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* Development of the Cellular Therapy Registry
*CAR T cell data

* CAR T cell toxicity

*Lessons learned on data collection
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Why develop a CT Registry? (C'DR)

* Rapid emerging field with focus on the same
indications as transplants

* CT being performed at transplant centers

* Requirement of an infrastructure to follow up
patients for long term

* CT were already being captured in CIBMTR
forms
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Long term follow-up of CAR-T cell recipients.. ( )

* The Food and Drug Administration (FDA) required that all
recipients of CAR-T cell therapy be followed for a minimum of 15
years post infusion.

» Reasons for long term follow-up:
—Possible latent effects of the virus used to transduce CAR-T cells

—Gene therapy patients have been diagnosed with leukemias caused by
insertional mutagenesis

* The viral vector transcribed too closely to an oncogene
* Uncontrolled proliferation in the gene space, causing leukemia
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Timeline and Milestones of CT Registry  ..ohces e
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Data Collected in the CT Registry Forms: AR
Cellular Therapy Essential Data — CTED

Unique ID

Assignment and Pre-CTED Information prior to FormsNet3 Platform
Indication Cellular therapy

Disease characteristics,
prior treatment and
condition prior to CT.
For example: acute
leukemia and NHL.

Disease
specific
. EIt

Indications Disease
[gal Classification

Product
information and
details on
manufacturing

Infusion
details, route
and cell doses.

Product

Infusion

Disease

(T —— Outcomes >
Subsequent form Post CTED se||c
Neoplasm =

Disease response
and subsequent

treatments
Event-
driven 3, 6 and 12 months
2
forms @

. then yearl
Pregnancies 4___'____-‘ LI
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Number of CAR T cell infusions: 2016-2020

(3,208 patients and 3,428 infusions )
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CAR T cell Indications Annually:

CELLULAR IMMUNOTHERAPY DATA RESOURCE
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CAR T Cell Indications: 2016-2020 (N=3,256)  cusmmorene: sosmesocs
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Prior HCT to CAR T-cell by Indication: s
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Autotransplant for DLBCL Trends in the US ()
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Common Toxicities of CD19 CAR T Cells

Cytokine Release Syndrome

* Fever

* Hypotension

» Capillary leak

» Respiratory insufficiency

» Multi-organ failure (+/- neurotoxicity)
* HLH/MAS

» Coagulopathy/DIC

» Symptoms rapidly resolve with IL-6R blockade
(Tocilizumab)

oooooooooooooooooooooooo
sssssssssssssssssssss

Neurotoxicity (Immune Effector Cell Associated
Neurotoxicity Syndrome — ICANS)

» Global encephalopathy

* Aphasia

» Seizure, seizure like activity
» Obtundation

» Tremor/myoclonus

* Hallucinations

» (Rapid onset of brain edema)

» Severe symptoms do not resolve with IL-6R

blockade (Tocilizumab)
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Cytokine release syndrome and
multiple grading criteria

G

CELLULAR IMMUNOTHERAPY DATA RESOURCE

2014 Lee Grading'

GRADING ASSESSMENT

Grade 1 CRS

TREATMENT

+Vigilant supportive care|
Fever, constitutional + Assess for infection|
symptoms (Treat fever and neutropenia if present,|
monitor fluid balance, antipyretics,|

analgesics as needed)

Grade 2 CRS

Extensive
Hypotension: responds to fluids co-morbidities
or one low dose pressor i dgr 'age: No
g o ?

(I-)Iypom:a. rgtseondz t02<40 % O, ~Vigilant supportive care

rgan toxicity: grade (Monitor cardiac and other organ|

Yes function closely)

Grade 3 CRS
Hypotension: requires multiple
pressors or high dose pressors «Vigilant supportive care|
Hypoxia: requires 240% 02 | ————————p +Tocilizumab)|

Organ toxicity: grade 3, grade 4

e + corticosteroids|
transaminitis

Grade 4 CRS
Mechanical ventilation

Organ toxicity: grade 4,
excluding transaminitis

CIBMTR

CENTER FOR INTERNATIONAL BLOOD
& MARROW TRANSPLANT RESEARCH

ASTCT Consensus Grading?

Fevert not Ire *38°C >38°C =38°C >38°C
ELGLIMELIERGEL A with or without

other cause constitutional

symptoms

With either:

Hypotension not Not requiring Requiring one Requiring multiple

attributable to any P with or p

other cause without vasopressin  (excluding
vasopressin)

And/or#

Hypoxia not Requiring low-flow
attributable to any nasal cannula® or
other cause blow-by

Requiring high-flow Requiring positive
nasal cannula®, pressure (eg: CPAP,
facemask, non- BiPAP, intubation
rebreather mask, or  and mechanical
Venturi mask ventilation)

Lee DW et al Blood 2014
2Lee DW, BBMT 2018
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2014 Lee Grading'

ADING ASSESSMENT

Grade 1 CRS

TREATMENT

+Vigilant supportive care|
Fever, constitutional « Assess for infection|
symptoms (Treat fever and neutropenia if present,|
monitor fluid balance, antipyretics,|

analgesics as needed)

Grade 2 CRS ;
Ext
Hypotension: responds to fluids eHSE e
co-morbidities
or one low dose pressor or olider age? No
i o ?
gypox':a. f‘?f"_“"dz t°2<40 % O, “Vigilant supportive care|
rgan toxicity: graae (Monitor cardiac and other organ|
Yes function closely)|
Grade 3 CRS
Hypotension: requires multiple
pressors or high dose pressors “Vigilant supportive care|
Hypoxia: requires = 40% 02 —_— ~Tocilizumab|

Organ toxicity: grade 3, grade 4

o  corticosteroids
transaminitis

Grade 4 CRS
Mechanical ventilation

Organ toxicity: grade 4,
excluding transaminitis
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ASTCT Consensus Grading?

Fevert not Temperature >38°C  Temperature >38°C >38°C e ture >38°C
attributable to any with or without

other cause constitutional

symptoms

With either:

Hypotension not Not requiring Requiring one Requiring multiple
attributable to any P withor  vasopressors
other cause without vasopressin  (excluding

vasopressin)

Andlor®

Hypoxia not Requiring low-flow
attributable to any nasal cannula® or
other cause blow-by

Requiring high-flow Requiring positive
nasal cannula®, pressure (eg: CPAP,
facemask, non- BiPAP, intubation
rebreather mask, or  and mechanical
Venturi mask ventilation)

Lee DW et al Blood 2014
2Lee DW, BBMT 2018
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ASTCT Neurotoxicity (NT) Consensus Grading for Adults - @%Bﬁ)
effect Cell-Associated Neurotoxicity Syndrome (ICANS)

CELLULAR IMMUNOTHERAPY DATA RESOURCE

NT Domain Grade 1 Grade 2 Grade 3 Grade 4
Neuro-Assessment 79 3-6 0-2 0
ICE Score AND
One of the events below
Depressed level of  EaELCLS] Awakens to voice Awakens only to tactile stimulus Patient is unarousable or requires vigorous or
consciousness spontaneously repetitive tactile stimuli to arouse. Stupor or coma
N/A N/A Any clinical seizure Life-threatening
focal or generalized that resolves prolonged seizure (>5 min); or

rapidly; or Non-convulsive seizures Repetitive clinical or electrical seizures without
on EEG that resolve with intervention return to baseline in between.

