill in the donor’s exact date of birth or their age at the time of donation (if the date of birth is not
available).

Sex of Donor
Select the donor’s sex at birth.

Donor ID given by centre
Indicate the donor ID that was assigned to the donor by the treating centre.

Global registration identifier for donors

Fill in the 19-character global registration identifier for donors (GRID) that was assigned to the donor.
More information on the GRID, can be found here:https://wmda.info/professionals/optimising-search-
match-connect/why-global-identifier/.

Donor ID given by the Donor Registry or Cord Blood Bank
Enter the identification code that was assigned to the donor by the donor registry or cord blood bank

ION code of the Donor Registry or Cord Blood Bank
Fill in the Issuing Organisation Number (ION) of the donor registry or cord blood bank. If the code is
unknown, it can be found using https://share.wmda.info/display/WMDAREG/Database.

EuroCord code for the Cord Blood Bank
If cord blood was used for cellular therapy, fill in the EuroCord code.

Name of Donor Registry or Cord Blood Bank
Enter the name of the donor registry or cord blood bank, and full donor centre (if applicable).
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Planned cellular therapy infusion products

If more than one cellular product was planned for infusion, replicate this section for every product.

Multiple cellular infusion products are defined as:
e Products that get different batch numbers after manipulation
e Products taken from multiple donors

If none of the above are applicable for the product, the section only needs to be filled in once.

Is the planned cell infusion product a commercial product?

If the product is manufactured by a pharmaceutical company after market authorization was obtained,
the product is considered to be a commercial product. If the product was made by the hospital or
administered before market authorization, the product is not commercial.

Is it planned to manufacture more than one cell infusion unit?

If manufacturing of only one unit is planned, select no.

If according to the definition above multiple cellular infusion units are planned, select yes and fill in the
number of different cell infusion units that are planned to be manufactured.

Name of the manufacturer

Select the name of the facility which manufactured the infusion product (pharmaceutical or biotech
company, cell processing laboratory or another site). If the manufacturer’s name is not on the list,
select ‘other’ and specify the name.

Name of the product
Select the product name. If the product name is not on the list, select ‘other’ and specify the name.

Tissue source
Select the tissue from which the cells were collected, for example, bone marrow or tumour.

Collection procedure

Date of the 1st collection

The collection date is the date when the actual cell collection (apheresis) started, independent of
whether a preparatory regimen was necessary or not. Report the date of the first collection.

Number of collections
Report the number of occasions when cells were collected from the donor or patient. Include only
those collections that were used for this particular cellular therapy product.

Diagnosis

If the indication for cellular therapy was a primary disease, complete the relevant Disease
Classification Sheets. Further information on how to complete the forms can be found in the MEDAB
manual: https://www.ebmt.org/sites/default/files/2020-12/MED-ABFormsManual.pdf.
Certain items have to be entered into ProMISe.
This concerns:

e Cytogenetic abnormalities

e Molecular markers,

e White blood cell counts for acute leukaemia
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¢ International prognostic index (IPI) and KI-67 (proliferation index) for non-Hodgkin B-cell

lymphomas
e Grade and stage for multiple myeloma and non-graft treatments that preceded the cellular

therapy
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Cytogenetics, molecular markers and immunophenotyping

Step 1: Turning off the Dynamic Item Filter

Go to the Diagnostics chapter of the Main indication diagnosis assessment. Continue to the
‘Cytogenetics and molecular markers’ section:

- Record Locator m

- Patient [8888] 1
] Diagn 2000/01/01 [Main indication diagnosis]
J Assel 2000/01/01 [Main indication diagnosis] <m—————
- @ Treat 2020/01/01 [Cell therapy (non HSCT/DLI) ]

@ Drug Cyclophosphamide! Endoxan
@ Drug Fludarabine
@ cell therapy infusion unit 1
@ el theranv infusinn enisnde 2020101101

- Chapters & Sections .
+ Investigations identificat & admin
+ Assessment record qualifier (manual)
— Diagnostics
MDS

IMPS ICLL/

Immunophenotyping/histochemisiry

_Cytogenetics and molecular markers _

At the top of the screen, in the menu where the ‘Exit’ button is, you see an icon of a sheet of paper

with binoculars:
LAECOST *[#

Click this. It will turn off the Dynamic item Filter, which makes all items in ProMISe visible. The small
number will change from 80 to 0.

You will notice the following expansion of the ‘Cytogenetics and molecular markers’ chapter:

| | 8888 8888
Patient | 11
Assessment date 2000/01/01 00:00) 200040101 -'exacli
MDS I MP5 [ CLL [ Hgbpthy class
Patient : EEE?- ?aaa nvolvement & bone investigations
I ;  TT =T T Immunophenotyping/histochemistry
HAssessment date 2000/01/01 00:00, 2000/01/01 fexact Immunophenotyping done?
CD4+ PLL Immunophenoty ping
““E:':,::::; ELI:_O.:IE o ,"f,“ _CDS+ PLL Immunophenotyping
Dis=ase involvement | metastasis Source for immunophenalyping
Size of largest mass : + + Paositive immunohistochemistry
- - Cytogeneatics and molecular markers :
mmunophenotypin S AR Chromosome analysis
|mmun°phenuWP|ng done’} W
Cyt T Thl e T [lECTINIQUE USEC TOr cytogenelics —
C;m;wsome analvsis [Complex karyotype: Are thers 3 or more abnormalities]
Malecular or other type of markers lonosomal karyolype -
Hasmatological values umber metaphases with abnormalites
umber metaph i
phases examined
:cmtwr; T |/H gene status
1 1 T H3-21 status
LOH levals T Eanconi ol
Maolecular or other type of markers
Haematological values
Haematology, other
Biochemistry
Before After
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Step 2: Entering the relevant overarching data

Not all of the items that were added to the table are relevant. In the image below, the questions that
need to be answered are indicated with an arrow. The first one is ‘lmmunophenotyping done?’, where
it needs to be filled in if an immunophenotyping test was performed. After that, move on to
‘Chromosome analysis’. Answer here if the cytogenetics were normal, abnormal, not evaluated or if it
is unknown if a cytogenetics analysis was performed. Next, add the technique that was used for the
analysis and if there were 3 or more abnormalities noted.

w value
CIC . 888& 8888
Patient 11

Assessment date 2000/01/01 00:00( 2000/01/01 {exact]

%5_’!!_'35.’_?_@;!!!9929!!&!!?

‘nvolvomont & bone investigations
Immunophenotyping/histochemistry
immunophenotyping done?
CD4+ PLL Immunophenotyping

[CD&+ PLL Immunophenotyping

Source for immunophenotyping
Positive immunchistochemistry _
Cytogenetics and molecular markers
Chromosome analysis
[Technique used for cytogenetics o zo B
Complex karyotype: Are there 3 or more abnormalities|
Monosomal karyotype

Number metaphases with abnormalites
Number metaphases examined

VH gene status

VH3-21 status

IChromosomal breakage test (for Fancon: only)
—p Molecular or other type of markers
Haematological values
Haematology, other
Biochemistry

|l

Skip the next questions until the ‘Molecular or other type of markers’. Here, fill in if molecular markers
were present, absent, not evaluated or if it was unknown if an assessment was performed.
Cytogenetic abnormalities

After completing step 1 and 2, the cytogenetic abnormalities need to be added to the assessment
record. Click ‘Create’ in the menu above the patient history:

Show Cancel

- Record Locator
- Patient [8888] 1

2 Diagn 2000/01/01 [Main indication diagnosis]
J Asse1 2000/01/01 [Main indication diagnosis]
- @ Treat 2020/01/01 [Cell therapy (non HSCT/DLI) )

@ Drug Cyclophosphamidel Endoxan

@ Drug Fludarabine

@ cell therapy infusion unit 1

@ el therany infusion enisade 20200101

A long list of items that you can add appears (image *). Keep in mind this only appears if you have the
diagnosis assessment selected.
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Choose ‘Cytog’ from the list below ‘Assessment’. A popup will appear in the screen, where all
cytogenetic abnormalities that can be entered into ProMISe are listed:

Cytogenetics

Translocation

Deleticn

Inversicon

Isochromosome
Multiple (>=3)
Hypodiploid (<46 chromosomes)

Hyperdiploid (¥46 chromosomes)
Monosomy

Triscomy

Pseudodiploid

-

To quickly get to the abnormality you are looking for, type in the first letter. Press that letter again to
get to the right option. You can also type in the number in the box on the right side if you know the
number of the abnormality. Common abnormalities for lymphoma and B-cell ALL are summarised in
the table below.
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Abnormality ProMISe Code
DLBCL t(2;8) 161
t(8;14) 162
1(8;22) 163
t(14;18) 114
myc rearrangement 164
BCL-2 rearrangement 165
BCL-6 rearrangement 166
B-cell ALL 1(9;22) 101
11923 108
t(4:11) 102
Hyperdiploidy (>46 6
chromosomes)
1(5;14)(q31;932) 153
t(1;19) 116
Trisomy 8 117

After you select the correct abnormality from the list, press ‘Click here to create the record(s)’. You will
be sent to a new table in ProMISe, which looks like this:

;Cytogenetics value label

CIC 8B888| 5888

Patient 11

Assessment date 2000/01/01 00:00] 2000/01/01 {exact}
Cytogenetics 164| myc rearrangement

hromosomal aberrations

jAbnormality present or absent
Describe the abnormalities

FISH analysis

New record creation

||'|.'~:' code for new abnormalit 55| |

The only thing that needs to be entered is the first item, ‘Abnormality present or absent’. Except for
when you chose ‘Other abnormality’ or ‘Full Karyotype’, then you also need to fill in ‘Describe the
abnormalities’.

