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1 Cuwgw

Common ablative (3lw esbel J gena sl (2351 0 slods Jgu>

Regimen Disease states treated Comments
Cy +ATG +/-TBI Aplastic anemia TBI added for unrelated donors
(URD)
tBu-Cy AML, ALL, CLL, CML, NHL, The busulfan exposure target varies by disease which is
MM, MDS, Non malignant hematologic disorders| attained by pharmacokinetic monitoring
Cy-TBI AML, ALL, CLL, NHL, MDS -
BEAM NHL, HD, MM -

Cy cyclophosphamide, ATG antithymocyte globulin (equine), tBu targeted busulfan, AML acute myelogenous leukemia, ALL acute lymphocytic
leukemia, CML chronic myelogenous leukemia, CLL chronic lymphocytic leukemia, NHL non-Hodgkin’s lymphoma, HD Hodgkin’s disease, MM
multiple myeloma, MDS myelodysplasia, BEAM carmustine, etoposide, cytarabine, melphalan

Common RIC (s5ke esbel J sans (sla o5, 20 slods Jgu>

Regimen Disease states treated Comments

Bu-Flu AML, ALL, CLL -

Bu-Flu-TBI AML, ALL, CLL -

Flu-Mel NHL, MM -

Flu-TBI AML, ALL, CLL -

TBI-200 cGY AML, ALL, CLL More rapidly paced disease may require more aggressive therapy.
This is considered a nonmyeloablative regimen which is the least
intense of the RIC regimens

Flu-Cy-R NHL, CLL -

Flu-AIK- ATG PID -

AML acute myelogenous leukemia, ALL acute lymphocytic leukemia, Bu busulfan, CLL chronic lymphocytic leukemia, Flu fludarabine, Mel
melphalan, NHL non-Hodgkin’s lymphoma, R Rituximab, RIC reduced-intensity conditioning regimens, PID: Primary immunodeficiency disease

, ALK: Alkeran
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Regimens

Disease states treated

Comments

Flu-TBI (ablative)

AML, ALL, CML, MDS, NHL

used for adults

Engraftment occurs approximately 2-3 weeks later than
with other stem cell sources. Dual cord blood units often

Cy-Flu-TT-TBI

AML, ALL MDS

Dual cord blood units often used for adults

Cy-FIlu-TBI

AML

TT-Bu-Flu-rATG

AML, ALL, NHL, CML, MDS

Single cord blood unit used for adults and children

BU-CY

AML, ALL, CML, thalassemia, ...

AML acute myelogenous leukemia, ALL acute lymphocytic leukemia, Bu busulfan, CML chronic myelogenous leukemia, Flu fludarabine, MDS
myelodysplasia, NHL non-Hodgkin’s lymphoma, TT thiotepa, rATG Thymoglobulin® (rabbit)

S b 3 g8 A2 2> w5 Aol Jgu

Agent

Risk

Antiemetic regimen

Comments

Antithymocyte globulin

Low

None needed

Other premedications required

Ondansetron 8 mg PO Q 6 h or 24 mg PO

Dexamethasone 20 mg daily with
once daily ondansetron no

cyclophosphamide is given plus 1
additional day or fosaprepitant once on
first day of cyclophosphamide

Busulfan Moderate to high daily dexamethasone required for every
6 hour busulfan dosing
. . Ondansetron 24 mg PO or 8 mg IV prior| Dexamethasone 20 mg daily with
Carboplatin High to first daily chemotherapy dose each daily ondansetron
Carmustine High On(.jansetfon 24 mg PO or 8 mg IV prior Dexamgthasone 20 mg daily with
to first daily chemotherapy dose each daily ondansetron
. Ondansetron 8 mg PO daily. 16 mg (8 mg| Dexamethasone 8-12 mg daily
Clofarabine Low 1V) if other chemotherapy agents given | with each daily ondansetron
Ondansetron 24 mg PO or 8 mg IV prior
to first daily chemotherapy dose.| Dexamethasone 20 mg daily with
Cyclophosphamide High Consider adding aprepitant each day|each daily ondansetron. Dose

adjust dexamethasone if aprepitant
used

Cytarabine

Low (< 1000 mg/ m?/day)

Ondansetron 8 mg PO daily. 16 mg PO (8
mg V) if other chemotherapy agents
given

Dexamethasone 8 mg daily with
each daily ondansetron
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Etoposide

Moderate to high

Ondansetron 24 mg PO or 8 mg IV prior
to first daily chemotherapy dose

Dexamethasone 20 mg daily with
each daily ondansetron

Fludarabine

Low

Ondansetron 8 mg PO daily.16 mg PO (8
mg 1V) if other chemotherapy agents
given. If only agent used that day may
substitute 10 mg prochlorperazine for the
ondansetron

Dexamethasone 8 mg daily with
each daily ondansetron

Melphalan

High

Ondansetron 24 mg PO or 8 mg IV prior
to first daily chemotherapy dose.
Consider adding aprepitant each day
melphalan is given and for one additional
day or fosaprepitant once on first day of
cyclophosphamide

Dexamethasone 20 mg daily with
each daily ondansetron. Dose
adjust dexamethasone if aprepitant
used

Total body irradiation

High

Ondansetron 8 mg PO prior to each
radiation fraction

Dexamethasone 20 mg daily with
the first daily ondansetron

Thiotepa

High

Ondansetron 24 mg PO or 8 mg IV prior
to first daily chemotherapy dose

Dexamethasone 20 mg daily with
each daily ondansetron

Ondansetron is interchangeable with granisetron at equivalent doses.Palonosetron and dolasetron dosing for optimal effect is unclear
Lorazepam 0.5 mg PO/IV should be offered if needed prior to each day’s first chemotherapy dose

S 53l sl g (3l olel (a5 53 Glays e (sLag,l 553 5o sled Jgu

Agent

Dosing

Dose  adjustment for renal

insufficiency

Additional information

Alemtuzumab

Flat dosing in adults based upon
regimen selected

No dose adjustment required for
renal dysfunction

No dose adjustments for small or obese
individuals

Busulfan

Dose on ABW25 in adults (obese and
nonobese) receiving per kilogram
dosing or BSA based on TBW for
square meter dosing. All regimens > 12
mg/kg PO equivalent are
recommended to have PK targeting as
appropriate for the disease state.
Regimens using doses < 12 mg/ kg PO
equivalent do not have sufficient
information to recommend routine PK
monitoring at this time