N/A N/A N/A Deep focal motor weakness such as hemiparesis
or paraparesis
Raised ICP / N/A N/A Focalllocal edema with or without Diffuse cerebral edema on neuroimaging;
hemorrhage on neuroimaging Decerebrate or decorticate posturing; or Cranial

Cerebral edema nerve VI palsy; or Papilledema; or Cushing's triad

NT grade is determined by the most severe event not attributable to any other cause.

A patient with a neuro-assessment score of 3 who has a generalized seizure is classified as having Grade 3 NT.

A patient with a neuro-assessment score of 0 may be classified as having Grade 3 NT if the patient is awake with
global aphasia. But a patient with a neuro-assessment score of 0 may be classified as having Grade 4 NT if the
patient is unarousable.

Depressed level of consciousness should be attributable to no other cause (e.g. no sedating medication)

C I B M .I. Ra . Treg?ors and myoclonus associated with NT may be graded according to CTCAE v5.0 but they do not influence NT
grading.

CENTER FOR INTERNATIONAL 8L00D
AR, TRANSPLANT RESEARCH ee
)
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NT Domain Grade 1 Grade 2 Grade 3 Grade 4
Neuro-Assessment 79 3-6 0-2 0
ICE Score AND
One of the events below
Depressed level of  EalELCHS] Awakens to voice Awakens only to tactile stimulus Patient is unarousable or requires vigorous or
consciousness spontaneously repetitive tactile stimuli to arouse. Stupor or coma
N/A N/A Any clinical seizure Life-threatening
focal or generalized that resolves prolonged seizure (>5 min); or

rapidly; or Non-convulsive seizures Repetitive clinical or electrical seizures without
on EEG that resolve with intervention return to baseline in between.

Motor findings N/A N/A N/A Deep focal motor weakness such as hemiparesis
or paraparesis

Raised ICP / N/A N/A Focal/local edema with or without Diffuse cerebral edema on neuroimaging;
Cerebral edema hemorrhage on neuroimaging Decerebrate or decorticate posturing; or Cranial
nerve VI palsy; or Papilledema; or Cushing's triad

* NT grade is determined by the most severe event not attributable to any other cause.
+ A patient with a neuro-assessment score of 3 who has a generalized seizure is classified as having Grade 3 NT.
« A patient with a neuro-assessment score of 0 may be classified as having Grade 3 NT if the patient is awake with
global aphasia. But a patient with a neuro-assessment score of 0 may be classified as having Grade 4 NT if the
patient is unarousable.
» Depressed level of consciousness should be attributable to no other cause (e.g. no sedating medication)
C I B M T R . Treg?ors and myoclonus associated with NT may be graded according to CTCAE v5.0 but they do not influence NT
grading.
S MARROW TRANSPLANT RESEARCH Lee DW, BBMT 2018
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Neurological assessment tools for grading of

Neurotoxicity
ICE SCORE (IMMUNE EFFECTOR

CARTOX-10 (12) ENCEPHALOPATHY) ASSESSMENT
Orientation: Orientation to year, month, Orientation: Orientation to year, month, city,
city, hospital, President/Prime Minister of hospital: 4 points
country of residence: Naming: Name 3 objects (e.g., point to clock,
5 points pen, button): 3 points
Naming: Name 3 objects (e.g., point to Following commands: (e.g., Show me 2
clock, pen, button): 3 points fingers or Close your eyes and stick out your
Writing: Ability to write a standard tongue): 1 point
sentence (e.g., Our national bird is the bald  \yriting: Write a standard sentence (e.g., Our
eagle): 1 point national bird is the bald eagle): 1 point
Attention: Count backwards from 100 by Attention: Count backwards from 100 by ten:
ten: 1 point 1 point

CARTOX-10 has been updated to the ICE tool. ICE replaces one of the CARTOX 10
orientation questions with a command-following assessment. Scoring unchanged.

10 No impairment

7-9 Grade 1 Neurotoxicity

3-6 Grade 2 Neurotoxicity . . .

0-2 Grade 3 Neurotoxicity 0 with one of the additional events defined
in Table 6: Grade 4 Neurotoxicity

CIBMTR

CENTER FOR INTERNATIONAL BLOOD
& MARROW TRANSPLANT RESEARCH
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ICE SCORE (IMMUNE EFFECTOR

CARTOX-10 (12) ENCEPHALOPATHY) ASSESSMENT
Orientation: Orientation to year, month, Orientation: Orientation to year, month, city,
city, hospital, President/Prime Minister of hospital: 4 points
country of residence: Naming: Name 3 objects (e.g., point to clock,
5 points pen, button): 3 points
Naming: Name 3 objects (e.g., point to Following commands: (e.g., Show me 2
clock, pen, button): 3 points fingers or Close your eyes and stick out your
Writing: Ability to write a standard tongue): 1 point
sentence (e.g., Our national bird is the bald  \yriting: Write a standard sentence (e.g., Our
eagle): 1 point national bird is the bald eagle): 1 point
Attention: Count backwards from 100 by Attention: Count backwards from 100 by ten:
ten: 1 point 1 point

CARTOX-10 has been updated to the ICE tool. ICE replaces one of the CARTOX 10
orientation questions with a command-following assessment. Scoring unchanged.

10 No impairment

7-9 Grade 1 Neurotoxicity

3-6 Grade 2 Neurotoxicity i . .

0-2 Grade 3 Neurotoxicity 0 with one of the additional events defined
in Table 6: Grade 4 Neurotoxicity

CIBMTR'
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The ASTCT Mobile App

c Practice Guidelines
GENERAL

Indications for Autologous and Allogeneic
Hematopoietic Cell Transplantation: Guidelines
from the American Soclety for Blood and Marrow.
Transplantation

American Society of Blood and Marrow
Transplantation Guidelines for Training in
Hematopoietic Progenitor Cell Transplantation

YASTCT

Transplant

and Cellular THerapy
CONDITIONING REGIMENS.