As many cytogenetic abnormalities as necessary can be added.
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Molecular markers

After completing step 1 and 2 ,again select the diagnosis assessment. Click ‘Create’ in the menu
above the patient history: choose ‘Molec’ from the list below ‘Assessment’.

A popup will appear in the screen, where all molecular markers that can be entered into ProMISe are
listed:

Molecular)
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To quickly get to the marker you are looking for, type in the first letter. Press that letter again to get to
the right option. You can also type in the number in the box on the right side if you know the number
of the marker. Common markers for lymphoma and B-cell ALL are summarised in the table below.

Marker ProMISe Code
DLBCL myc 42
BCL-2 rearrangement 43
BCL-6 rearrangement 44
B-cell ALL BCR-ABL 3
MLL-rearrangement/mutation 100
AFF1(AF4)-MLL 35
MLLT1(ENL)-MLL 25
MLLT3(AF9)-MLL 22
TEL(ETV6)-AML1(RUNX1) 36
IL3-IGH 37
TCF3-PBX1 38
IKZF1 (IKAROS) 39
NOTCH1 & FBXW7 40

The only thing that needs to be entered is the first item, Molecular marker present or absent’. Except
for when you chose ‘Other’, then you also need to fill in ‘Other molecular marker, specify’.

LMolecular value label

CIC 28885 84888

Patient 11

Assessment date 2000/01/01 00:00) 2000/01/01 {exact]

[Molecular marker 100) MLL rearrangement/mutation, any
Molecular biology

Molecular markers

Molecular marker present or absent?
Other molecular marker, specify
New record creation

Index code for new marker | |

As many molecular markers as necessary can be added.
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Immunophenotyping

After completing step 1 and 2 ,again select the diagnosis assessment. Click ‘Create’ in the menu
above the patient history: choose ‘Phenotype’ from the list below ‘Assessment’.

..............

A popup will appear in the screen, where all immunophenotypes that can be entered into ProMISe are
listed:

Immunophenotype
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To quickly get to the phenotype you are looking for, type in the first letter. Press that letter again to get
to the right option. You can also type in the number in the box on the right side if you know the
number of the phenotype. Common phenotypes for lymphoma are summarised in the table below.

Phenotype ProMISe Code
DLBCL MYC 2

BCL-2 rearrangement 3

BCL-6 rearrangement 4

The only thing that needs to be entered is the first item, Immunophenotype present or absent’. Except
for when you chose ‘Other’, then you also need to fill in ‘Other immunophenotype, specify’.

Phenotype
Immunophenotype present or absent
Other immunophenotype: specify
% of this phenotype
[New record creation
||’|'Z|E'J. code for new phenotype

As many phenotypes as necessary can be added.
Finishing

After you have added all the necessary information about cytogenetic abnormalities, molecular
markers and/or the immunophenotype, the patient record can be saved. Click ‘Save’ next to the

modifications counter above the patient record.
2
VA

Show Cancel

e

After the information has been entered and the record has been saved, turn the dynamic item filter
back on by clicking on the paper with the binoculars again:

The number next to the binoculars will go back from 0 to 80 (depending on the table that is opened).
The dynamic item filter is now turned on. This is the final step.
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Entering the white blood cell count at diagnosis

Step 1: Turning off the Dynamic Item Filter
Go to the Diagnostics chapter of the Main indication diagnosis assessment. Continue to the
‘Haematological values’ section:

i~/ Record Locator m
- — Patient [8011] 860
. Diagn 20131018 [Main indication diagnosis]
' Assel 20131018 [Main indication diagnosis] ~lf———
- Inval Bone Marrow (+)
2 Maolez CEBPA mutation (+)
P Aszzel 2013110729 [Complete remission]
— J Aszel 2014)07/18 [Relapselprogression]
- Invol Bone Marrow (+)
- @ 1reat 201010007 [HSCT]
] Drug Busulfan / Busulphan
. Drug Ciclosporin/ Cyclosporin/ Nearal
2 Drug Fludarabine
. Drug Methotrexate
@ Drug ATG (anti-thymocyte globulin/ serum)

. Donor 1

- D 2sse1 201470007 [HSCT]
i

= Chapters & Sections -
i+ nvestigations identficat & admin
+- Assessment record qualifier (manual)
= Diagnostics

m—
i MDS

At the top of the screen, in the menu where the ‘Exit’ button is, you see an icon of a sheet of paper
with binoculars:

Click this. It will turn off the Dynamic item Filter, which makes all items in ProMISe visible. The small
number will change from 80 to 0.
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You will notice the following expansion of the ‘Haematological values’ chapter:

,Assessment(1) value label m:::"".""‘ - —
cic 5011 8011 ecraque uses e cptgenascs
Patient | 560 860 ICompues karjotype Are there 1 or more sbnomaites

2013/10/18 fexact] m’“ﬂ:l::m'nr atrcer ates

Hurer metaphases siamred 9 urinowe

V¥ gene status

[Vh3-21 stamus

[Chwomoscmal breakage hesi (for Fancors ony |

Bloteculas o oher bipe of markers | 3 Present |l loast one

.' Maemoggotr Tranahaed

:(r,moc,.u Sedementation rate
Platesets

[Platesets T
[fihaby 1000 Colly | beukoy W
unknown [ of Segs

* of bancs
2 Present (at least onej) 'la =

T-4ymphocytes (CODe
[CD4- mphoctyes
[C08- ymphocytes
h_celis (CO%6e
[E-ymphocytes (B-ceis,
[Granuloc tes
[Heutroghits
[Rsbculoctes
% of hymghocytes n perpharal biood | 1
% of basophsls m penpheral biood
[% of blasts m perpheral blood 1
\, clmoqm £ perpherdl ticed | 1

" perphenal biood
‘. drgurnpuu n perpheral biood | |
Lymghocyte doubling bme
ngii_ . -
_Biochemisky

ey

Before After

Step 2: entering the relevant data

Not all of the items that were added to the table are relevant. In the image below, only the question
that needs to be answered is the one indicated with an arrow. The question is ‘White blood cells
(leukocytes)’:

CIC ] 8011 6011

_ |Patient &80 560
Asseesmerl date 2013/10/18 00:00 2013/10/18 {exact)

05 I-’SICLLIWIYM
I &bone i

_lmmunophenotyping done?
CD4+ PLL Immunophenotyping
CD8+ PLL Immunophanotyping
Source for mmunopnen otyping
Positive immunc

_|Chromosome analysis 1 Hormal
_ [Technique used for cytogenelics
_|Complex karyotype: Are there 3 or more abnommalilies
_ Monosomal karyotype
_[Number metaphases with abnormalites
MNumber metaphases examined 9999 unknown
H gene stalus
H3-21 status
hromosomal breakage test (for Fancon only) |
or other type of markers 2 Present (af lsast one
values

a==

Haemoglobin
Haemoglobin: Transfused

_ [Erythrocyle sedimentation rate

Flateleis

_|Platelets: Transfused

q White Blood cells (leukocytes)
% of Segs

% of bands
Lymphocytes
[T-lymphocyles (CD3+) (T-cells)
CD4+ lymphoctyes
CD8+ lymphocytes
NK cells (CDS6+)
_|B-tymy es (B-cells)
_|Granulocytes
Neutrophils
_|Reficulocytes
_ % of lymphocyies in peripheral blood

% of basophils in peripheral blood
% of blasts in peripheral blood
% of mon: in peripheral blood
% of eosinophils in peripheral blood
% of neutrophils in peripheral blood
Lymphocyte doubling time

other
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Finishing

After the information about the white blood cell count at diagnosis has been added, the patient record
can be saved. Click ‘Save’ next to the modifications counter above the patient record.

e

Show Cancel

After the information has been entered and the record has been saved, turn the dynamic item filter
back on by clicking on the paper with the binoculars again:

© Ul B Ga8Q0=D %

The number next to the binoculars will go back from 0 to 80 (depending on the table that is opened).
The dynamic item filter is now turned on. This is the final step.