Pediatrics should be dosed upon TBW
with similar monitoring guidelines

No dose adjustment required for
renal dysfunction

-PK monitoring has reduced rate of SOS
from ~ 20 % to < 5 % -AUC/Css targeting
varies by regimen -For BuCy regimens, the
MTD is 16 mg/kg PO equivalent over 4
days for adults

Carboplatin

Dose adults on BSA based on TBW

If CrCl < 50, dose based on an
AUC of seven per day using 24-h
urine collection to estimate GFR or
calculated CrCl

No dose adjustment required for
BSA-dosed obese

individuals. If using Calvert formula, dose
based on 24-h urine

collection derived from CrCl
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Carmustine Dose adults on BSA based on TBW No dose adjustment required for| Pulmonary toxicity > 50 % at 600 mg/m?
unless > 120 % IBW, then dose on renal dysfunction with multiple agent regimens. MTD of
BSA based on ABW25 1200 mg/m? as single agent with 9.5 %
pulmonary toxicity
Clofarabine Dose on BSA based on TBW reduce 50% for CrCl 30-60 mL/| No dose adjustments for obese individuals

min. Do not use for < 30 mL/min

Cyclophosphamide

Dose on IBW for Cy 120 or 200
Exception: aplastic anemia for Cy

120 dose on TBW unless >120 % IBW
then ABW25

For CrCl < 30, dose at 75 % of
protocol dose

For obese patients, see dosing column

Cytarabine Dose on BSA based on TBW No dose adjustment required if <| No dose adjustment for obese patients
500 mg/m?
Etoposide Dose on ABW25 for milligrams per| Dose at 50 % for CrCl < 30; do not| DLT of mucositis
kilogram dosing and BSA based on| exceed 30 mg/kg
TBW for BSA based dosing
Fludarabine Dose on BSA based on TBW CrCl 17-40 ml/ min dose at 80 %| Post-treatment leukoencephalopathy still
CrCl < 17 ml/min dose at 60 % being studied for conditioning regimen
doses more than 125 mg/m?
No dose adjustment for obesity
Melphalan Dose on BSA based on TBW For CrCl < 40, dose at 70 mg/| DLT of mucositis

m?/day x 2 or 140 mg/m? on 1
day for goal dose
200 mg/m?

No dose adjustment for obesity as long as
dose is < 3.6 mg/kg
of ABW

Pentostatin

Dose on BSA based on TBW

CrCl < 60, 75 % dose
CrCl < 30, 40 % dose

No dose adjustment for obesity

Thiotepa Dose adults on BSA based on TBW No dose adjustment required for| Multiagent MTD is 500-750 mg/m?, single
unless > 120 % IBW then dose on renal dysfunction agent MTD is
BSA based on ABW40 900 mg/m?

Antithymocyte Dose on milligrams per kilogram based| No dose adjustments for renal| No dose adjustments for obese individuals

globulin—Equine

on TBW

dysfunction

Antithymocyte
globulin—Rabbit

Dose on milligrams per kilogram based
on TBW

No dose adjustments for renal
dysfunction

No dose adjustments for obese individuals
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[PRHCIRTY PRELYRYY]
LBl sus Tl
o5 5 85k Solon > 0 VLS5 g slen
- Ll o>
LB Ll 5>
wr‘
v v CR1 (intermediate risk)?
v 4 v CR1 (adverse risk)? AML
v v v CR2
v APL molecular CR2
4 v v Ph (=), CR1 (high risk)®
v v v Ph (+), CR1 (MRD-) ALL
v v v Ph (+), CR1 (MRD+)
v v v CR2
v v First CP, failing second- or third-line TKI ML
v 4 4 Accelerated phase, blast crisis or >first CP
v
v v Primary or secondary with an intermediate or high DIPSS score Myelofibrosis
v v v RA, RCMD, RAEB I and Il
v v 4 SAML in CR1 or CR2 MDS
v v v More advanced stages
v v Poor risk disease, not transformed CLL
v v Richter’s transformation
Ghisad sl e
v v Chemosensitive relapse after auto-HSCT failure DLBCL
v v >CR2 after auto-HSCT failure FL
v v CR/PR > 1, after prior auto-HSCT MCL
v v Chemosensitive relapse, 2CR2 PTCL
v v Chemosensitive relapse, after prior auto-HSCT HL
v v Upfront high risk MM
Z
b ol S
v v v Newly diagnosed Acquired SAA
v 4 4 Relapsed/refractory AA/PNH
v v v Constitutional SAA®

cJL?- k&:l:w\)l:ﬁ)f WJJ = APL cJL?- .,\.:j,lwa W}J = AML 4>L>- &.&.ﬂ%‘}kj GA“}S = ALL 4;.,<:.~4~)Lj J)} VS = AA

O5ske oo sd TCML (1050 o 52 ow s} =CLL  (Firstand second Complete Remission = CR1,2 ¢ (Chronic Phase ) e 56 al> » = CP «

I sl = MCL (S 5o p st THL QY S5 052 = FL hze B J ks ¢ 58] = DLBCL ¢ 5y T Jskos p 5] = CTCL e 30

= PNH (LasDd o550 S
S5 (S=RAEBIand Il |

= TKIET Jsle e 52l = TCL

=Ph bbb (ol J3lU>== MRD (Loghs g =MM (St s sha podes = MDS ¢ |z
a;)J@é}%;bp&&ﬁw:RCMD@bﬁs\...wl.&ad‘,ﬂ:RA‘d\dvduéjj;ﬁ)lg_}w

o b sl ke o TSAML (il SdT G oS TSAA (Lol cudl L Ol & pslie

DSOS s Gl oS s
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v v v CR1 (high and very high risk) AML
v v v CR2
v v v >CR2
4 4 v CR1 (high risk) ALL
v v v CR2
v v v >CR2
v v First CP, failing second- or third- CML
line TKI
v v v Accelerated phase, blast crisis or
>first CP
v v v MDS and JMML
4 4 v CR2 NHL
bl gL, 055 5w h b sl olen
v v v Severe combined ID SCID) Primary ID
4 4 v Other primary ID
4 v v Metabolic
Disorders
v v Thalassemia  and
SCD
v v v Osteopetrosis
v v v Acquired SAA
4 4 v IBMFS

ol diske el T OAML ol Sadipi) ewd T AL GlST i Saoll S50S = Acquired SAA
sl ¢ = IBMFS  (First and second Complete Remission = CR1,2 (Chronic Phase ) e e = CP (e3e O gke e ) TCML
o I TIMMLS 5o b 5 i galis=d Sh (G55 05 53503k 3 51,80es (S50 S 05) Ol sl 5o L)l 315500
= Osteopetrosis< j sk Sl by 55 30 g yis = MPS (St s shoo ¢o4s = MDS S A S Uﬁ.ﬂ: NHL OUl g 5 s 55 30 5hoo
oS 5lge S TKI ¢SS uls S5 (’S Solew 3 oYU = Thalassemiaand SCD ca) 5l s (s 2% = Primary ID C o sl