Conditioning Chemotherapy Dose Adjustment in
Obese Patients: A Review and Position Statement
by the American Society for Biood and Marrow
Transplantation Practice Guideline Committee

Personalizing Busulfan-Based Conditioning:
Considerations from the American Society for
Blood and Marrow Transplantation Practice
Guidelines Committee

Practice Guidelines 1]

STEM CELL COLLECTION AND MOBILIZATION
Calculators and Algorithms B8 Optimizing Autologous Stem Cell Mobilization

Strategies to Improve Patient Outcor

Conserms Guiatves and Racomemendatérs
Presentations 9

Peripheral Blood Progenitor Cell Mobilization for
wtologous and Allogeneic Hematopoietic Cell
Transplantation: Guidelines from the American
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Indications for Autologous and Allogeneic
Hematopoietic Cell Transplantation: Guidelines.
from the American Society for Blood and Marrow
Transplantation

INITIAL PUBLICATION AUGUST 5, 2015 - LAST UPD)
3085 LAST REVIEWED AUGUST 6, 2015

DEFINITIONS

= Definitions for Classiying Indications

INDICATIONS FOR HET IN PEDIATRIC PATIENTS (GE.
B Leukemia/MOS

B Lmpnoms

B soidTumors

BB Nonmalignant Diseases

INDICATIONS FOR HCT IN ADULTS (GENERALLY AGE .
B LewemamosmeN

BB Plasma Cell Disorders

ASTCT

American Society for
Transplantation and Cellular Therapy |

HCT Comorbidity Index

Pulmonary Disease None
Prior Solid Tumor No
Heart Valve Disease No
Age 40 or older. No
RESULTS
Score: 5

Risk Level: High
Age Adjusted Score: 5
Age Adjusted Risk Level: High

About

The HCT-Cl was inftially designed using ciinical data
fiom 1055 consecutive patients treated with
allogenelc HCT from 1997 to 2004 at the Seattie
Cancer Care Alliance (SCCAFred Hutchinson Cancer
Research Center (FHCRC)[1] The index was validated
‘among patients transplanted at the SCCAIFHCRC, [2]
as well as other transplant institutions world-wide 3,
4,5] Multi-nstitutional valdation of the predictive
power of the HCT-C! s ongoing. The HCT-Cl was
shown tobe an importantdeciionmaking instrument
—

33
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GENERAL

Indications for Autologous and Allogeneic
Hematopoietic Cell Transplantation: Guidelines
from the American Soclety for Blood and Marrow.
Transplantation

American Society of Blood and Marrow
Transplantation Guidelines for Training in
Hematopoietic Progenitor Cell Transplantation

YASTCT

Transplantation and Callular Therapy
CONDITIONING REGIMENS

Conditioning Chemotherapy Dose Adjustment in
Obese Patients: A Review and Position Statement
by the American Society for Biood and Marrow
Transplantation Practice Guideline Committee

Personalizing Busulfan-Based Conditioning:
Considerations from the American Society for
Blood and Marrow Transplantation Practice
Guidelines Committee

Practice Guidelines [ ]
STEM CELL COLLECTION AND MOBILIZATION
Calculators and Algorithms B8 Optimizing Autologous Stem Cell Mobilization
Strategies to Improve Patient Outcomes:
Consensus Guidelines and Recommendations
Presentations [ ']

Peripheral Biood Progenitor Cell Mobilization for
Autologous and Allogeneic Hematopoletic Cell
Transplantation: Guidelings from the American
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Indications for Autologous and Allogeneic
Hematopoietic Cell Transplanta uidelines
from the American Society for Blood and Marrow
Transplantation

INITIAL PUBLICATION AUGUST 6, 20f5 - LAST UPDATED
'AUGUST 6, 2015  LAST REVIEWED AUGUST 6, 2015

DEFINITIONS

Definitions for Classifying Indications

B Levkemia/ MDS
[
B soldTumors

B NonmalignantDiscases

INDICATIONS FOR HCT IN ADULTS (GENERALLY AGE
B Leukemamos PN

B Plosmo Cell Disorders

-

ASTCT

American Society for
Transplantation and Cellular Therapy |

HCT Comorbidity Index

Pulmonary Disease

Prior Solid Tumor No
Heart Valve Disease No
Age 40 or older. No
RESULTS
Score: 5

Risk Level: High
Age Adjusted Score: 5

Age Adjusted Risk Level: High

About

The HCT-Cl was initially designed using clinical data
from 1055 consecutive patients treated with
allogeneic HCT from 1997 to 2004 at the Seattle
Cancer Care Aliance (SCCAVFred Hutchinson Cancer
Research Center (FHCRC){1] The index was validated
among patients transplanted at the SCCA/FHCRC, (2]
as well as other transplant insttutions world-wide (3,
4, 5] Multinstitutional validation of the predictive
power of the HCT-Cl s ongoing. The HCT-Cl was
shown to be an important decision-making instrument
e ehnnelan T T sarimaris fns

34
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Toxicity Outcomes Assessment —
May 2020 Data Freeze

cor)

CELLULAR IMMUNOTHERAPY DATA RESOURCE

Patients with at least the
first follow up: 3m

EEd

Recipients of commercial CD19 CAR T-cells: 2016-2020

CRS 71%
Complete grading
M information
N=1169
ICANS 45%

Complete grading
information
N=680

- EEx

HLH reported in 3 patients

ICANS: immune-effector cell associated neurotoxicity syndrome

STl -

20206 5H 7 —YEE

cor)

CELLULAR IMMUNOTHERAPY DATA RESOURGE

WIKEBERMDITAD—TY
TeiToIcBE 348

K

MARMDCD19 CAR THERZOLSETI> b 1 2016-2020

CRS 71%
SRRYV-T 0"
N =1169
ICANS 45%

FTERT V-7 U7
(3
N = 680

- EER

HLHE3 ADZBETIREINELE

ICANS: immune-effector cell associated neurotoxicity syndrome
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Lee DW, 2014 vs ASTCT Consensus Grading

QcorR)

CELLULAR IMMUNOTHERAPY DATA RESOURCE

500

400

300

200

100

CENTER FOR IN
AAAAAAAAAA

AAAAAAAAAAAAAA
sssssssssssssss

Grade 1

Grade 2 Grade 3 Grade 4 Grade 5
mlee 2014 mASTCT

ssher JDCHCT

* Lee 2014 and ASTCT consensus
gradings are generally similar.

» There is upstaging of patients with grade
2 according to Lee 2014 to grade 3
using ASTCT Consensus criteria
— Based on use of low dose or single

vasopressor agent

» Patients with other grade 4 organ
toxicities (excluding liver) are graded as
4 according to Lee 2014, even if there is
no hypotension or hypoxia. The same
would be grade 1 with ASTCT
consensus

37

Lee DW (2014) vs ASTCT 2>t>H2RY L—51>4CBRY

CELLULAR IMMUNOTHERAPY DATA RESCURGE

500

400

300

200

100

0

CIBMTR % O

CENTER FOR IN
AAAAAAAAAA

sssssssssssss

Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
mlee 2014 mASTCT

L)
JSHCT JDCHCT

« Lee2014£ASTCTOI I HYRIL—F14>
JE2ERBEFELILTVED,

+ Lee2014THL—R2ODBEO—EBH.
ASTCTI U HRBEZFER LIRS
L—R3(CPYTRT— I ENTVEY,

- (EFASFLEE—0REROERCED

« JU—-R4nfERsS M (FFEZRR) OBE
(F. (KIMEF(HMEBERENRVEETE.
Lee2014(CRE-TAILT L — RfflranZd.
BUCENASTCTA O HRADT L —R1TH
EE

38
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Distribution of manifestation by ASTC L
grading '

CELLULAR IMMUNOTHERAPY DATA RESOURCE

CRS Grade 2 (N=441) CRS Grade 3 (N=103)

Median Onset of CRS: 4 days (1-28d)
Median duration of CRS: 7 days (IQR 3-11d)