Entering IPI and KI-67

[1] Turning off the Dynamic Item Filter
Go to the Diagnostics chapter of the Main indication diagnosis assessment. At the top of the screen,
in the menu where the ‘Exit’ button is, you see an icon of a sheet of paper with binoculars:

LAZAO2T % [F

Click this. It will turn off the Dynamic item Filter, which makes all items in ProMISe visible. Make sure
the number next to the binoculars is ‘0’.
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Entering International prognostic index (IPI)

Go to the ‘Assessment’ of the main indication diagnosis go to ‘Prognostic scores’ -> ‘Risk

index’

Data Entry Browser/Server

Trest[ ...... [Cell therapy (mon HSCT/DLI) ]

. Drug Cy idef Endoxan

@
. Cell therapy infusion unitEl

. Cell therapy infusion episode "7

—__ac

. Assel Cell therapy (non HSCTIDLI)]

Chapters & Sections
vestigations identificat & admin
sessment record qualifier (manual)

History of disesss and treatment
Patient viral & fungal history
Performance

Haematopoietic recovery & chimaerism

Com ions & additional

=5t disesss status

HE SEEE S G S S S S

rsistence of infused calls dur ..
ields no longer in use
ew record crastion

Final Registry 63: Cellular Therapy Forms Manual (Castor)_v1.0

26


https://ebmt.ipassportqms.com/desktop/overview/notices

The following screen will appear. Complete the ‘International Prognostic Index’

BEI-NS iy Report Export Help Filter

Resume with the first item in the current section by pressing Tab (or click on any other item)

Index [0 Overview

LI Assessmenti(1)
CIC

wvalue label

Patient

Risk factors/scores

" |Assessment date 2020/10/09 00-00] 2020/10/09 {exact
I Frognostic scores

Lymphoma grading type 1

Lymphoma grading type 2

Prognostic score (FLIPMIPI)
International prognostic index (IP1)

Lge-adjusted 1Pl {3alP1) for <= 603

IPSS Risk group

DIPSE Risk group

Germ cell tumours risk at disease recumence

KI-67 (Proliferation index)

Intarmational prognestic scoring system (ISSWIW;

ISCL/ECRTC stage

Entering KI-67 (Proliferation index)

0

MEDAB -- [3411][I

0 B8 @

Intermational pregnostic index (1P} |

Low risk {0-1 score points)

Lew-intermediats risk (2}

High-intermediste risk {3}

High risk (4 or 5)

77| Mot evaluated

In the same screen as above complete the ‘KI-67 (Proliferation index)’. Add a percentage or

otherwise unknown/not evaluated.

BEI-N=Niis"8 Report Export Help Filter

Resume with the first item in the current section by pressing Tab (or click on any other item)

Index NGl Overview

EIC Assessment(1)
CIC

value label

MEDAB --

Patient

Assessment date
Prognostic scores
Risk factors/scores

2020010009 00:00{ 2020/10/09 {exact

Lymphoma grading type 1

Lymphoma grading type 2

Prognostic score (FLIPMIPT)

Internafional prognosfic index (P}

Age-adjusted IPI {(3alPI) for == 603

IP2S Risk group

DIFSS Risk group

Germ cell tumours risk at disease recurrence

K167 (Proliferation index)

International prognostic scoring system (ISSW]

ISCL/EQORTC stage
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KI-67 (Proliferation index) |

&858 8| Mot evaluated

596 8lurknewn

27


https://ebmt.ipassportqms.com/desktop/overview/notices

Entering if disease was of secondary origin or transformed

Go to the ‘Diagn’ of the main indication diagnosis go to ‘Other diagnosis and secondary
disease’ -> ’secondary origin’

Data Entry Browser/Server

-- [Main indication diagnosis]

~ [Cell therapy {(non HSCTIDLI) |

. Drug Cyclephesphamide/ Endoxan

@5
@ ca therapy infusion unit [1]

= — —

—

. Cell therapy infusion episode

. Aszs=l i [Cell therapy {non HE[ZTI'I]IJﬂ

Chapters & Sections
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The following screen will appear:

[pEirWSiiig Report Export Help Filter MEDAB [ ...IPRODUCT

Resume with the first item in the current section by pressing Tab {or click on any other item)

Index [XNENd Overview|

LI Diagnosis value label
cic '
Patient

Diagnosis date

|Other diagnosis
Indicate other diagnosis [
Secondary origin
Dizease of secondary origin or fransformed —— O @ @

Cause of the secondary origin
Drugs or radiation related: Agenis involved
Other cause, describe

Disease of secondary origin or transformed

Predisposing condition prior o leukasmia diagnosis? 1 _'\_:'
Prior predigposition condition 2 |Yes
Is thig leukaemia a Donor cell leukaemia? ‘99| unknawn

Secondary disease, describe

Complete Disease of secondary origin or transformed

Note: In case the disease is of secondary origin or transformed from another disease, please enter
this disease also in the Registry as a (non-indication) diagnosis.

Entering MM Grading

[1] Turning off the Dynamic Item Filter
Go to the Diagnostics chapter of the Main indication diagnosis assessment. At the top of the screen,
in the menu where the ‘Exit’ button is, you see an icon of a sheet of paper with binoculars:

@) Ul EA=QO2 T P &

Click this. It will turn off the Dynamic item Filter, which makes all items in ProMISe visible. Make sure
the number next to the binoculars is ‘0.
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Entering grade and staging for Multiple Myeloma patients
Go to the Main indication diagnosis record. Open the section Grade and staging

@Qmﬁmm_h

creueDeHeMwel

Show Cancel
- Record Locatorn
- Patient

et T [Main indication diagnosis]
2 Assel [Main indication diagnosis]

= Treat HSCT)

. Drug Melphalan

J Assel [HSCT]

J Assel [Alive]

- ') Treat [HSCT)

. Druo Melohalan

— Diagnosis record qualifier (manual) o~
| Date precision
Event

- Diagnosis classification
+ Leukaemias
:‘ Lymphomas
+ Plasma cell disorders
+ Solid tumours

w— — Grade and staging

=P Grade and stage
Breas

Involvement

t carcinoma detalis

r—v Myelodysplastic & myeloproliferative
i* Non malignancies

The following screen will appear.

For entering the Salmon and Durie stage please complete both the Stage and the number:

Staging at diagnosis:

Salmon & Durie staging for multiple myeloma:
(Pleass tick both columns.)

Stage Symptoms

O! O A
i B
il
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Complete the Stage and choose from the list (I, II, 1)

Index Overyiew

CIC
Fatient
Diagnosis date 20111205 00:000 2011112109 fexact]
Grade and staging

ade and stage

Histalogical grading

THM classification

THM: Frimary Tumour

THM: Regional Lymph Modes

__[TNM: Distant Metastasis

S1age A or B (Sadmon & Durie) [
S5 (Internabional Slaging System)
Systemic symploms
Histological subclassification

reast carcinoma details
Mon inflammatary [ inflammatary
Fsirogen receptor [ER) status
Eslrogan receplon valiss
Progesterone recepior (PgR) siatus
Frogesterone recepior values
HER2neu (c-erb-B2) receptor status
HER¥neu raceplor status defined by
Pudllary lymphnodes: number positive |
Fodllary kimphnodas: number sxaminad
=entingl node grading
=carii-Bloom-Richardson grading
Ductal carcinoma
Labular carcnoma
Ductal or lobular carcinoma
Invalvement

Then complete Stage A or B (Salmon & Durie) and choose from the list (A, B)
Index §E5[l&g] Overview

iagnosis date 201171209 00:00 201112009 {exact)

Histological grading

[THM classification

[THM: Primary Tumaur

TNM: Regicnal Lymph Modes
TNM: Distant Metastasis
[Stage |
Stage A or B (Salmon & Durie) | @ @
IS5 (Infermational Staging System)

[Systemic symptoms wligeﬁ- or B (3aimon & Durie)
Histological subclassification ur

Breast carcinoma details £

Mon inflammatery { inflammatery 2 B

Estrogen receplor (ER) status — B8 Mot evaluated

Estrogen receptor values 55| unknown

Frogesterons receptor (PgR) status [ 1

Frogesterone receptor values \

HER2/neuw (c-arb-B2) receptor status
HER2/neu receptor status defined by
fixillary lymphnodes: number positive |
Woillary ymphnodes: number examined
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For the ISS:

ISS STAGE:
Stage f2-polob (mg/L) Alburmin
(/L)
! <35 =35
Il <35 <35
L OR
35=55 any
0m =320 any
Complete ISS (International Staging System) and choose from list (1, 11, III)

. Diagnosis

[2091/12/05 00.00{ 2011/12/09 {exact)

Histelogical grading
ITHM classification

THNM: Primary Tumour

THM: Regional Lymph Modes
THM: Distant Metastasis
Slage

Stage A or B (Salmon & Durie)
b |55 (International Staging System)
Systemic symptoms

Histological subclassification

Ereast carcinoma details

fon inflammatory / inflamm atory

Estrogen receptor (ER) status

Estrogen receptor values | [ |
Frogesterone receptar (PgR) status 25 Mot evalyated
Frogesterons recapter values o0|unknown |
HER2/neu {c-arb-B2) receptor status i
HERZ2/nau receplor status defined by |
Puillary lymphnodes: number positive |
Puillary lymphnodes: number examinad [

Entering non-graft treatments

[1] Turning off the Dynamic Item Filter
Go to the Diagnostics chapter of the Main indication diagnosis assessment. At the top of the screen,
in the menu where the ‘Exit’ button is, you see an icon of a sheet of paper with binoculars:

Click this. It will turn off the Dynamic item Filter, which makes all items in ProMISe visible. Make sure
the number next to the binoculars is ‘0’.
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Entering pre-treatments

When the patient has had a previous non-graft treatment (e.g. chemo) for their Lymphoma,
Leukaemia or Multiple Myeloma please enter these drug(s) and/or regimen(s) in Promise.

Press Create and then Treat

Data Entry Browser/Server
Same as Essentia. ~woper navigation

Treatment]

Enter start date of drug (regimen) given: year / month/ day and click on click here to create record
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The following screen will appear.

Date precision; choose from list (e.g. exact date, this month etc.

This rmonth
Thiz year
Within § years
48[ Unknown

Collection

stem czll
Support | Boosts
Donor infusion
Cell therapy (nen HSCTIDLI

Go to section main treatment > Drugs/chemo and TBI

Chapters & Sections

4— General
+ Transplant and cell source specifics
+ Ex-vivo graft manipulation
— Main treatment
rugs / chemo and TBI
otal body irradiation, details

+ Hospital admin (STABMT)

o Supportive treatment in the patient
+ Cellular therapy {non HSCT)

+* tment related to

i+i Status after treatment
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Icic

Patient

Treatment date
Main treatment

Mumber of this mobilisation

F018/05M15 00:00] 2015/08/15 {exact)

Mumber of courses from CR to collection

Mumber of courses from cellection to graft

Preparative (conditiening) freatment

Regimen intended to be myeloablative (full infensity)

Reason for non myeloablative (reduced infensiy) regimen

|Other or additional reason for non myeloablative
Remission induction or key therapy

ISequential number of this tre it

Reason for this treatment

\Other reason, specify

Protocol

Mame of the treatment

Did the 1st line reatment include H3CT?

Drugs of chemo y

Date conditioning chema siarted

\Adjuvant chemoiherapy
Mecadjuvant chemotherapy

[TEI

Cate conditioning TEI staried

ICIC Radiophysics group

®H B ®]

Hospital of radiophysicist group

Radiophysicist unit

Radiophysicist phoneffax

TEl total dose (Gy)

IMaximum superior {+) transverse deviafion from TE| dose (%)

IMaximum inferior {-) fransverse deviafion from TEI dose (%)

IMaximum superior (+) longifudinal deviafion from TEI dose (%

IMaximurm inferior () lengitudinal deviation from TBI dose (%)

1Spleen dose (%)

Rib cage dose (%)
Estimated relafive volume (%)

|Other important organ

Ciase organ above (%

Total dose in lungs (Gy)

Lung shielded volume{%)

Mumber of fraclions

Mumber of radiaticn days

IMinimum fime gap (hours)

Dose rate (Gyimin)

IMaximum dose rate

Eye lenses dose (%)

Kidneys dose (%)

ICNS dose (%)

\Any ather organ at risk

Dose organ above (%)

[TEl related comments

[TEl comments {cont.
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The following screen will appear. Select the drug or regimen from the list

Ibandronate:
| Zoledronate
| Aranesp (D;
Eprex (Epostin}

n (E

Anzlgesics
Nilatinib
Taxanes

Vinca alczloids

Platinum compounds

Ar

Metronidazals

[Vinorelbine

MIBS (Meta lodo Benzyl Guanidins,
— =

Oxaliplatin

Trialdrug! Placebo

- FROTCOCOLS! Combination chemo
ADE

BAVC

BuCy
BuCyZ
107|Bucy+
108[cev
[109(EEACCF
110[cHOP

111 [c-vame
112|0aT
114|MACE
115[MIDAC

116 mini EEAM
117 [chve
[118[VBMCF! vBAP
11g9]MoPFP
120[ABVD
121|0HAF
[122|cep
=
[124]vE
125[BEAC
126[ESHAR
127[MOPIAvE
128[ACVBR
129|DEXRA-BEAM
130(c THAD
131)vame
132177 AN
133[wiDE
134|Hyper-CVAD

When drug is created complete the following sections:

Reason for this drug

Dose

Units

Number of cycles

Start date

Stop date

If another drug has been given as part of the line of treatment please enter new drug (1).
If no other drug is given please indicate No More [code 888]

VVVVVYY
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12018/0615 00.00] 2018/08/15 {exa
1

Treatment for same disease indication for transp

[R018/08/15 2018/08/15
18/09/15 | 2018/09/15

[-SINGLE DRUG
[Adramycine.

|[Amsacrine
[ARACI Cytarabine
BCNUI Camustine
Eleomycine
Busulfan / Busuighan
Carbopiatn
CCNU
Cycloghosghamide! Endoxan
Chlorambucil
Ciciosporin/ Cy ini Neoral
B —
Dexamathasene
Epirubicine
VF18
Fludarabine
Hydroxyurea
Idarubicine
fosfamide
Fluorourzcil

Methotrexate

Iztnyl prednizane! solons
Mitoxantrane

Prednisanel solone
[Thiotepa

|Thiogusnine

[Vineristine

Indicate best response for this treatment

Go to status after treatment > response of the primary disease
Indicate Best response

Chapters & Sections
reatment identification & administr
reatment record qualifier (manual)

ransplant and cell source specifics
Ex-vivo graft manipulation

Hospital admin (STABMT)
Supportive treatment in the patient
Cellular therapy (non HSCT)
related to

Status after freatment

' Response of the primary disease
" Response of fhe treatment compii ..
Chapler Y
MNew record creation
New record creation
| Data entry help Trt
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Index m Overview

I8 Treatment value label

015/03/15 00:00| 2015/08/15 {exact])

Solid tumour status ater treatment

= ©.0|®

Best response

10[Stringent CR (sCR] Inherited Disorders

11[- scr1 Use the following equivalence:

12]- scRz ezl P;'t'l issi
Specify the laboratory parameter 13|- sCR>2 Wc:’rse ~ Pr-l:lgareslasion

Criteria used for evaluation 20(CR
s¢ of the freatment complications EX
GvHD response to freatment

Graft function response to freatment
Immune reconsiitution response to freatment

Haemoglobinopathies

Use the i i 3

No i a Complet
i qui MNever in CR

sion|

Stable disease
60|Relapse/Progression
70[N=v=rin CR
77|Other

50|Not evaluable
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Patient identification

Person responsible for filling in the form

Enter the name of the person who filled in the form. This can be the same person as who is entering
the data into the registry database. If the form was printed out and filled in by someone else, report
this person’s name.

Date of this report

If data is being entered directly from the patient notes, the ‘date of this report’ is the date the data is
being entered into the registry database. If the data is filled in on a paper form, the ‘date of this report
is the date the form is filled in. This date will remain unchanged regardless of how much more data is
added to the patient record in the future.

Previous therapies given before transplant/CT

Previous therapies refer to any treatment that is given for the indication (disease/complication) before
the cellular therapy. Only therapies given for the diagnosis that is the main indication for cellular
therapy should be reported. Please note that not only treatments before HSCT should be reported,
but also treatments that are given between HSCT and cellular therapies
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Has the information requested in this section been submitted with a previous HSCT/Cellular
Therapy registration for this patient?

If the information on previous therapies has not been submitted yet, answer ‘no’ and continue with this
section. If the information has been submitted, select ‘yes’ and continue with the Cellular Therapy
section.