DS s gle
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Auto-BMT + G-CSF 25_15
Auto-PBSCT + G-CSF 12-9
T-cell-depleted allo BMT + G-CSF 20-13
Allo-BMT with CNI MTX prophylaxis 2422
Allo-PBSCT with or without MTX prophylaxis 10-14

Cord blood 1 unit / 2 units

12-24/ ::, 5+40

BMT, bone marrow transplant; CNI, calcineurin inhibitor (i.e., cyclosporine or tacrolimus); G-CSF, granulocyte colony-

stimulating factor; PBSCT, peripheral blood stem cell transplantation.
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Date of this Report

Hospital Unique Patient Number or Code (UPN)
S G slont o 1 o1l 0ot 3lod b w1l 99 oo LR 3fgiat o Wigd WIS ot <3 33 45 (B 3o 33 plod 108 (o) 4D 308 9190 (o 39 5L P Sl

g0 4 i 0 & g il Jlow 4 gt g0 (1 oS

slow oWig 31 0 slowd

Dfhe O lige fwmin T
male female Sex patient identification code
R YCo P Y PP I :Wgi g, : Flgils pb Y
City of location Date of Birth (first name(s) _family name(s)) GIVNAME
Chgie 31 5 g e alo 3 el (5 slowt 3 lo 3
Treatment of a Primary disease, including Infections or Infection prevention
............ R PR 18 SIS P A
Date of initial diagnosis:
S e (o33 Jokw i S 1) 4ol s slew
INDICATE THE PRIMARY DISEASE FOR WHICH THIS CELL THERAPY WAS GIVEN
I~ O AML 1stCR oIz O BM failure-SAA
< O AML non 1stCR § 3 > O Aquired pure red cell anemia
3 OO0 ALL 1stCR g3 = O PNH
o O ALL non1stCR @ 08:, o? O Congenital bone marrow failure
O CML 1stCP 8 2 O BM failure-other
O CMLnon 1st CP - O Hemoglobinopathy-Thalassemia
O MDS or MDS/MPN O Hemoglobinopathy-other
O MPN (MPD,MPS) O Other hematological disease
O CLLinclu.PLL T = O Primary immune deficiencies
O Other leukemia 3 $ O Inherited metabolic disease
= O PCD-Myeloma ggi = O Autoimmune disease
_g O PCD-other ®, "E O EBV related disorders
5’_ O Hodgkin lymphoma 8 § O Hemophagocytic syndrome
QZ- O Lymphoblastic ;U,- O Langerhans cell histiocytosis
v lymphoma o
& O Mature B cell o O Others
§ lymphoma
o O Mature T/NK cell § O BM failure-SAA
lymphoma '

Jligs 59l b Jolw digm T o yd 3 AL B 158 31 s R b oy
Treatment or prevention of complications derived or expected from a previous treatment including

HSCT

0 ol RIS (3! 3o gt Aisles ylow

slow 13 (gt 30 Wigw o > T 406

Indicate the date of the last HSCT for this patient

uloyd it 10 Jof Johw 355 0,50

Date of first cell infusion for this treatment

IS o |5 3539 O i go
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&9 Shos s i O Karnofsky O Lansky
PERFORMANCE SCORE
Normal, NED Normal, NED
low (932 S WL g pidls b Culled o e fed 5. "
O 90 ) “'G‘R‘s. o ’."‘ T o A sledlad )0 S sleRdgae
Normal activity; minor signs and 8 . . . L
1 Minor restrictions in physically strenuous activity
symptoms of disease
O so SHb by g (o0 i gz oo Lot Sl Jlad
Normal with effort Active, but tires more quickly
Cadlad ploxit 4 136 ¢ WS’ (0 Cudl o 395
0 70 Cond (s S9ii o0 B 30 Cadlad 10 45 (55508 o) g it Sy g0
Cares for self, unable to perform | Both greater restriction of and less time spent in play activity
normal activity
O o 3,418 3L ol (o3 g olF (5o SuS & Fol)T sl clled G‘E“”J"”“"O““"’JW’G"‘““W}‘
Requi . . Up and around, but minimal active play; keeps busy with quieter
equires occasional assistance O
activities
396 Lot 351w Adled b ¢ WS (0 3159 Lol Wigd (o L 395 Dleli gl 48
0 s0 _ M b ey JB S5 sl 15T (Sl Cudled plod 43 &5 5 4y
Requires considerable assistance Gets dressed but lies around much of the day, no active play but
able to participate in all quiet play and activities
] 40 Jokao 9,18 0319 Cudl 0 49 i S o0 &8 s 1T Sleidlad 30 oS 90 sl
Requires special care; disabled Mostly in bed; participates in quiet activities
0 30 Jokeo Sl 8310 b oS & p1,T Cudled (5 3 > NS 4
Severely disabled In bed; needs assistance even for quiet play
0 20 low s Gl JUad 3 gl Sledlad 4 0 guomo Yol g sl ol 93 UEN
Very sick Often sleeping; play entirely limited to very passive activities
W 19085 ol
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Was there any clinically significant co-existing disease or organ impairment as listed below at time of patient assessment prior to the preparative regimen? O No O Yes, indicate