CRS resolution by 100 days: 94%
‘ ICANS

2%

= Hypotension =Hypoxia = Both = Hypotension =Hypoxia = Both
CRS Grade 4 (N=71) CRECE:D 9 (N
= Grade 1
= Grade 2
= Grade 3
= Grade 4
Grade 5
= Hypotension = Hypoxia = Both > = Hypotension = Hypoxia = Both
CIBMT R /..* © * One case with reported CRS as contributing cause of death, primary intracranial hemorrhage
o JDCHCT * One case with missing grading but CRS as a COD (case is being queried)

39

ASTCTIL—T 1> (CLBIEIRD TN

CELLULAR IMMUNOTHERAPY DATA RESOURCE

CRS Grade 2 (N=441) CRS Grade 3 (N=103)

CRSOFAEHIYE : 48 (1-28d)
CRSOEARBIOHIYE : 7H (IQR 3-11d)

' 100H&TOCRSEHE : 94%

EME = EREE @S wRME = EERE = @5
CRS Grade 4 (N=71) CRS Grade 5 (N=24)*
= Grade 1
= Grade 2
= Grade 3
= Grade 4
Grade 5
s {EME = {KEEZRAE 6I_ﬁﬁ . n KT R =S
C Pl /.“ C *FERDEREREL TCRSHREZ NI 16, EFMSEEAHM
fder  Incwcr *JL—FA I BRTEL TWBHCODEL TCRSABB1DDT—Z (F—A(FIBRHFTY)

40
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Industry-sponsored Projects
Project Sponsor Objective Timeline/Duration
Yescarta LTFU Kite Safety and efficacy outcomes (PASS) 07/2018
(Axicabtagene ciloleucel) N=1,500 (Completed 07/2020) Z 2 years of accrual

Diseases: NHL 15 years of follow up
Kymriah LTFU Novartis  Safety and efficacy outcomes (PASS) 08/2018
(Tisagenlecleucel) N=2,500 (Current N=1000) 5 years of accrual
Diseases: NHL and ALL 15 years of follow up
Under Development
Lisocabtagene maraleucel BMS Safety and efficacy outcomes (PASS)
N=1,000 5 years
Disease: NHL 15 years of follow up
Idecabtagene vecleucel BMS Safety and efficacy outcomes (PASS)
N=1,000 5 years
Diseases: Multiple Myeloma 15 years of follow up
Tecartus Kite Safety and efficacy outcomes (PASS)
(Brexucatagene N=500 5 years
autoleucel) Diseases: Mantle Cell Lymphoma 15 years of follow up
> G
CIBMTR . 2 Dg . Other projects: Jansen/Legend BCMA CAR T cell for MM,.
I oL o0 Ll [BEHET
41

Industry-sponsored Projects
E=E S AR>Y— =] F1L51> /HARE
Yescarta LTFU Kite TZEMEEIHEOFER (PASS) 07/2018
(Axicabtagene N=1,500 (2020%7R5T) B 2 HOFEE
ciloleucel) WS 1 NHL 15EMOTAO-TYS
Kymriah LTFU Novartis ZTEUHEEMIEOESR (PASS) 08/2018
(Tisagenlecleucel) N=2,500 (BRIEDON = 1000) 5 FR0FLE

#AS 1 NHLBKUALL 15EROTA0-7v7
FFEH
Lisocabtagene BMS TRMEBIEORER (PASS)
maraleucel N=1,000 5
#AS 1 NHL 15FEROTA0-7v7
Idecabtagene vecleucel BMS TEEEENEDIER (PASS)
N=1,000 54
AR SRIEEHE 15FEMOIA0-7vT
Tecartus Kite BZREEBEWHEDORER (PASS)
(Brexucatagene N=500 5%
autoleucel) BK : YU MVHIRaY > )CiE 15EROIAD-T7YvS
x O
‘ CIBMIR " (U zomorosist: jansen/Legend BCMA CAR T cell for MM,

42
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Roadmap for cell therapy
reporting:
How to avoid obstacles

e
< I B M T R The CIBMTR® (Center for International Blood and Marrow Transplant Research®)
is a research collaboration between the National Marrow Donor Program® (NMDP)/
CENTER FOR INTERNATIONAL BLOOD Be The Match® and the Medical College of Wisconsin (MCW).
& MARROW TRANSPLANT RESEARCH CELLULAR IMMUNOTHERAPY DATA RESOURCH

R aEREDO— RNy
& =Yz [0kt I 737K

e
< I B M I R The CIBMTR® (Center for International Blood and Marrow Transplant Research®)
is a research collaboration between the National Marrow Donor Program® (NMDP)/
CENTER FOR INTERNATIONAL BLOOD Be The Match® and the Medical College of Wisconsin (MCW).
& MARROW TRANSPLANT RESEARCH CELLULAR IMMUNOTHERAPY DATA RESOURCH
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Data Collected in the CT Registry Forms: o
Cellular Therapy Essential Data - CTED...~cam2..

Unique ID
Assignment and
Indication

Information prior to
Cellular therapy

Pre-CTED

Disease
characteristics, prior
treatment and

Disease
specific
insert

Indications Disease
[gull Classification

For example: acute
leukemia and NHL.

Product
information and
details on
manufacturing

Disease
specific
insert

Infusion

details, route .
and cell IUEEN

doses.

Product

Disease
response and
subsequent
treatments

Outcomes

Subsequent form
Neoplasm I

Post CTED

Event-
driven 3, 6 and 12 months
forms A o then yearly o
Pregnancies RN v-——-- @ o
. @~ [ )

CIBMTR' e £

CENTER FOR INTERNATIONAL BLOOD 7.

& MARROW TRANSPLANT RESEARCH ey JDCHCT

condition prior to CT.

45

CTLZANTA—LTIREENT—5 -
i aROERRT —4 - CTED

DATARESOURCE

CELLULAR IMMUNO'

HpaRER—Em
HS(CRID)RE. &
BEDOER

HRiaEEmiER
TRk

R ERIOER

CTOBETE @83 0% REES

SEADSEH. BERIEIRE
%%%Bflﬁﬂ] BIEDFFH
faf=
v
wEEs
ARUR é
e 3.6, 120A.
=l wosiEE S
or-i R~ - - — = — - { O
[ ) BEECE
» O
Jsher JDCHCT

CTRIDERBOFHL BTARS
JUIREE,
B : SHERMAESLIENHL

DR ISE
TOBRDEER

4

' CENTER FOR INTERNATIONAL BLOOD
& MARROW TRANSPLANT RESEARCH
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Cellular Therapy Essential Data Pre-Infusion
(Pre-CTED) Form 4000

CELLULAR IMMUNOTHERAPY DATA RESOURCE

* Recipient data

* Infusion history

* Product information

* Indication for cellular therapy

» Disease assessment prior to infusion
» Systemic therapy

» Comorbid conditions

This baseline form collects:

. [ )
CIBMTR % O

nnnnnnnnnnnnnnnnnnnnnnnnn USHCT JDCHCT

47

F4000 #lAZa%E wiErliaHk (CTED)

http://www.jdchct.or.jp/ctr/docs/ctr f4000 r6.0 20201027.pdf

CELLULAR IMMUNOTHERAPY DATA RESOURCE

| CON—RSA2TA- LA TFZINELET:
o« BET Y
o BREREME
o KB
o fHAZERDEIL
o FLERIDIR DT
s EEEK
o HIFRE

. D,
CIBMTIR % O

& MARROW TRANSPLANT RESEARCH ISNCT JDCHCT

48
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Name of product T

QcorR)