Was the patient treated before this cellular therapy procedure?

If the patient was not treated, select ‘no’ and continue with the next section of the form.

If the patient has been treated for the diagnosis that is the main indication for this cellular therapy,
select ‘yes’, report the starting date and the sequential number of this treatment.

Chemotherapy/drugs given?

Indicate if the patient has been treated with chemotherapy or drugs in previous therapies. If this is not
the case, select ‘no’ and skip the table with treatment lines.

If therapies were given, select ‘yes’ and provide the requested details in the table.

List all chemotherapy/drugs given during one line of treatment
All lines of chemotherapies and drugs that were given to the patient for the main indication diagnosis
for cellular therapy should be listed in the table.

Drug/chemotherapy

Fill in the drug or chemotherapy per treatment line. In Castor, the same drug list as in ProMISe is
available. If the applicable regimen (R-CHOP, R-DHAP, VRD, VBAP, VMCP, etc.) is available in the
dropdown, the regimen should be selected. If the regimen is not available, report the regimen’s drugs
individually.

Number of cycles
Report the number of drug or chemotherapy cycles that were given. Note: One ’line’ of chemotherapy
usually consists of repeated or alternating cycles of drugs according to a certain schedule.

Date started
Report the date this line of treatment was started.

Date ended
Report the date this line of treatment ended.

Radiotherapy
Indicate if the patient underwent radiotherapy in the past.

Radiotherapy start and end date
If the patient received radiotherapy, provide the start and end date of the radiotherapy.

Other treatment
If the patient received any other kind of previous treatments that have not been registered yet, select
‘yes’ and specify the treatment.

Response to this line of treatment

Report the best response to each line of previous treatment using the section relevant for the main
diagnosis the treatment was administered for. Copy the section as many times as necessary.
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Patient status at cellular therapy

Performance score: type used
Indicate if the performance score at cellular therapy was calculated using the Karnofsky, Lansky or
Eastern Cooperative Oncology Group (ECOG) scale.

Performance score: score

Select the score that reflects the performance status at cellular therapy.

It is not necessary to fill in both the Karnofsky/Lansky and ECOG score, one of them is sufficient.
Descriptions of the scores can be found in Appendix B.

Weight at time of cellular therapy
Report the patient’s weight in kilograms. The value should represent the weight at the start of the
cellular therapy.

Height at time of cellular therapy
Report the patient’s height in centimetres. The value should represent the height at the start of the
cellular therapy.

B-cell aplasia at the time of cellular therapy?
Report if B-cell aplasia (NCBI: “A condition characterised by extremely low B-cell counts.” (1)) was
present or absent at the time the infusion took place.

Percentage of B-cells
If B-cell aplasia was present, report the percentage of B-cells.

Disease status at cellular therapy

Select the appropriate disease status the patient is being treated for. For definitions of the different
statuses, see the ‘Definitions for Disease Status and Response by Disease’ documents under ‘Clinical
Manuals & Reference Documents’ on the EBMT data collection webpage.

Comorbidity index

Was there any clinically significant co-existing disease or organ impairment as listed below at
the time of patient assessment prior to the preparative regimen?

Review the comorbidity index table on the form, and confirm if any of the listed items are present or
not. If at least one comorbidity is present, the entire table needs to be completed.

The answers should represent the situation at the start of the preparative regimen
(conditioning/lymphodepleting conditioning regimens) unless otherwise stated in the definitions below.
Ensure the answer “Yes' is only given if the comorbid condition fits the definition found in the form
itself.

Were there any additional major clinical abnormalities not listed above and present prior to the
preparative regimen?

Specify other additional major clinical abnormalities present prior to preparative treatment not listed in
the table above and present prior to the preparative regimen. Report only clinically relevant
abnormalities.
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Cellular therapy treatment

Was the cellular product infused during this treatment/procedure?

Indicate if the cells that were collected for manufacturing were infused to the patient. if yes, provide
the ‘Date of the first infusion’. If no infusion took place, provide the ‘Reason why the treatment did not
take place’ by selecting the appropriate answer option

Reason why the treatment did not take place
If the cells were not infused, select the appropriate reason. If none of the answers are applicable,
select ‘other’ and specify the reason. Continue with ‘Date of last assessment’.

Date of the first infusion
If the infusion took place, report the date of the first cell infusion.

Date of last assessment
If the infusion did not take place, report the date the patient was last seen by the physician.

Cellular therapy infusion unit(s)

Was there more than one cell infusion unit administered during this treatment?

If according to the flowchart in Appendix A, more than one unit was infused, answer “Yes” here. Copy
and fill in the ‘Cellular therapy Infusion Unit — Description and Collection’ section for each cell infusion
unit that was administered.

Cellular therapy infusion units: description

Name of the manufacturer

Select the name of the facility which manufactured the infusion product (pharmaceutical or biotech
company, cell processing laboratory or another site). If the manufacturer’'s name is not on the list,
select ‘other’ and specify the manufacturer.

Name of the product
Select the product name. If the product name is not on the list, select ‘other’ and specify the product
name.

Unique ID of the product
If a unique identification code is available (e.g. serial number), add this here.

Batch number
Report the batch number of the cell infusion unit, if applicable.

Identification of the cell infusion unit given by the centre

Report the cell infusion unit identification that was assigned to the unit by the treating centre. This
information is mandatory if more than one cell infusion unit has been used in the same treatment. If
there is only one cell infusion unit, enter ‘1’ or any other identification codes the centre used to identify
this specific cell infusion unit.

Was the product consistent with specification?

Indicate if the product was consistent with the specifications. Products that are out of specification did
not meet the acceptance criteria set by the manufacturer. Consult the physician who approved the
product for infusion in case of doubt.
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Was the generated cellular product cryopreserved prior to infusion?
Select ‘yes’ if the cellular product has been cryopreserved (frozen at very low temperatures) prior to
infusion at any time point between collection and infusion. If this was not the case, select ‘no’.

Cellular therapy infusion unit - manipulation

This section only needs to be filled in for non-commercial products. If the infused product is a
commercial product, continue at ‘Therapy and Cell Infusion’.

Ex vivo manipulation of the product contained in the cellular therapy infusion unit
Indicate if the cells contained in the infusion unit were manipulated in a laboratory. E.g. selected,
modified or genetically engineered.

Processing/Manufacturing facility
Indicate where the cell manipulation took place.

Gene manipulation
Select ‘no’ if the product was not genetically manipulated. If the product was genetically manipulated,
select ‘yes’ and continue with the subsequent questions on manipulation.

Gene transfer

Indicate if gene transfer was used for gene manipulation.

This is a procedure by which newly acquired DNA is incorporated into the genome of the cell through
either recombination or insertion.

Vector
If gene transfer was used, select the vector. If another vector was used, specify the type of vector
used. Non-integrating vectors, including RNA electroporation, should also be listed here.

Transgene
If genes were inserted, tick the transgene and specify all targets. If TCR was used, specify the HLA
element too. If another transgene was used than the ones listed, specify the type and name.

Gene editing

Indicate if the cells underwent a type of genetic engineering in which DNA is inserted or removed from
a genome using artificially engineered nucleases. If gene editing was done, indicate the manipulated
gene.

Manipulated gene
Select what genes were manipulated. If another gene was manipulated than the ones listed, specify
the gene.

Other gene manipulation
Indicate if a different genetic manipulation not previously listed was used. If yes, specify the
manipulation.

Recognition of a specific target/antigen

If the aim of the manipulation was the recognition of a specific target or antigen, tick all applicable
targets listed. If it was another virus, fungus, or target, specify. If the target was a tumour or cancer
antigen(s), specify all details.
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Cell types
Select the cell types that were infused to the patient after apheresis.

Expansion
Indicate if expansion was performed. This is a procedure meant to increase the number of collected
cells in the laboratory before infusion.

Activation
Indicate if activation was used. This procedure aims to induce new biological activity(ies) on treated
cells.

Induced differentiation
Indicate if the cells were induced to differentiate into different cell types by contact with other cells or
stimulation by differentiation inducing factors.

Therapy and cell infusion(s)

Chronological number of cellular therapy for this patient
Indicate the sequential cycle of this cellular therapy. HSCTs or DLIs should not be counted when
defining the chronological number of cellular therapy.

Note: if the infusions are given more than 100 days apart, or if the indication for the cellular therapy
has changed, the therapy should be considered a new treatment.

If this is not the first Cellular therapy treatment for this patient and the previous Cellular Therapy
treatment cannot be registered, please indicate:

Same package/product as for the previous cellular therapy?
Indicate if the same cellular therapy infusion product is being used as for the previous treatment.