each comorbidity below

s . . < o 9w
ol syl b et s ad
1589 pPN0 i Cawgd O g Ll & ¢ slow &S JIo 700 31 Hloy 2 48 o yd Cd Mol g0
o o o ." .. Solid tumour
Treated at any time point in the patient's past history, excluding nonmelanoma skin cancer
(Indicate type)
4 . . 08 31 5 ylow
o o o 91 pudt Sl b 395 5o 92 ot 5 los
Crohn's disease or ulcerative colitis | Inflammatory bowel disease
m} a O | SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica J‘!)"‘,"l")
Rheumatologic
O o o 0 39 31 oM 9590 wo ylo 3 4oldl 4 3L Cogis
Requiring continuation of antimicrobial treatment after day 0 Infection
o o o tle & 12 3 4 ot 395 W 81 ) o gl 3o 0 9 35 s
Requiring treatment with insulin or oral hypoglycaemics but not diet alone Diabetes
45 Wi b 3000 pL 45 ¢ g 33 J90g 550 177 <l yid quid 33 p 35 Sluo 2 <p g (ol 5 W / T gio 24ulS’
m| m| m| Jd| Renal :moderate/severe
Serum creatinine > 2 mg/dL or >177 pmol/L, on dialysis, or prior renal
transplantation
YU a> o AST/ALT 115 x ULN g (ULN) Jlo g3 ¥ 0 oo iy T ¢ (30 30 cuilid B gio 350
o o o Jl.n‘a 6"‘."’ #192.5 gULN) Hepatic ; mild
Chronic hepatitis, bilirubin between Upper Limit Normal (ULN) and 1.5 x the ULN, or AST/ALT
between ULN and 2.5 x ULN
o o O | 2-5%ULN 3l s AST/ALT glp ¢ Jlo g Wb 0> 1.5 31 sl (g y (S ¢ G5 39 g W / o
Liver cirrhosis, bilirubin greater than 1.5 x ULN, or AST/ALT greater than 2.5 x ULN moderate/severe
O u] u] b G (001 3T 1 slow vgimw £ yokias ¢ (383 JU b (5 03 (gl guud oo yT
Atrial fibrillation or flutter, sick sinus syndrome, or ventricular arrhythmias | Arrhythmia
SIS 545 9 U EF < 150 ¢ 8,15 g0 S s ¢ ol i 3l ¢ 5395 G918 5l e
o o o (<28Z)°|Sé35 39 @bl Cardiac
Coronary artery disease, congestive heart failure, myocardial infarction, EF < 50%, or
shortening fraction in children (<28%)
O o o G0 G955 A3 1,05 (oS! dlos> R ASw 5 30 G905 5 slow
Transient ischemic attack or cerebrovascular accident Cerebrovascular disease
J1 e dm 50 O3 3> @ oS 4 50 5 low
Except mitral valve prolapse Heart valve disease
i Cadled 4o i (K5 7 FEVL 66-80 / gDLco Bugio 2599
DLco and/or FEV1 66-80% or dyspnoea on slight activity Pulmonary: moderate
o o o O3 4 3L b Col gl S )0 i) K5 b 7 FEVL < 650 / gDLco KVRW
DLco and/or FEV1 < 65% or dyspnoea at rest or requiring oxygen severe
O o o &0 50 5 PS5 ehS 35 < S0l a3l b ol slow S
Patients with a body mass index > 35 kg/m2 Obesity
O O O 3,18 ployd 4 3L ou%0 1 3
Requiring treatment Peptic ulcer
o o o 318 (S 3ty y slo 30 0 yglio 41 3L &5 W pladl ) (T pudl S ilg y JHS

Depression or anxiety requiring psychiatric consultation or treatment

Psychiatric disturbance
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Specify other additional major clinical abnormalities not listed above and present prior to the preparative regimen
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HSCT REGISTRATION — DAY 0

........ m reereee ™ cneeeens ul.o}égg!‘su,j,h@g}}?w,‘@,li
Date of first cell infusion for this treatment

........... e T —— il &0
Date of this Report

Hospital Unique Patient Number or Code (UPN)

e )lﬂﬁé“’ﬁb}lﬁ;)

4 Lt y0 o o s S ot 45 1y ALl b o 1 Wb S g0 AU gk o Wiged WIS slost 3 38 45 A o 38 Pl 9 ond 40 3k 9390 ol (9 (55 U

Oloyd 41 by g0 4 g Cul ylow

Dk Dige O (oo 95) slon i 45

male female Sex patient identification code
et g J0 | L t Wi a6 2 Solgls b :pb
City of location Date of Birth (first name(s) _family name(s)) GIVNAME
e S geled 0 ylow 9> 09 - - 2 A gl yaudhid g0 36

Tell OA OB OAB OO Date of initial diagnosis:

INDICATE THE PRIMARY DISEASE FOR WHICH THIS CELL THERAPY WAS GIVEN

S Ao o 30 Johw i 51215 Mgl (5 slewt

O AML 1stCR O BM failure-SAA
O AML non 1stCR T 2 O Aquired pure red cell anemia
O ALL IstCR o3 S O PNH
E O ALL non1stCR é g* E O Congenital bone marrow failure
3 O CML 1stCP o Q@ O BM failure-other
g. O CMLnon 1st CP e §_, % O Hemoglobinopathy-Thalassemia
@ O MDS or MDS/MPN O Hemoglobinopathy-other
O MPN (MPD,MPS) O Other hematological disease
O CLLinclu.PLL O Primary immune deficiencies
O Other leukemia o z O Inherited metabolic disease
O PCD-Myeloma g 3 O Autoimmune disease
= O PCD-other % E O EBV related disorders
o o O Hodgkin lymphoma °(l§- °§ O Hemophagocytic syndrome
% 13_ O Lymphoblastic “5’ E O Langerhans cell histiocytosis
3. g_ lymphoma -
o O Mature B cell ymphoma a S O Others
O Mature  T/NK  cell G O BM failure-SAA
lymphoma
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&0 55kt oS li O Karnofsky O Lansky
PERFORMANCE SCORE
0100 Jooy Jloy
Normal, NED Normal, NED
Lo 932 b AL g pidle (Sand Cudlad (Ll ‘. .
o (53661 17 S8 HHG 9 TE he® = o> 3ok Sledlad 39 > Sleisgao
Normal activity; minor signs and symptoms of . - . . -
di Minor restrictions in physically strenuous activity
isease
O 8 WL Jlo S5 50 Aind yias pu lof Cau JUad
Normal with effort Active, but tires more quickly
O 70 | S stads Cadled plouif 4 106 ¢ S (g0 Cubl 30 355 51 Sgi o0 b 30 Cullad 43 o (5 0 o) g sl CaSgine
Cares for self, unable to perform normal activity | Both greater restriction of and less time spent in play activity
0 60 9,10 3l ol (9 g olF b S5 & ol 3T b Cudlad Cudlad Jo1us Lot ¢ (o Cudlad Jghio g cohis Wit g 31
Requires occasional assistance Up and around, but minimal active play; keeps busy with quieter activities
9GS g 49 500 Lot & 1w (dled Zud ¢ WS (o0 3150 Lol g (0 il 39y Dlele sl 4o
Requires considerable assistance Gets dressed but lies around much of the day, no active play but able to
participate in all quiet play and activities
O 40 Jokeo 3,18 0339 Cudl g0 49 3Ld T (0 8 g Sl Sledled 40 WIS 40 sl
Requires special care; disabled Mostly in bed; participates in quiet activities
. Jsto Ol 4 49319 3 SaS 4 1T Culled (51 1 3> Mg 39
Severely disabled In bed; needs assistance even for quiet play
0 20 Slowt b sl Jb s sl (Sl ad 43 8 gurio Yol g ol ot
Very sick Often sleeping; play entirely limited to very passive activities
S 5095 oSl
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Was there any clinically significant co-existing disease or organ impairment as listed below at time of patient assessment prior to the preparative regimen? O No O Yes, indicate