» The name that is reported on the F4000 is auto-populated to the other forms
» Name of product is used to disable questions on the forms
F4000

Name of product
] Tisagenlecleucel (Kymriah®) F4003

0 Axicabtagene ciloleucel (Yescarta®)
O Lisocabtagene maraleucel (brand name will go here when approved)

O Idecabtagene vicleucel (brand name will go here when approved)
[ Other product — 49, MRE > F4006

CIBMTR o O

ooooooooooooooooooooo
AAAAAAAAAAAAAAAAAAAAAAAA ShCT JDCHCT

O FHFAEIFLIT®)
0 FHShTH5> 200 CI{LIRDLI®)
0 WhFss> 3504t

;\ ;m;:;; Eo0qe F 4 1 O 0
[;Hlm'ﬁ“i

50. EDMOMBERMLTIEEL :
D,

49

» FA000 TIRESNDERIE, MBOTA—LAICEBAIIENTT
il IA—LOBRZENCTBHMERENTT

F4000
Name of product
] Tisagenlecleucel (Kymriah®)

O Axicabtagene ciloleucel (Yescarta®) F40 0 3

O Lisocabtagene maraleucel (brand name will go here when approved)

O Idecabtagene vicleucel (brand name will go here when approved)

[J Other product = 49, m@%

s100 corR)

CELLULAR IMMUNOTHERAPY DATA RESCURGE

CIBMTR % O

0 FHFAIM(EKFLIT®) > F4 0 0 6

0 FHZHTH5> 2001 EIAIRADLI®)
0 YwhT9z1s 3504t
O A7h7551> Esnfei

[ﬁﬁmm F4100

(o[ [ |
50. TOMOMBERBWLTEEL :
D,

ssher JDCHCT

50
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Indication corRY

CELLULAR IMMUNOTHERAPY DATA RESOURCE

» What was the indication for performing treatment with cellular
therapy?

—Malignant hematologic disorder -> complete Disease Classification Form
2402

What was the indication for performing treatment with cellular therapy? 58. MBLRE TOBGAERRIRL TEEW
[J suboptimal donar chimerism (post-HCT) - Go to question 94 0 FF=-81FZTA0F+a ks (EmamRiib)
[J immune reconstitution (post-HCT) - Go to question 94 [0 REBEE (Sm\Rsmd)

GVHD &t (MR i)
BEOMAEE Form2402 CERELTIZN

[J GVHD treatment (post-HCT) - Go to question 94
[ Malignant hematologic disorder — Also complete CIBMTR Form 2402 - Go to question 68

[ Non-malignant disorder — Also complete CIBMTR Form 2402- Go to question 94 [ FEWEEE Form2402 CHRBLTEEZW

[J Solid tumor - Also complete CIBMTR Form 2402 - Go fo ion 94 [ EfEEE Form2402 [CERELT(EZL

[J cardiovascular disease - Go to question 50 0 DmEEE — B 59 i, 5 60 A
[0 Musculoskeletal disorder - Go to question 50 0 BHEEREE — HE 59 TRmk. mEe3 A
[J Neurologic disease - Go to question 50 [ #iEsE - F 59 2. 5 65 A

[J Ocular disease - Go to question 50 [ BB&EE - M 59 Rk, MM e7 A

[J Pulmonary disease - Go to question 50 O EE — §EE 59 k. 56k 68 A

[ Infection treatment - Go to question 50 [ BREDAR — K 59 2. fr 70 A

[ Other indication - Go to question 50 TOMOEGE — FH 59 EREE. 558 69 A

CIBMTR % O

CENTER FOR INTERNATIONAL BLOOD

& MARROW TRANSPLANT RESEARCH ShCT JDCHCT
51
. . CIDR
N
L IlJ\ E CELLULAR IMMUNOTHERAPY DATA RESOURGE
BOE(CL DA 2T O DEMIEIFA TUIH
- FHREE(C BB ZAT DI OMESE (XAl TUTEh ?
IS — > RS A~ 124028 A7)
—_— ~ I —_ p—
MRFBMERE — > IR DFATA— 12402
What was the indication for performing treatment with cellular therapy? 58. MIGARE TOEMETRIRL T 2L
[ suboptimal donar chimerism (post-HCT) - Go to question 94 0 FF=BFAZLNF+ 300 (EmaRIEEE:)
[J Immune reconstitution (post-HCT) - Go to question 94 [0 fREEmE (SmdaistEs)
[J GVHD treatment (post-HCT) - Go to question 94 [ GVHD &% (i&msraisHhi)
[J Malignant hematologic disorder — Also complete CIBMTR Form 2402 - Go to question 68 U BEoMAEE Form2402 [CEREBLTEZV
[J Non-malignant disorder - Also complete CIBMTR Form 2402- Go to question 94 [ FFEIHEE Form2402 CERELTEEL
[ Solid tumor - Also complete CIBMTR Form 2402 - Go fo ion 94 [ EfzEEE Form2402 ICERBL TR
[ Cardiovascular disease - Go to question 50 O DmEEE — MM 50 ZREE, MM 60 A
[ Musculoskelstal disorder - Go to question 50 HEEREE > HME 5o 2Rk mMe3 A
[J Neurologic disease - Go to question 50 O #WEEE — FH 59 ZIRWE. 58 65 A
[ Ocular disease - Go to question 50 [ BEE — 50 59 Rk, 8 67 A
[J Pulmonary disease - Go to question 50 [ MEE - FM 59 kR, i 68 A
[J Infection treatment - Go to question 50 0 EdE0aR — HEE 59 #iR. El 70 A
[ Other indication - Go to question 50 [ EOfMOEEE — FH 59 Rk, 5K5H 69 A
. @ D,
CIBMTR' e €.
CENTER FOR INTERNATIONAL BLOOD )
& MARROW TRANSPLANT RESEARCH A JpCHCT
52
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. CIDR
Form Dependencies ( )

When a F4000 is completed, you can expect:
» 4003 for every product reported

« 2402 if the indication is malignant/ non-malignant/ solid
tumor
—Disease forms

» 4100s according the appropriate follow up schedule

oooooooooooooooooooooo
sssssssssssssssssssssss

53

T~ LOARAF B RS 24

FA000W'5ERk I 5E . LUFHMERRENET -

o IRESNEIRTOERGICDONT4003

« WICEN RS/ FER G/ B IEREDZ S (32402
— REIA—A

« BYIRIAO—TYI RIS 1—)UICHESTZ4100

oooooooooooooooooooooo
AAAAAAAAAAAAAAAAAAAAAAAAAA

54
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Upcoming revisions F4000

CELLULAR IMMUNOTHERAPY DATA RESOURCE

~

» Added country of primary residence
Added new product names
* Removed NMDP Donor ID (all forms)

* Move height/weight from 4006

 Asking for total prescribed dose of LD therapy
Added Hematologic Findings Prior to LD Therapy section