Date of last cellular therapy before this one
Report the start date of the most recent cellular therapy treatment.

Type of last cellular therapy before this one
Select the type of cellular therapy.

If the previous therapy was an allogeneic cellular therapy, answer the question about the donor.

Was the same donor used for all prior and current cellular therapy?
If the previous therapy was an allograft, indicate if the same donor has been used for all previous and
current cellular therapies.

Was the last cellular therapy performed at another institution?
Report if the patient has received a treatment in another institution. If yes, fill in the subsequent
guestions.

CIC, name of institution and city
Indicate the other centre’s CIC if known. If not known, provide the name of the institution and the city

in which the centre is located.

Reason for the cellular therapy: treatment of a primary disease
If the therapy was given for the treatment of a primary disease, select the reason for cellular therapy.
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Reason for the cellular therapy: complications:

If the therapy was given for the treatment of complications derived from a previous treatment, indicate
if the treatment was related to:

- Graft versus host disease (GvHD)

- Graft function

- Immune reconstitution

Therapy & cell infusions preparative treatment

Did the patient receive preparative (lymphodepleting) treatment?
Indicate if the patient received lymphodepleting chemotherapy prior to the infusion of the cellular
product.

In the event of the cellular therapy infusion unit being infused at the same time as an HSCT taking
place, the HSCT conditioning/preparative treatment is not to be reported here. In these cases, the
correct answer to the question Patient preparative treatment would be “No”.

If the patient received a lymphodepleting treatment, fill in the table.

Name of drug

Report all lymphodepleting drugs that the patient received in preparation for their cellular therapy.
The same drug may have several different names depending on the country or product. Please
consult the existing drug list (LIST OF DRUG NAMES & SYNONYMS) which can be found on the
EBMT website: https://www.ebmt.org/ebmt/documents/med-ab-list-drug-names-and-synonyms

This document provides alternative names for many of the drugs in case the name cannot be found in
the drop-down menu.

Important note: ‘Other’ should only be used if the drug or its synonym is not listed. In this case, the
name of the drug should be given in full; do not use abbreviations.

If the patient received bridging therapy, this should be reported in ‘Previous therapies given before
transplant/cellular therapy’.

Total prescribed cumulative dose

Indicate the total cumulative prescribed dose and the units in which the dose is given for each drug.
Do not provide daily or weekly doses, but the final cumulative dose received by the time the regimen
has ended.

For example, if the dose of a particular drug is 100 mg/m2 on days 1 and 2, then 100 mg/m2 x 2
days=200 mg/m2 and the dose to be entered should be 200 mg/m2.

Units
Select the units of the total prescribed cumulative dose. The units listed are those most commonly
used. If the units used are different, try to convert the dose as necessary to one of the listed units.

Other type of treatment
Indicate here if any additional treatment was given, e.g.: radiotherapy, photopheresis or any other
medical procedure.

Cell infusion episodes

Was there more than one cell infusion episode during this treatment or procedure?
If multiple cell infusions took place, answer “Yes” here. Copy and fill in the ‘Cell infusion episodes’-
section for each cell infusion unit that was administered.
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If two different cell infusion units are infused simultaneously or within a short interval (within hours), it
is considered one cell infusion episode. If the same cell infusion unit is infused on two different days, it
is considered two cell infusion episodes.

Number of infusion episodes
If multiple infusion episodes according to the definition above were part of the treatment, indicate the
number of infusion episodes.

Cell infusion episode(s): description

Identification of the cell infusion unit given by the centre
If more than one cell infusion unit was administered, report the identification of the unit that was part
of the infusion episode.

Date of cell infusion episode

Report the date of the first cellular therapy infusion of the treatment.

For patients receiving cellular therapy for a complication of HSCT, put the date of first cellular therapy
treatment, not the date of HSCT.

Route of infusion
Indicate how the cells were infused to the patient.
If the route of infusion is not listed, select “Other route” and specify the infusion route.

Is the exact number of cells infused available?
If the exact number of cells that were infused is not available, select ‘no’. If the exact number is
known, select ‘yes’ and fill in the subsequent questions.

Number of cells infused
If the number of cells infused was known, provide the total number of cells infused used during the
infusion episode.

Units
If the number of cells infused was known, select the units for the number of cells that were infused.

Cell viability
Report the percentage of cell viability.

Combined /concomitant therapies planned before this cellular therapy to optimise efficiency?
Select ‘no’ if no combined or concomitant therapies were planned. If combined or concomitant
therapies were planned, select ‘yes’ and specify the therapies.

Treatment given
Indicate if the combined or concomitant therapies were given simultaneously to the cellular therapy
infusion or after the cellular therapy episode was finished.

Survival status

Indicate if the patient was alive on the scheduled date of cellular therapy infusion, even if the product
was not infused. If the patient died between apheresis and cell infusion, provide the date of death. For
further information on the causes of death, see ‘Survival status’.
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If the patient died shortly after cell infusion, please provide as many details as possible on the Follow-
Up form.

Follow-Up

Person responsible for filling in the form

Enter the name of the person who filled in the form. This can be the same person as who is entering
the data into the system. If the form was printed out and filled in by someone else, report that person’s
name.

Date of this report

If data is being entered directly from the patient notes, the ‘date of this report’ is the date the data is
being entered into the registry database. If the data is filled in on a paper form, the ‘date of this report’
is the date the form is filled in. This date will remain unchanged regardless of how much more data is
added to the patient record in the future.

REMINDER NOTE:

If a patient had more than one type of main treatment (e.g. HSCT and Cellular Therapy) it is the
responsibility of the centre that performed the most recent treatment (Cellular Therapy or HSCT) to
follow-up on the patient. If the patient received both HSCT and CT treatments, the CT Follow-Up form
should be filled in.

Recovery

Absolute neutrophil count (ANC) recovery

Indicate if there was ANC recovery. ANC recovery is defined as neutrophils =0.5x10"9 cells/L
(observed in three consecutive measurements) before additional treatment. If this number was not
reached, select ‘no’ and fill in the date of last assessment.

If the neutrophils never went below 0.5x10%9 cells/L, select ‘never below’.

Date of ANC recovery
Enter the first date of 3 consecutive neutrophil counts 20.5x1079 cells/L. This date must be at least 7
days after the last transfusion containing neutrophils.

Platelets 220x1079 cells/L

Indicate if the platelets reached =20x10"9 cells/L (observed in three consecutive measurements). If
this was not reached, select ‘no’. If it was reached, select ‘yes’ and enter the date of platelet
reconstitution. If the date is not available because the patient was discharged, select ‘Date unknown;
patient discharged before levels reached'. If the date is unknown because the patient was an out-
patient, select ‘date unknown; outpatient’. If the platelet count was never below 20x1079 cells/L, select
‘never below’

Date platelets 220x109 cells/L
Report the first date of 3 consecutive values of platelet counts 220x1079 cells/L. This date must be at
least 7 days after the last platelet transfusion.

Platelets 250x1049 cells/L

Indicate if the platelets reached 250x10"9 cells/L. If this was not reached, select ‘no’. If it was
reached, select ‘yes’ and enter the date of platelet reconstitution. If the date is not available because
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the patient was discharged, select ‘Date unknown; patient discharged before levels reached’. If the
date is unknown because the patient was an out-patient, select ‘date unknown; outpatient’.
If the platelet count was never below 50x1049 cells/L, select ‘never below’.

Date platelets 250x1049 cells/L
Report the first date of 3 consecutive values of platelet counts 250x10%9 cells/L. This date must be at
least 7 days after the last platelet transfusion.

Date last platelet transfusion
Report the last date the patient received a platelet transfusion within the follow-up period. If no platelet
transfusion took place, select ‘not applicable’.

Response to cellular therapy

Best clinical/biological response after the entire cellular therapy treatment

Select the best response achieved since the cellular product was infused. This question is only
relevant for day 100- and 6-months Follow-Up.

For example:

e If the patient achieves complete remission before day 100, enter complete remission at day
100- and 6-months Follow-Up (even if the patient relapses after; this question concerns the
best response to the treatment).

e |If the patient achieves partial remission before day 100, enter partial remission at day 100. If
the response turns into complete remission after day 100, the best response at 6 months
Follow-Up is complete remission.

See Med-AB Manual for HSCT for the definition of response in most primary diagnoses.

Date response evaluated
Report the date the best response was observed.

Last contact date for this report

Last contact date for this report

If the patient was alive, enter the date of the last assessment that was as close as possible to the date
of the 15t infusion episode in this cellular therapy treatment +100 days, +6 months or + the years since
infusion took place.