each comorbidity below

. . . < g2 W)
ol syl b et 19085
1589 pPN0 i Cawgd O g Ll & ¢ slow &S JIo 700 31 Hloy 2 48 o yd Cd Mol g0
o o o ." .. Solid tumour
Treated at any time point in the patient's past history, excluding nonmelanoma skin cancer
(Indicate type)
4 . . 08 31 5 ylow
o o o 91 pudt Sl b 395 5o 92 ot 5 los
Crohn's disease or ulcerative colitis | Inflammatory bowel disease
m} a O | SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica J'!)"‘,’l"’)
Rheumatologic
O o o 0 39 31 oM 9590 wo ylo 3 4oldl 4 3L Cogis
Requiring continuation of antimicrobial treatment after day 0 Infection
o o o tle & 12 3 4 ot 395 W 81 ) o gl 3o 0 9 35 s
Requiring treatment with insulin or oral hypoglycaemics but not diet alone Diabetes
45 Wi b 3000 pL 45 ¢ g 33 J90g 550 177 <l yid quid 33 p 35 Sluo 2 <p g (ol 5 W / T gio 24ulS’
m| m| m| Jd| Renal :moderate/severe
Serum creatinine > 2 mg/dL or >177 pmol/L, on dialysis, or prior renal
transplantation
YU a> o AST/ALT 115 x ULN g (ULN) Jlo g3 ¥ 0 oo iy T ¢ (30 30 cuilid B gio 350
o o o Jl.n‘a 6"‘."’ #192.5 gULN) Hepatic ; mild
Chronic hepatitis, bilirubin between Upper Limit Normal (ULN) and 1.5 x the ULN, or AST/ALT
between ULN and 2.5 x ULN
o o O | 2-5%ULN 3l s AST/ALT glp ¢ Jlo g Wb 0> 1.5 31 sl (g y (S ¢ G5 39 g W / o
Liver cirrhosis, bilirubin greater than 1.5 x ULN, or AST/ALT greater than 2.5 x ULN moderate/severe
O u] u] b G (001 3T 1 slow vgimw £ yokias ¢ (383 JU b (5 03 (gl guud oo yT
Atrial fibrillation or flutter, sick sinus syndrome, or ventricular arrhythmias | Arrhythmia
SIS 545 9 U EF < 150 ¢ 8,15 g0 S s ¢ ol i 3l ¢ 5395 G918 5l e
o o o (<28Z)°|Sé35 39 @bl Cardiac
Coronary artery disease, congestive heart failure, myocardial infarction, EF < 50%, or
shortening fraction in children (<28%)
O o o G0 G955 A3 1,05 (oS! dlos> R ASw 5 30 G905 5 slow
Transient ischemic attack or cerebrovascular accident Cerebrovascular disease
J1 e dm 50 O3 3> @ oS 4 50 5 low
Except mitral valve prolapse Heart valve disease
i Cadled 4o i (K5 7 FEVL 66-80 / gDLco Bugio 2599
DLco and/or FEV1 66-80% or dyspnoea on slight activity Pulmonary: moderate
o o o O3 4 3L b Col gl S )0 i) K5 b 7 FEVL < 650 / gDLco KVRW
DLco and/or FEV1 < 65% or dyspnoea at rest or requiring oxygen severe
O o o &0 50 5 PS5 ehS 35 < S0l a3l b ol slow S
Patients with a body mass index > 35 kg/m2 Obesity
O O O 3,18 ployd 4 3L ou%0 1 3
Requiring treatment Peptic ulcer
o o o 318 (S 3ty y slo 30 0 yglio 41 3L &5 W pladl ) (T pudl S ilg y JHS

Depression or anxiety requiring psychiatric consultation or treatment

Psychiatric disturbance
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Specify other additional major clinical abnormalities not listed above and present prior to the preparative regimen
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HLA-identical sibling (may include non-monozygotic twin)

2995 T

HLA MISMATCHES BETWEEN DONOR AND PATIENT

Sldgd ol s Jobu Nigm E99
Syt [
Autologus

(35 0 o Slnonl S oI5 g0 Jolis ) aslio HLA b 33151 9 plg 2038 [

ailin HLA b St il Wgliags o3300T O
HLA-matched other relative
S 3L 3 HLA () 3Ll b wiglis g 33907 [
HLA-mismatched relative: Degree of mismatch
HLA oSl s [
1 HLA locus mismatch
(JSinTab) Ha s <2 [

>=2 HLA loci mismatch

2998 T gus S8 alioHLA b Wiglisgs wé o307 [
HLA-matched Unrealted
98 J51 S5 3L 3 LA (6,5 3Ll b wiglings wé 30T [
HLA-mismatched relative: Degree of mismatch
HA g [

1 HLA locus mismatch
(IS NT)HLA ugsed S9<2 [

HLA-matched Unrealted

Ry s

(Mismatched relatives only. If you are submitting the HLA typing results, you can skip this item)

Complete number of mismatches inside each box

A B C DRB1 DQOB1 DPB1
O O O O
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........ e T e Qb)ad‘ﬁ'ﬁdfk‘&);w"&)s
Date of first cell infusion for this treatment

Sl 4315 3929 (o33 1 Jgb 50 Job 8155 w19 9 i i LT
Was there more than one cell infusion unit administered during this treatment
» O
.................. O 35D Wb (0 JuSui 1y (slo 40 (3l 3 (s &5 Jokw 3335 swstgotwaiz ay [
Number of different cell infusion units that form part of this treatment

S sled ol g
SOURCE OF STEM CELLS
coseensnncnsee 55397 &0 WladS S Ol ggwt 0 [
Total number of collections Bone marrow
covecsssseee 55 J D 5 S 0590 S5 Slumi e o [
Total number of mobilization courses Peripheral blood
............................ 3,190 plw O Sbaw yee O
Other, specify Umbilical cord Blood
200,557 3 0l 81 ok i losd