Added question asking for HIV status

CIBMTR Yo y
/0
CANTER FOR INTERNATIONAL 810D K
AAAAAAAAAAAAAAAAAAAAAAA A JpCHCT

Moved the infection section into the Indication section
* Removed Disease Assessment at Last Evaluation Prior to CT section

55

SEOLIETF4000

CELLULAR IMMUNOTHERAPY ARESOURCE

L)

« FBEEEZEN

« FTLLRRZBZEN

« NMDPRF—IDZHIBR (FRTOIA—L)
« BRI BISIEDT ISV ICFEE
- CTHIDZKE AERRIFTHIIE B ZH bR

« FA006NSE R/ HE%ZIZE)

* LDESEDFILTS E1RFRMIEN

« LDESADHIOMARFHIPT RZENN

« HIVDIREEZ B 15 E R ZEN

CIBMTR % (&

CENTER FOR INTERNATIONAL BLOOD
& MARROW TRANSPLANT RESEARCH

JSHCT JDCHCT
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RAPY DATA RESOURCE

Cellular Therapy Product Form 4003. <

The product form collects:

* Product identification (source type)
* Collection procedure

» Manipulation (CAR construct, genetic
manipulation)

* Product analysis

| Complete for each product

CENTER FOR INTERNATIONAL 800D /

nnnnnnnnnnnnnnnnnnnnnnnnn B ESRCT JDCHCT

57

F4003 #flifg/am&m

httD.//WWW.1dchct.0mp/ctr/docs/ctr f4003 r3.0 20200512.pdf SELLULERS MANGTHERARY, DATA RESOURCE

RommIA— LI TF2INELET .

o HiRREEEROMAHEIR

o TRENG A

o HARAREMR(ICXT I BIRMF
o HFLAEERICXT T2

|§~% mCEllTE T |

. D,
CIBMTIR % O

& MARROW TRANSPLANT RESEARCH ST IJDCHCT
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Product Form 4003 for KYMRIAH . €CEBRY

* When ‘KYMRIAH' is reported as the product name, several
questions on the form will be disabled / greyed out
—Where was the cellular therapy product manufactured / processed?

—Were the cells in the infused product selected / modified / engineered prior
to infusion?

—Was the product manipulated to recognize a specific target/antigen?
—Was transfection efficiency done?
—Was viability of cells done?

®cemMrR 2 O

oooooooooooooooooooooo

AAAAAAAAAAAAAAAAAAAAAAA JsheT JDCHCT

59

F4003 FAUTDIHRE RC DO

« HmBELTIFLV7 INRESNDE. TA—L EDOVON DB
16/ —FRRENET

— HREERmEETTRIG/IITENELEN ?
—EnESNEEHmOMIRE, BOERIOER/ZE/IRIEESNELEN ?
— BRITFEDYT—IY N MRZFEHKT DLITRIFENE LD ?
— 52 RT3V NFRIGERMSNEUIN ?

— MREDEFRLZERINELD ?

@®ciBMTR @)

oooooooooooooooooooo
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: CIDR
Form dependencies ()

When a F4003 is completed, you can expect
*4006 for every infusion of that product

&ceMirR 2 O

CENTER FOR INTERNATIONAL BLOOD
GMARROW TRANSPLANTRESEARCH  ssmeyr  |DCHCT

61

Jt— LRI IR B

F4003h'5emkd 5L LU HERENE T
« TORMOEELIC4006

cccc FOR INTERNATIONAL BLOOD

®cevmr 2 O

i Feder  IDCHCT
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Upcoming revisions F4003 (C'DR)
» Added question to capture if product was out
of specification

» Added more options for Tissue and Cell type

» Added Daiichi Sankyo as an option for
company
* Reformatted and updated the manipulation

section
®cCiBMTR S @)

rrrrrrrrrrrrrrrrrrrrrrrrrrr

63

S 1%OMETF4003 @Ry
FRRNET (00S, Out of spec) NEIHZIE
1Z I BcHDERIZIENN
o R - %Hﬂﬂ@@iﬁ@%ﬁﬂﬁ%Lbﬂ
c PEZDIEIRIREVTE—=HZIENN
HHRIRVER D3> OB AERREEH

ooooooooooooooooooooo
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Cellular Therapy Infusion Form 4006. 8220

The infusion form collects:

* Product IDs

* Infusion date and route
* Number of cells

* Concomitant therapy

| Complete for each infusion |
: B
CIBMTR % O

65

F4006 fliig/ e mOE+

http://www.jdchct.or.jp/ctr/docs/ctr f4006 r4.0 20200512.pdf CELLULAR IMMUNOTHERAPY DATARESOURCE

FEIA— AL T ZURELET

o RmID

o BLEREFRES
o HHFBER

o HAEE

| s@rcucET

CIBMTR Io @
fet A Lo B ;/.o
JSHCT ‘

66

33



2020/11/25@Cellular Therapy
RegistryiiBB< (Webinar)

Infusion Form 4006 for KYMRIAH

QcorR)

CELLULAR IMMUNOTHERAPY DATA RESOURCE

 The identifier for the Kymriah product should be reported as

“Batch Number”

Specify any identifiers associated with this cell product:

COMREMURCMHTS. HRESHERBLTEZL,

2. @RS ID
2. Cell product ID — O @wyE
> BRAARY:
[ Yes 3. CellproductiD;_____
O No
= 3. #@RN&RID:
4.  Batch number
4. \yFE=
0 Yes 5. Batch number: — O
O Ne ] WA/
§:  Letnumber > 5 wFEe
0O Yes ™| 7. Lot number:
O Ne 6. OYMES
O @dwa
[ WD/
> 7.0yMNES :
. @ [ )
CIBMTR % (
CENTER FOR INTERNATIONAL BLOOD K3
W ARROW TRANSPLANT RESEARCH Vsher JDCHCT
67
F4006 FLU7DIBE Y CLD
} 0) 7w_ ':l CELLULAR IMMUNOTHERAPY DATA RESOURCE
P RBOBRIFE. [\FES LU TIRET L ENHD
« T AV7HEOFERF (. [)\yF 1EUTERE I DB HDFT
Specify any identifiers associated with this cell product: COMBERNRACHTS. NRESHERBL TN,
2. @Rasts ID
2. Cell product ID — O &wysE
> AATAVYE: §
0 Yes 3. CellproductiDi_____
O Ne
> 3. #{RMRID:
4.  Batch number
4. K\yF 8BS
O ves 5. Batch number: — O @BwE
O No ] O/
6: Lotnimber > 5. JwFEe
O ves * | 7. Lot number:
[ No 6. OYMES
O @we
O W/
> 7.09NES :
® )
e
..
JSHCT JDCHCT
68
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Collection of Product information

CELLULAR IMMUNOTHERAPY DATA RESOURCE

tisagenlecleucel jmarts s The Registry will collect batch
Suspensionfor IV numbers into the database.