If no assessment was performed, for example because the patient was lost to follow-up, enter the last
contact date after the infusion episode. If a patient died before the specific time point, enter the date of
death.

Current haematological findings

Was a haematological investigation performed?
Indicate if a haematological investigation was performed. If this was done, select ‘yes’ and continue
with the subsequent items. If not, select ‘no’ and continue at ‘Performance score’.

Hb
Report the haemoglobin level in grams per decilitre.
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Platelets
Report the platelet count in 10”9 cells/L.

Were platelets transfused within 7 days before the date of test?
Indicate if the patient received a platelet transfusion within 7 days before the blood count was
assessed.

White blood cells
Report the number of white blood cells per 10”9 cells/L.

Percentage lymphocytes
Report the percentage of lymphocytes

Percentage neutrophils
Report the percentage of neutrophils.

Percentage haematocrit
Report the percentage of haematocrit.

Were red blood cells transfused within 30 days before the date of test?
Indicate if the patient received a red blood cell transfusion within 30 days before the blood count was
assessed.

B-cell aplasia since last assessment
Report if B-cell aplasia was present since the last assessment. If B-cell aplasia was present, report
the % of B-cells. If B-cell aplasia was treated, report the treatment in the post therapy treatment table.

Percentage of B-cells
Report the percentage of B-cells.

Performance score

Performance score: type used
Indicate if the performance score at cellular therapy was calculated using the Karnofsky, Lansky or
Eastern Cooperative Oncology Group (ECOG) scale. Descriptions of the scores can be found in

Appendix B.

Performance score: score
Select the score that reflects the performance status at cellular therapy.
It is not necessary to fill in both the Karnofsky/Lansky and ECOG score, one of them is sufficient

Complications since the last report

GvHD

Did graft versus host disease occur?
If the patient did not have an episode of Graft versus Host Disease (GvHD), select ‘no’ and continue
with the ‘Other complications’ section. If the patient has had GvHD since the last assessment, select

‘ ’

yes'.
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Type of GvHD
Select the type of GvHD that was present since the last assessment. This can be acute or chronic
GvHD only, or both.

Acute GvHD: maximum grade

Select the maximum grade of acute GvHD that was observed in the last period.

The maximum grade for acute graft versus host disease (aGvHD) is defined according to the stage
presented by the skin, liver and/or gut.

The maximum grade seen during the relevant period being studied is calculated from the table below.

skin stage liver stage upper gut stage lower gut stage
grade 1 lor2and 0 and 0 and 0
grade 2 3or 1lor 1lor 1
grade 3 2o0r3or >1
grade 4 4 or 4

The overall grade (or the stage of skin, liver and or gut) should be mentioned in the patients’ file. If not
clearly stated, ask your physician.

Acute GvHD: type
Indicate if this aGvHD episode is a new onset (first episode), recurrent (resolved since the last report
and then recurred) or persistent (continuous since the last report).

Acute GvHD: date of onset
Indicate the onset date of the current aGvHD episode.

Acute GvHD: stage
Select the stage of GvHD per organ.

Organ Stage Definition
Skin No rash attributable to acute GVHD
Skin rash < 25% body surface

Skin rash 25-50% body surface

w N+ O

Skin rash >50% body surface erythroderma

Generalised erythroderma with bullous formation, often with
desquamation

N

Liver Bilirubin < 34 micromol/L

Bilirubin 34-50 micromol/L
Bilirubin 51-102 micromol/L
Bilirubin 103-255 micromol/L

A W N » O

Bilirubin > 255 micromol/L
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Lower gut 0 No diarrhoea attributable to acute GVHD / diarrhea < 500 mL/day

Diarrhoea volume 501 - 1000 ml/day
Diarrhoea volume 1001 - 1500 ml/day
Diarrhoea volume > 1501 ml/day
Severe pain with or w/o ileus

Upper gut No persistent nausea or vomiting

R O A W N BB

Persistent nausea or vomiting

Acute GvHD: related to cell therapy?
Indicate if the acute GvHD was related to the current Cellular therapy treatment.

Acute GvHD: resolved?
Indicate if the aGvHD was resolved completely before the last assessment date according to the form
being completed.

Acute GvHD treatment
Report if this episode of acute GvHD was treated. If yes, indicate the drugs or therapies that were
used to treat aGvHD.

Chronic GvHD: episode

Indicate which episode of chronic GvHD is being reported. If it was the first episode, select ‘first
episode’. If the chronic GvHD was resolved before but started again, select ‘recurrence’, if it has been
ongoing select ‘continuous since last reported episode’. If the chronic GvHD was present but resolved
during the follow-up period, select ‘yes, but resolved’, if it was present, resolved and then recurred,
select ‘yes, but resolved and recurred again’.

Chronic GvHD: date of onset
Indicate the onset date of the current cGvHD episode.

Chronic GvHD: maximum extent during this period

Chronic GvHD is considered limited if it is present only in the liver and/or a localised area of the skin.
If the cGVvHD affects any other organ(s) or there is generalised skin involvement, it is considered to be
extensive.

Chronic GvHD: maximum NIH consensus score during this period

Select the appropriate NIH score. The score should be calculated by the physician. If the score is not
reported, select ‘Not calculated’.

Toxicities (non-infectious)

For all complications:

> Report the date when the first symptoms of the complications were documented.

> Maximum grade — if the grade is requested, report the maximum grade which was observed
during the last reporting period.

> Indicate if a complication was treated and if it resolved before the last assessment date.
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Cytokine release syndrome (CRS)
Cytokine-associated toxicity, also known as cytokine storm, is a non—antigen specific toxicity that
occurs as a result of high-level immune activation.

> Report the date when the first symptoms of the complications were documented.

> Maximum grade — report the maximum grade which was observed during the last reporting
period.

> Indicate if CRS was treated and if it was resolved before the last assessment date.

Scale/criteria used to determine the grade of CRS
Select the grading system that was used to measure the extent of cytokine release syndrome. If a
different grading system was used, select ‘Other grading system’ and specify which system was used.

Neurotoxicity
Indicate which symptoms of neurotoxicity were present by answering ‘yes’ or ‘no’ to each question. If
a different symptom than the ones listed was present, use the ‘Other’ item and specify the symptom.

Altered mental status

Aphasia: note grade 3 dysphasia is defined as aphasia.

Hemiparesis

Seizure(s)

Tremors

Visual hallucinations

Encephalopathy

Cerebral oedema

Other: If the recipient experienced a symptom of neurotoxicity not listed above, report here
and specify the symptom including grade if applicable.

4

Report the date when the first symptoms of the complications were documented.

> Maximum grade — if the grade is requested, report the maximum grade which was observed
during the last reporting period.

> |ndicate if a complication was treated and if it resolved before the last assessment date.

Grade 3-4 organ toxicity

e Grade 3: As defined by the CTCAE criteria, grade 3 toxicity represents severe or medically
significant but not immediately life-threatening; hospitalization or prolongation of
hospitalization indicated; disabling; limiting self-care Activities of Daily Living (ADL), which
refer to bathing, dressing and undressing, feeding self, using the toilet, taking medications,
and not bedridden.

e Grade 4: As defined by the CTCAE criteria, grade 4 toxicity represents life-threatening
consequences where urgent intervention is indicated.

> Report the date when the first symptoms of the complications were documented.

> Maximum grade — if the grade is requested, report the maximum grade which was observed
during the last reporting period.

> Indicate if a complication was treated and if it resolved before the last assessment date.

Tumour lysis syndrome
> Report the date when the first symptoms of the complications were documented.

> Maximum grade — if the grade is requested, report the maximum grade which was observed
during the last reporting period.
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> Indicate if a complication was treated and if it resolved before the last assessment date.

Bone marrow aplasia
> Report the date when the first data of the complication were documented.
> Indicate if a complication was treated and if it resolved before the last assessment date.

Hypogammaglobulinemia

Hypogammaglobulinemia refers to low levels of circulating gamma globulins, IgG immunoglobulins in
the blood. Levels lower than 600mg/dL of circulating immunoglobulins are considered to be
hypogammaglobulinemia in adult patients.

In paediatric patients aged 4 to 10 years, immunoglobulin levels lower than 500mg/dL are considered
hypogammaglobulinemia. In children below the age of 4 years, hypogammaglobulinemia needs to be
diagnosed on an individual basis by the treating physician.

If the hypogammaglobulinemia continues from a prior reporting period, report the original diagnosis
date as the onset date.

Was hypogammaglobulinemia present before cellular therapy?
Indicate if hypogammaglobulinemia was present before the infusion episode took place.