CELL COUNTS FOR THIS PRODUCT

Type Counts x 10% x 108 x 107 X108
Nucleated cells
kg) | e e [] ] l []
CD 34+
(cells/kg) i | 0 l ]
T-cells (CD 3+)
(cells/kg) i 0 0 [ ]
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Wgw 5 3kwodloT

PREPARATIVE TREATMENT (CONDITIONING)
TOTAL PRESCRIBED CUMULATIVE DOSE*

Multiply daily dose in mg/kg or mg/m2 by the number of days; e.g. Busulfan given 4mg/kg daily for 4 days, total dose to report is

16mg/kg. NOTE: ONLY AGENTS GIVEN BEFORE THE DATE OF THE 157 CELL INFUSION (DAY 0) SHOULD BE LISTED HERE

DRUG (given before day 0)
O Ara-C (cytarabine)

O ALG, ATG
Animal origin:

O Horse O Rabbit
specify.... ... ..
O Bleomycin

O Busulfan

O Oral oIV 0O Both
0o BCNU

O Bexxar (radiolabelled MoAB)

o CCNU
O Campath (antiCD52)

O Carboplatin

o Cisplatin

O Clofarabine

O Corticosteroids

o Cyclophosphamide

0 Daunorubicin

O Doxorubicin (adriamycine)

O Epirubicin

O Etoposide (VP16)
O Fludarabine

O Gemtuzumab

O ldarubicin

O Ifosfamide

O Imatinib mesylate
O Melphalan

O Mitoxantrone

o Paclitaxel

O Rituximab (mabthera, antiCD20)
O Teniposide

O Thiotepa

O Treosulphan
O Zevalin (radiolabelled MoAB)

O Other radiolabelled MoAB, specify

TBI

Total dose (GY): ...t weveeee. -

TLI/TNI/ TAI
Local radiotherapy

O Other,

O No

DOSE UNITS

O mg/mz =~ O mg/Kg
O mg/mz = O mg/Kg
O mg/mz2 O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mCi O MBg

O mg/mz =~ O mg/Kg
O mg/mz =~ O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz =~ O mg/Kg
O mg/mz2 = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz O mg/Kg
O mg/mz =~ O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz =~ O mg/Kg
O mg/mz2 = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz = O mg/Kg
O mg/mz2 = O mg/Kg
O mCi 0O MBq

O mCi O MBg

O mg/mz2 = O mg/Kg
O mg/mz = O mg/Kg

O No O Yes O unknown

Number of fractions

days

O Yes: Total dose (GY): ....... ........ -

O No O Yes [0 Unknown

67

Area under the curve (AUC)

oo

oo

mg x hr/L
micromol x min/L CJ mg x min/mL

mg x hr/L
micromol x min/L CJ mg x min/mL

radiation

O Unknown



GVHD 3 (g st 908 35
GVHD PREVENTION IN THE RECIPIENT

No

Yes: [1 Drugs (Immunosuppressive chemo)

ALG, ALS, ATG, ATS (given after day 0): Animal origin: O Horse 0O Rabbit O Other, specify.... ........

Anti CD25 (MoAB in vivo)

Campath (MoAB in vivo; can be "in the bag")

Systemic corticosteroids

Cyclosporine

Cyclophosphamide (given after day 0)

Etanercept (MoAB in vivo)

FK 506 (Tacrolimus, Prograf)

Infliximab (MoAB in vivo)

Methotrexate

Mycophenolate (MMF)

Sirolimus

Other monoclonal antibody (in vivo), SPECIfy ........cccoiviiiiereeriiineen.

Other agent (in vivo), Specify..........cccceeuneee. [ Extra-corporeal photopheresis (ECP)

I S S

OBNEE: ..o

wWgm oo 59 slowt Curdg
SURVIVAL STATUS ON DATE OF HSCT
oWy O
Alive
owwwed O
Dead
o g9 (5 il 03LoT (ilo 33 (oo o2 3 3996 3 ot slow O

Patient died between administration of the preparative regimen and date of HSCT

Sew ogd cde
Salowt Cungho /5 slow & i b g8 [
Relapse or progression / persistent disease
(99915293 52980 (5 slowt Joli) 42936 ooy [
Secondary malignancy (including lymphoproliferative disease)
g 2yl U
Transplantation related cause
(luigs 9L ledghw Wigns 1 8 &) b0 Jogbw 25195 [
Cell therapy (non HSCT) Related Cause (if applicable)
29,190 plw L
Other
aslut [
Unknown
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S Jokw Wigw 31 L lo 30 Wigy (5 8 sap 8 .3 0 kot slap 9
BLRY O
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Hig> Gobis sl Johu Wgw 31w ylo yd Wig 5 & 385w
POST-HEMATOPOIETIC STEM CELL FOLLOW UP

J<2 Jull

ol 6 |

e 90900 | H &)‘; a,lﬁ
395100 | Visit | Date of this Report

OFd Odge
male female

S (o W) jlow (Iliss SlauS K90 £1gi
Sex | Other type of patient identification codes

............ tulgi gyl $ ol pb spb

(first name(s) _family name(s))

Jﬂb }G:‘ °)M .................... :)lﬁ_d. el :)lo.d o
o ¢ wloj | PATIENT WEIGHT -
IR s J T N R | ,_,»lw PATIENT HEIGHT
City of location Tell
(0.5X10°/ L <t Judg gi) b Jadg figh sl illan b o Cuzdrg (539082
Absolute neutrophil count (ANC) recovery (Neutrophils >0.5X10° /L)
Sy 2T 506 » O
Date of last assessment No
(G295 99w Wigw 31w 3937 3o Jol Slgio iyl 3) .. SRR SR Sl T 46 < O
(first of 3 consecutive values after 7 days without transfusion) Date of last assessment Yes

0994 yliio (il 31 g8 ¥ [
Never below
WO 5 (a5 0 g 41 oy 31 IS ylow sakinel [
Date unknown: patient discharged before levels reached

LS Slani Gllao i slows Curdg (59900
(8235 g W 31 o 3937 3 o Jaf (Hsio b 3ladi 3) 20 x 1091 <esMy
Platelets >20 x 10%/1; (first of 3 consecutive values after 7 days without transfusion)
» O
No
........... e 7 e 20X 1091 <8N Sy N Esb N O
Yes: Date Platelets > 20 x 1091
009w yIwio (il oS 3F 9 [
Never below this level
WO 5 a3 0 g 41 oy 31 IS slow sadinl [
Date unknown: patient discharged before levels reached