OKYMRIQH" et

W}g;lvwm;msogwm wamﬂmm;:;";;? Batch number can be found

vawm rved in: 31.25% (v/ /JMP{asma L;.!z A JI 25!6 (V) of 5% Dextrose/0.45%
sodium chloride, 20% (v/v) of 25% HSA, 10% (v/v) of 10% Dextran 40 (LMD)/5% Dextrose

and 75% ) D s
Storeats - m‘&nwmnﬁwﬂm Name: Jane Doe Name hne Dw
Properly identiy ntended recipient and product  DOB: 01-JAN-1952 "
Bgﬂﬂ:lﬁ!ltmﬂﬂw ing filter Aph ID: AEC\ZJO.‘)GHQTUWXX
Not evaluated for infectious substances g DOB' 01 .Jm.1 952
Mid. by: IlmtluPnnmummlsCmpm .
o e @‘ For o a0
e Aph ID: ABC12345678910X0000(X
.
Uy NOVARTIS swennts ©Hoats & “ ||| ‘

%' . 01-JAN-2019

Batch number is Novartis’ line back to the manufactured patient product

. [ )
CIBMTR % O
W ARROW TRANSPLANT RESEARCH W ST JDCHCT
69
R IEROINE
K D D ﬁ 0) N~ CELLULAR IMMUNOTHERAPY DATARESGURGE
tisagenlecleuce :xm?n’r”““u;:‘ Acnly NyFESEIRELTVET
VKYMRIAH" E:‘,':m“:"..m““‘ : =
— JYFESEFIITRHSINTVET
‘ Target Twal Volume 10mL-50mL per bag Dispense with Modlcaqon Guide
“ ‘ maﬂaﬂﬁ pvescnhng n!almatm Dose mav besusmdud in1 or more infusion bag(s)
M R e, '
s By Name: Jane Doe

uomx:ﬁ”fa‘: J mn Aamzwmmm -

| e DOB: 01-JAN-1952

| :l : :‘ : 1&%«%@“ s«m um) e e

SN =T Aph ID: ABC 1234567891 0XXXXXX
%. 01-JAN-2019
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QcorR)

Collection of Product information

CELLULAR IMMUNOTHERAPY DATA RESOURCE

kilogram) contained in the product

* Report the total number of cells (not cells per

administered

Report the total number of cells (not cells per kilogram) contained in the product administered

18. Total number of cells inistered

ASUERSLSFNIRARBERBLTEZY (FOIY5LABEDOMBETRBEVEEA) o
18. ISEh M
— O EBsF-580

O Known ————————»

19. Total number of cells: ¥ x10
] Unknown

ES

> 19. iSHERREY : . x10

20. Lymphocytes (unselected) administered

(13360 2 £ T) iz
20. UZJGR (FBRIR) ORS
— O @&waE

DYES —_——

On 21. Total number of cells: . x10__
(o]

JSHET JDCHCT

VWA/R

> 21. SR : . x10
Clhae 2 rxT) (W)

HmBHOUNE

cor)

CELLULAR IMMUNOTHERAPY DATA RESCURGE

Report the total number of cells (not cells per kilogram) contained in the product administered

18. Total number of cells administered

cFESEINERmICETENSMREOFEE (RE(F0
JSN)BIZDOMRETERL) ZHRETD

D Known ——»

[ Unknown

19. Total number of cells: . x10

20. Lymphocytes (unselected) administered

[ Yes ———>
On 21. Total number of cells: ¢ x10
(]

@ [ )
% O
JSI:‘CT J DCHCT

RSLERSCSZNIERBERBLTEEL (FOJ5LSENOMRBTRHIELEA) .
18. @SSh M

O ES7-580
| 788
L 19. iSMERRE : . x 10
(e 2 8 T) (%)
20. UG (JBRIR) OoRS
— O e
L/
> 21. RN : . x10
(e 2 672 T) (|
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Upcoming revisions F4006

CELLULAR IMMUNOTHERAPY DATA RESOURCE

» Reformatted the product ID questions
» Reformatted the cell dose questions

®csvirR 2 O
73
= cor)
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Post-CTED Form 4100

CELLULAR IMMUNOTHERAPY DATA RESOURCE

 Survival

» Subsequent infusions (CT and HCT)

* Response to therapy

* Toxicities, GVHD, and new malignancies
* Persistence of cells

This follow-up form collects:

o)

JDCHCT

CERTER Fom NTERNATIONAL BL00D /,o
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F4100 HARZaEIAO—T7YT

http://www.jdchct.or.jp/ctr/docs/ctr f4100 r5.0 20201027.pdf

CELLULAR IMMUNOTHERAPY DATA RESOURCE

o« &7

o ZO&DEHLE (CTBLUHCT)

o SEBEADK G

o . GVHD. BLUFTREMIEE
o fRROIFHTIE

COIAO—7YT IA—AFLATFZURELFT :

s o)
& MARROW TRANSPLANT RESEARCH
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Post-CTED Form 4100 CGBRY

* Name of product
—Auto-populated from F4000
* Best Response
—Leave blank because Kymriah infusion will also have disease
specific forms
* New malignancy
—Complete a form 3500 for each new malignancy

77

RIAEE T AD— 7y 74100 @Ry
o RIGH
—F4000Q 5 EHEIA LD

- REXR
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ZADFXICLEFT

« FILVERMERES
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Post-CTED Form 4100 CGBRY

» Were tests performed to detect persistence of the cellular product?

— answer should be ‘no’ (no commercially available assays at
the moment.)

* Toxicities:
— Cytokine Release Syndrome and Neurotoxicities (ICANS)
— Hemorrhagic Stroke
— Grades 4 organ toxicities
— Hypogammaglobulinemia
— Infections

* Pregnancy

—Complete a form 3501 for a reported pregnancy

@®csmMrR 2 G
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CRS Fields in Follow up Forms

CELLULAR IMMUNOTHERAPY DATA RESOURCE

| 90. TOMOER |
i 0 B :
L ’ O Laa/m i
77. BREEALIEIC, 2 83. %# (= 100.4°F k2= 38° C) i O e 1
0 B i !
o lllﬂfﬁ - FM O LnA/m !
0 Lna/m - & S| 99. Y4 bhA VEHAERBH M ELELED 2
0 3Wha
78.BBRRcnET CSA®EE / / (YYYY/MM/DD) 0 LN/
] 85, MBEBELTBEME
0 Lnz/m O 100. BEE /[ (YYYY/MM/DD)
[ 0 LA/
1
79. 858 : _ B
> 86. REE /[ (YYYY/MM/DD)
80. HBMERMLEL
= (M CHL TRELZEMERMLTEEL «
o - G
(A2 -] o e > 94, RER / / ( YYYY/MM/DD )
2 E:\‘i:m 95. RUEMS EOMBHISEHELT SENRE (FI02 >40%)
. — 0 @y
1 788 O L/
88. PIEM S
— I 3w
G i L 96. R / ! { YYYY/MM/DD )
oM 97. BERKCSSFRMBFSECLES 2 (CPAP, BIPAP, I, 55T IEANRAK)
89, LU TREME RAL R EIMELRL TR0 et
01@ ‘,' s
. 0 28tk ‘
CIBM,{, ™ o8, pssEl /I (YYveMMDD)
£ VARROW TRANSPLANT RESEARCH ToTom mET mmpemmm e mmme o mem—
| 90. TofEOER i
L0 A i
___________________Irm oo owam
77. BRBEELUEIC. 8 53 %M (= 100.4°F #£i= 36° O) [ & |
o |
ST | R |
O wni/m - B/ | o5 [ 99, 4 M S BUHTERBNEN KU ?
Loz 0 3wWE
78. @WERchEe  CSMREE_____/_/___ (/mMm/oD) - 0 LR/
n o
0 BwHa 85. AMELEL T SEME =
O LWE/8R O waE 100. E{EB f— [/ (YYYY/MM/DD)
[ g ;«:m 93. BEM
79. 888 : __ — O @y ..
>86.BEE [/ (YWYMMODD) ‘,',':;””
80. HMERMLEL
- ML TR AR R TR ©
O BwE - 7. BIAN > 94. REE / ! ( YYYY/MM/DD )
' :—| [»i:\‘{:m 95. BEML EOMBMISEHBLTSEWRT (FI02 >40%)
. — O vy
0 e 8 ORI
88. RER S
— 1 3uwA _
Snles > 96. SR ¥ ( YYYY/MM/DD )
Y