If Yes, was it worsened by cellular therapy?
If hypogammaglobulinemia was present before the infusion episode, report if the immunoglobulin
levels decreased after infusion.

Insertional mutagenesis
> Report the date when the first data of the complication were documented.
> Indicate if it resolved before the last assessment date.

Exacerbation of existing neurological disorder
> Report the date when the first symptoms of the complication were documented.
> Indicate if a complication was treated and if it resolved before the last assessment date.
> Specify the neurological disorder

Hemorrhagic stroke
> Report the date when the first symptoms of the complications were documented.

> Maximum grade — if the grade is requested, report the maximum grade which was observed
during the last reporting period.
> Indicate if a complication was treated and if it resolved before the last assessment date.

Other toxicity/complications
If the patient developed other toxicities or complications than described on the form, report these
here. Specify the complication as clearly as possible, in English.

> Report the date when the first symptoms of the complications were documented.

> Maximum grade — report the maximum grade which was observed during the last reporting
period.

> Indicate if the complication was treated and if it resolved before the last assessment date.
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Infectious complications

Each infectious episode should be reported separately. Indicate if the infection was present by
answering ‘yes’ or ‘no’ to every question. After indicating which infections were present, fill in the table
at the bottom of the page.

In the table the type of infection should be specified (using the names listed on the form), the location
of infection if applicable, the onset date, pathogen, if the infection was treated and if it was resolved
before the last assessment date.

Additionally, for virus reactivations report the highest copy number in copies/ml and the date the
highest copy number was observed.

The Infectious Diseases Working Party (IDWP) has published the following document, which should
be consulted before filling in these sections of the form:
https://www.ebmt.org/sites/default/files/migration legacy files/document/Infectious%20Diseases%20
WP%20definitions%20and%20complications%20after%20SCT.pdf

Secondary malignancy

Did a secondary malighancy or autoimmune disorder occur?
If the patient developed a secondary disease or autoimmune disorder after the cell infusion, tick ‘yes’
and fill in the next questions. If not, select ‘no’ and continue at ‘Post therapy treatment’.

Diagnosis
Indicate the diagnosis of the secondary disease or autoimmune disorder as clearly as possible in
English.

Date of diagnosis
Report the date of diagnosis.

Histologic Type
Report the histologic type of the secondary malignancy if applicable.

Location
Describe the location of the secondary malignancy if applicable.

Secondary malignancy material preserved
Report if material of the secondary malignancy was preserved.

Post therapy treatment

This section is for systemic treatments only. Treatment for acute GvHD should not be reported here
but in the GvHD section.

Did the patient undergo additional treatment during or after the cellular therapy?

Indicate if the patient has received any medications in the last reporting period. This question
concerns both treatment for the disease itself as for complications. If the patient received additional
treatment, report the date the treatment started.
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Indication for the treatment
Report the reason for the treatment which can be treatment for complications or treatment for the
disease itself.

Date started
Report the start date of the treatment.

Date ended
Fill in the end date of the treatment. If the treatment is ongoing, tick the box for ‘ongoing at this date’.

Did the patient receive any other type of treatment?
If the patient received other types of treatment report these here.

Is the patient receiving any medication not related to cell therapy or its indications?
Indicate if the patient received medications that were not related to the cellular therapy or the disease
that was the indication for the therapy.

First relapse or progression after CT

First Relapse or Progression or Significant worsening of organ function
Only answer this question if one of the indications for the cellular therapy is a primary disease or
infection. Report the first relapse or significant worsening after cellular therapy.

Select ‘yes’ if there was an occurrence of new sites of disease, or the re-occurrence of disease or
systemic symptoms (B symptoms) after having achieved a complete remission which lasted for 3
months or more.

Select ‘continuous progression’ if the CR lasted less than 3 months. Progression also describes any
worsening of the disease status in patients previously assessed as not in CR.

1st relapse: means the first relapse that occurs after a first CR has been achieved. If the patient has
never had a CR, the status of the disease cannot be relapse, but it can be progression.

Date of relapse
If the patient had a relapse of the primary disease, report the date the relapse was diagnosed.

Last disease status

Last disease status
Select the disease status that reflects the status at the time of last assessment that is being reported.

Histopathological verification of relapse
This question only needs to be answered for patients with a lymphoma diagnosis. Select if the relapse

was verified using histopathology.

Transfusion status (for haemoglobinopathies)
Indicate if the patient required transfusions after the cellular therapy.

Disease burden: LDH level
Indicate if the LDH level was normal, elevated or not evaluated.
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Disease burden: inflammatory state
Indicate if the C-reactive protein concentration was normal, elevated or not evaluated. If the level was
elevated, report the maximum CRP concentration and unit.

Hospital admission

This section only needs to be completed for follow-up at day 100 and 6 months.

Was inpatient admission and care needed (not ICU)?
Report if the patient was admitted to the hospital for inpatient care since the last assessment.

Was the patient transferred to the Intensive Care Unit?
Report if the patient was transferred to the intensive care unit since the last assessment.

Pregnancy after cellular therapy

Has the patient or partner become pregnant after this cellular therapy?

Indicate whether a female patient or the female partner of a male patient has become pregnant since
the patient underwent the treatment procedure. This includes all types of conception: natural and
assisted.

Did the pregnancy result in live birth?

If a pregnancy occurred, indicate whether the pregnancy resulted in a live birth or not. If the
pregnancy did not result in a live birth, complete the birth outcome. If the pregnancy did result in live
birth, complete the newborn status and length of term.

Birth outcome
If the pregnancy did not result in live birth, report if this was because of stillbirth or an abortion.

New born status
If the pregnancy resulted in live birth, indicate if the newborn was healthy or affected by a disease. If
the information is unknown or not provided, select ‘information not provided’.

Length of term
If the pregnancy resulted in live birth, report whether the pregnancy was full-term or the baby was
born prematurely. If the information is unknown or not provided, select ‘information not provided'.

Persistence of infused cells

Were tests performed to detect the persistence of the cellular products during this period?
Select ‘yes’ if tests to detect the persistence of the infused cells were performed. If no tests were
performed, select ‘no’ and continue with the next section.

Date of the last test
If a test was performed, indicate the date of the last test before the follow-up assessment that is being

reported.

Source of cells
Select the source of cells that was used to assess the persistence of the infused cellular product.
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Technique used
Select the technique that was used to assess the persistence of the infused cellular product.

Were cells detected?
State if the infused cells were detected by the relevant technique.

Survival status

Survival status
Indicate if the patient is last known to be alive or dead. If the patient is lost to follow-up, tick the box for
‘Check here if patient lost to follow-up’.

Main cause of death
Tick only one major cause of death. In case of doubt, check with the physician since this information
is sometimes difficult to find in the patient’s file.

Contributory causes of death

In case contributory factors resulted in the death of the patient, tick all the relevant options from the
‘contributory causes of death’ list.
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Appendix A

Data entry flowchart
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Appendix B

Karnofsky/ECOG scoring systems (2)

Score Performance status: Karnofsky/Lansky

100 Normal, no complaints, no evidence of disease / Fully active, normal

90 Able to perform normal activity; minor signs and symptoms of disease / Minor
restrictions in physically strenuous activity

80 Able to perform normal activity with effort; some signs and symptoms of disease / Active,
but tires more quickly

70 Cares for self, unable to perform normal activity or to do active work / Both greater
restriction of and less time spent in play activity

60 Requires occasional assistance but is able to care for most of own needs / Up and
around, but minimal active play; keeps busy with quieter activities

50 Requires considerable assistance and frequent medical care / Gets dressed but lies
around much of the day, no active play but able to participate in all quiet play and
activities

40 Requires special care and assistance; disabled / Mostly in bed; participates in quiet
activities

30 Hospitalization indicated, although death not imminent; severely disabled / In bed; needs
assistance even for quiet play

20 Hospitalization necessary; active supportive treatment required, very sick / Often
sleeping; play entirely limited to very passive activities

10 Fatal processes progressing rapidly; moribund / No play; does not get out of bed

Score ECOG status

0 Fully active, able to carry on all pre-disease performance without restriction

1 Restricted in physically strenuous activity but ambulatory and able to carry out work of a
light or sedentary nature, e.g., light house work, office work

2 Ambulatory and capable of all selfcare but unable to carry out any work activities; up and
about more than 50% of waking hours

3 Capable of only limited selfcare; confined to bed or chair more than 50% of waking
hours

4 Completely disabled; cannot carry on any selfcare; totally confined to bed or chair

Final Registry 63: Cellular Therapy Forms Manual (Castor)_v1.0 59



https://ebmt.ipassportqms.com/desktop/overview/notices