(8235 9% Wigt 31 o 3937 31t Jat Mo bl 3) 50 x 10%/1 <%y
Platelets >50 x 10%/1; (first of 3 consecutive values after 7 days without transfusion)
» O
No
........... = e = e DO X 1091 <C8M Sy 6 N O
Yes: Date Platelets > 50 x 10%1
009w yIio (il oS 3F 0 [
Never below this level
W5 oS yo g &1 oy 31 Jud ylow 3 atuinl [
Date unknown: patient discharged before levels reached
........... e T e I W JE 5 ST R0 46
Date last platelet transfusion
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(399 50 & 5% J3! 595100 (b 30 Nigw (338 5 Cawd 31) (o399 Wigmd 3319 Cuwd 3

Early graft loss (Engraftment followed by loss of graft within the first 100 days)

................ g (3018 Cuwd 31 8 46 <k O » 0O
date of graft failure Yes No
Wga) Sl B (ylo 4o
TREATMENT FOR FAILURE
» O
No
Wiy g8t [

Growth Factor
(Waw 53w 03T 35 b of yoo) 5 ¥ il Sime Wig [
AUTOgraft (must have prior conditioning)
................................ e s e $ G030 95987 SO g [
Date ALLOgraft
(83w 03T b (Giloio 15y 3 g) F gfgi! PBSC cugii / duamo @35 [

Autologous PBSC re-infusion/boost (no preparative treatment or conditioning)

(il ool b (losdo 3 35 ) FTo¥gil BM Cugii / swane @235 [

Autologous BM re-infusion/boost (no preparative treatment or conditioning)

.................................. :é,‘,o 2“ D
Other

Wigw ) g 0399 39 5388 loyd

TREATMENT DURING THE IMMEDIATE POST-TRANSPLANT PERIOD

(w2 HSCT sliint &) St s Johw 2,7
ADDITIONAL CELL INFUSIONS (excluding a new HSCT)
w O
No
o Il ST gl Je @3 LT b O
Is this cell infusion an allogeneic boost?

T (9 ¢ Sl 03LT 335 g 0uS 1l (ylod 1 T ol Jokw (323 5)
(el Wign 8 y Wl 4l gF

An allo boost is an infusion of cells from the same donor without
conditioning, with no evidence of graft rejection.

$oul S Il Caghl (Joko 3235 o UT
Is this cell infusion an autologous boost?
w0 Sk O
No Yes

>0
Yes

(L B gol) iy sl 556
GROWTH FACTORS (CYTOKINES)
(W9 Sl (5130 Wy 5o 5556 St @)
(excluding growth factors administered for engraftment failure)
» O
No
Lipemen N O
Date started Yes
il O
Un-known

2390 Jol5' 35 33 (Sloyd Johw i) Canmd 1B ¢ S 0T L5 Joh 32 ¥ 51
If the cell infusion is not a boost fill in the Cell therapy section below:

oy Joho
CELL THERAPY

........... T :@h,éd,h@,}?d,‘@,lﬁ

Sgi (o0 335 T £9) bl &5 e g SNrd
Number of cells infused by type

Nucleated cells (/Kg*) ....... ov..... e x 108
(DLI only)
O Not evaluated
O  un-known
CD 34+ (CellS/KG®)  cvvever cveeer = ceeeeen creies e x 108

1(10) Jsho e

Source of cell(s)
(Allogenic) yigfT O
(Autologous) Sgfgt [

Jobw &9
Type of cell(s)

Lymphocyte (DLI) [
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O Not evaluated
O un-known
CD 3+ (cells/kg®)

Total number of cells infused

O Not evaluated
O un-known

All cells (cells/kg*)

Gammal/delta cells
Other, specify...........cocoeeeeeee.

Mesenchymal [

Fibroblasts [

....................... x 10° .. 0O
(DLI only) Dendritic cells

NK cells [

T s s x 10° Regulatory T-cells [

O

O

(non DLI only)

Slow 1 SR Johw @255 Sloj sl 0599

Chronological number of the cell infusion episode for this patient
OamilSait

Indication

Planned/protocol

Prophylactic

Treatment of GvHD
Loss/decreased chimaerism
Treatment PTLD, EBV lymphoma
Treatment for disease

Mixed chimaerism

Treatment viral infection

OOoo0oOoOooood

Other, specify
Qi 10 b Ol sluss

Number of infusions within 10 weeks
(955 Bl ¢ Wigih (50 0315 Widle ot (51 3 9 Wid 3t 035 3 (i 45 15 Sl 335 o)
(count only infusions that are part of same regimen and given for the same indication)

Sl s s 5kow oo
ADDITIONAL DISEASE TREATMENT
&0
NO
(W30 31 Job ok (5343 4ol ) &y / &1 it sy
Pre-emptive / preventive (planned before the transplant took place Yes

(o (5325 40l 32) potie (5 slow b SO pis / 998 Sl 1
For relapse / progression or persistent disease (not planned)

- - Eapdusl

990 / Sl yd (o

w0

Wy O
Camgiid o S 50U T
it 3T
Ry
(Velcade) wuog 3 594
COP-I

B g yiustgSd 55
¥y S

ol gl
(Sprycel) cwwiluts

O 0O0OO0Ooooood
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w0

omlawd

(o8 3w) Slog 1l o5'

(Glivec (Gleevec ) cumilos! &M 3o
Ay 8 5!

Busg s st

g

(Revlimid) swogutts

03505 gao

oyl g

G g gily

(mabthera Rituxan ) olows g% 4
il s g

w0 gl

o 9Yy

] w2 e,

O0O0OO0OO0ODDODOoOoODoODOoOoODoooaoao

ko :TLI

Cagés b bad o B yl98

INFECTION RELATED COMPLICATIONS

p O
& O

&b

7]

&g

Bacteraemia / fungemia / viremia / parasites

Mpﬁ)@

S S

ARDS

Multiorgan failure due to infection

ENDORGAN slo ) Lloas

SrF

GF o s ois i gis
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Sl e2g, i se
Sl o5 gie
)
3,5 ple
S P lE
NON INFECTION RELATED COMPLICATIONS
Wwo ¢ O
No complications
<k O
Yes
Type (Check all that are applicable for this period Yes No Unknown
Idiopathic pneumonia syndrome O 0O O
VOD O O O
Haemorrhagic cystitis, non infectious O O O
ARDS, non infectious O O O
Multiorgan failure, non infectious O O O
HSCT-associated microangiopathy O O O
Renal failure requiring dialysis O O O
Haemolytic anaemia due to blood group O O O
Other: ..o
O
Type (Check all that are applicable for this period Yes No Unknown
Idiopathic pneumonia syndrome O O O
VOD O O O
Solowt S 52 9 995 (g
FIRST RELAPSE OF PROGRESSION
> 0O