CIBM.
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89. AWML TR EMEEALEEBERIRL TR
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0 2@EsE
1 7Ry
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97. BERSKCLIMRMBIBETLER? (CPAP. BiPAP, I, LU HINMEK)
0 @uE

O LAE/m
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ERLTY 108. BEOLARRRLTEEL
ot i prpadihiarising 116, KEFSIE- FENAR: EOVOM tomOmEREN
~ fra)
dU/H - FE 102~131A BUNITRETS i 125. tomOER
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waz/m 111, REE (RENE)
2 110, 50 126, BB ! I (YYYY/MM/DD)
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A iz woaym PR TRRLR I RBL TR ©
- E 129, SRERMLILED 7 (MHBRCOVT)
112, ThILRA o
106. BEAIPUFATLR ? (CARTOX-10, ICE 22) Py 120, m wu/m
10 LR/ iy
s R wam 130, WEBRCHLTENL TR : (ST WRLTCERL)
8 k] RTAPAE
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FELETTIZNA 123, W
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. CIDR
Form dependencies ( )

When a F4100 is completed, you can expect

» 2900 if a death is reported
—Will remove future 4100s

» 3500 if a new malignancy occurred
« 3501 if a preghancy occurred
* 4000 if a subsequent CT infusion is reported
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. . CIDR
Upcoming revisions F4100 ( )

» Added questions to capture subsequent ANC decline

» Reformatted current hematologic questions

» Updated B-cell aplasia questions

* Added new questions to capture therapy given to prevent
CRS/Neurotoxicity (ICANS)

» Added question to collect doses of Tociluzumab given to treat CRS

» Reformatted toxicity section

» Added question to capture MAS/HLH

@ceMR % O
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- IRTFEOMRFIIBEE OB

- BifgZp A2 (CRAT 2ERIIEEDES

- CRS /f##%5 (ICANS) OFMHEEAICEIZHMUVERIEE%E
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Subsequent Neoplasms Form 3500 .. S22

This form collects:

* Post-therapy neoplasm
type and diagnosis date

* PTLD testing (when
applicable)

CIBMOTR
89
F3500 ¥rfcid4rEiE (ZiXE) ,
http://www.jdchct.or.jp/ctr/docs/ctr f3500 r1.0 20200512.pdf CELLULAR INMUNOTHERAPY DATARESOURCE
CDITA—=LFL TFZYRELFT :
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Two ways to report a subsequent neoplasm

+ F4100 RS Q33 “did a new « Create an unscheduled
malignancy disease occur form 3500
that is different than the — Can be completed on
disease for which the cell demand
therapy was performed?” = prmsymmmrm—
— If ‘yes’, complete a F3500 o, S |

- Option for previously | [ Form #3500 (R1.0) - Subsequent Neoplasms v]
reported if the 3500 was

completed on demand prior O » CresteNow | _ » Cancel |
to completion of the 4100
O [Z4—2 #3500 (R10)- i BEEE (CXE) v
gg‘!mB‘MmQIEBD - L S
91
— +NdHa | = 4 N
B S 7RSI BD2DDHE
. Fé} 100 R5 Q33[ LA s FENDITA—LEVERKT D
ZATOIIREBE(EERDHI 3500
REMHRENRELZLLN, EEERTEET
?
—[FVW]DZBE. F3500%25% TS
t’-asa_ EmDiDane- 20171101
- F41000);+ETET](:‘ FBSOO;& | ‘Fnrm#BSéD(R1 D) - Subsequent Neaplasms v]
SV EERGE. [CNFTICER
%éntb\éjﬁigTRb_C<E‘éb\ O ‘ » Create Now J » Cancel _|
———
O [Z4—1 #3500 (R1.0) - FREERE (ZRE) bl ||
gﬁlm‘%ymo:[sa > {ERL J > Fr>tl |
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Pregnancy Form 3501 R1

CELLULAR

IMMUNOTHERAPY DATA RESOURCE

This form collects:

* Pregnancy outcomes
* Can be made due on demand

Cl BWI\N'IWTR
93
F3501 R1 #HIRIA— Ly
http://www.jdchct.or.jp/ctr/docs/ctr f3501 r1.0 20200331.pdf CELLULAR INMUNOTHERAPY DATARESOURCE
CDITA—=LEILTFZYNELET :
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Two ways to report a pregnancy

* F4100 R5 Q185/186 “was * Create an unscheduled form
the recipient or recipient’s 3501
female partner pregnant in
the reporting period?”

— If ‘yes’, complete a F3501 Create Unscheduled Form

— Option for previously
reported if the 3501 was
completed on demand prior
to completion of the 4100

— Can be completed on demand

(o] — |
O Event Date: 2016-07-26

Form #3501 (R1.0) - Pregnancy Form

» Create Now | » Cancel

ATIa1—NANDIA—LEFR

(S11% I—
A~R>»hH: 2018-05-05
O | [ZA—4#3501(R1.0)-FEIx—L vl
CIBMTR ' >R ) oAl )
95
— Vo d N
TRz RS9 52DDF7E
+ F4100 R5 Q185 /186 [ s FEIMNC3501%1ERKT D
ARERERARIOVITNHDEF — WEIFRTEET
M T BAJFIRLTOEL
feh? (ZH(CBRS) |
- M3V DIBE, F3501%5% T2
gEs e
- F410005 T HIIC. F3501% ) ‘
S TERRIBA, [CNFTIH Gty TR ER T z
HFINTVBIZIEIRL T  Create Unschec
| [ T L 5 % 4|
5 L |
Form #3501 (R1.0) - Pregnancy Form
_*CreateNow | _ » Cancel
CIBMTR
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. o CIDR
Upcoming revisions F3501 ()

» Added questions to identify if form is recipient
or recipient’s female partner
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Summary (C'DR)

* The CT Registry is actively enrolling patients and
expanding its infrastructure.

» Accrual is mainly driven by industry-sponsored
studies, which are helping to disseminate this
resource among treatment centers.

* Center participation is helping with ongoing
improvement of data collection

* There are unique aspects of CAR T cell that are
important to focus for optimal data collection

@cBMIR 2 O
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