S g1y gy Ol 32> 0L GAIN (5 slow i 53 g 998 31 ¢ (owgd 5l Lad
FOR LEUKAEMIAS ONLY, IF RELAPSE OR PROGRESSION IS YES, FILL IN METHOD DETAILS

74




Site
Clinical/lhaematological O No: Date assessed
relapse or progression O Yes: Date first seen

Cytogenetic relapse ] No: Date assessed
progression

O Yes: Date first seen

Molecular relapse O No: Date assessed

progression
O Yes: Date first seen

[1 Continuous progression since transplant

O  Unknown

O Not evaluated

Method of detection
O marrow — blood
[ extramedullary

O marrow — blood

O extramedullary

O marrow — blood

O extramedullary
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Overall chimaerism

O Not informative [

O Full (donor >95 %) [1  Mixed (partial)
O Patient reconstitution (recipient >95 %) [1  Aplasia

Not evaluated

g i o o35
HAEMOPOIETIC CHIMAERISM

S e 1y WS 1t 4o (51t oo plonif Siliale 3T gl ¢ (L) w46
INDICATE THE DATE(S) AND RESULTS OF ALL TESTS DONE FOR ALL DONORS.

S o 39 (o0 LN Slalo 3T PN &390 50 45 £5 Johu Tawgd g il 150 311, i

SPLIT THE RESULTS BY DONOR AND BY THE CELL TYPE ON WHICH THE TEST WAS PERFORMED IF APPLICABLE.

Sl o o
40 ko b ol tual
o vt sled gl iale 3T T 39 &5 ol ey il 3T plosit 9 ,6
SabosT g9 P | WP ety
<6
OBM........ %
[J PB mononuclear cells (PBMC) .....
..%
. h':/:g‘l';cular " T-cell CHIDONTC ....... % |,
0 Cytogenetic 1 B-cells CHIDONBC ........ %
1 ABO group ~/ Red blood cells ..... ... oo EITO e
| Other- [J Monocytes ....... - % [ *N/A
[J PMNs (neutrophils) ........ %
"""""""""""" [ Lymphocytes, NOS ..... ...%
+/ unknown ) Myeloid cells, NOS ........ %
[J  Other, specify:....c.ccoeviiiinannn.
........ %
OBM........ %
[J PB mononuclear cells (PBMC) .....
..%
: ,'\:/l';';cular ) T-cell CHIDONTC ...... %
0 Cytogenetic [ B-cells CHIDONBC ........ w 0
1 ABO group - Red blood cells ..... .. oo e R
| Other- [J Monocytes ....... - %
........... [1 PMNSs (neutrophils) ........ % ON/A
~ unknown 0 Lymphocytes, NOS ..... ... %
[ Myeloid cells, NOS ........ %
[l Other, specify:.......cccceuvivunnnnnn.
........ %
OBM........ %
[J PB mononuclear cells (PBMC) .....
..%
. ;'j';cular " T-cell CHIDONTC ....... %
0 Cytogenetic 1 B-cells CHIDONBC ........ % |
1 ABO group ~ Red blood cells ..... ... L e R EITO e
| Other- [J Monocytes ........ %
' [J PMNs (neutrophils) ........ %
"""""""""""" [ Lymphocytes, NOS ..... ...% O N/A
-+ unknown [ Myeloid cells, NOS ........ %
[J  Other, specify:.......c.ceevvviiinennn.
........ %
NIA: Consd 121 J6
3> b o dals Wigm (5 slowt
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Acute GVHD

Maximum grade O 0 (none) O grade | Ograde Il Ograde Ill Ograde IV O Not evaluated

Date of onset: ... eeeees e e S e e e e

Stage:
Skin OO0(mone) 0O1 a2 03 04
Liver O0(one) 0O1 a2 03 04
Lower Gl tract O0(one) 0O1 a2 03 a4
Upper Gl tract O0(one) 0O
1
Other site affected O No OYes
Resolution
D No O Yes: Date of resolution: .........cce. woveer e e e
Treatment
D No
D Yes O Corticosteroids
O MOAB: eooeeeeeoee oo
O ATG/ALG
O Extra-corporeal photopheresis (ECP)
Oher: o

0030 Ol a0 dule Aigu (5 slowt
CHRONIC GRAFT VERSUS HOST DISEASE (CGVHD)
25bond g8 b Aigad 3 ol 395 100 dhold 3 (3l 1m0 ke Wigwd (50 30 5 low
Chronic Graft Versus Host Disease present between HSCT and 100 days or date of death

» O
No
dop gl U

Yes, first episode

...... TR P, :é)lm_-?é,,z&)ls
Date of onset

owid b3yt O ocogws O Sguano [0 2099 3l 30 S 30 Ul o ST
Not evaluated Extensive Limited Maximum extent during this period

oniddwlne [0 wus O w0 20599 3! 4y NIH 4> 38 SSlu>
Not calculated Moderate Mild Maximum NIH score during this period
5 50 s pll
................................... O Skin O Liver O Lower Gltract O Upper Gltract O Mouth OEyes OLung 0O Other, specify
Solowt CuS 2 9 995 Ll
FIRST RELAPSE OF PROGRESSION
» O

e

S 31y gy Sl 3 03B G (5 slow a5 3 g 398 1 ¢ owigd (5 5
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& Sk s L

PERFORMANCE SCORE
&8 Shos sl O Karnofsky O Lansky
PERFORMANCE SCORE
0 100 Jboy Jboy
Normal, NED Normal, NED
Lo (932 b AL g pide camd cudlad PRI I 5. -
0 90 l\:f))rmgl‘s‘;:t:ity' m?nn;r signr‘15 :alnd ? e sleidled 19 i sl gune
symptoms of diséase Minor restrictions in physically strenuous activity
O g0 SN Jlo g St o0 s iy ol YUt
Normal with effort Active, but tires more quickly
Cadled plit & 4o ¢ WS (o Cudl g0 395 3
O 70 Con) (s gl 50 S 30 Cudlad 13 45 (5 5%0S (o) 9 st Cud gm0
Cares for self, unable to perform normal Both greater restriction of and less time spent in play activity
activity
6 s e st oSS | e s ke ey i s
Requires occasional assistance p and around, but minimal active play; keeps busy with quieter
activities
396 Lot 01w adlad Zud ¢ il (o 3150 ol Wigd o il 39 Slelu gt 40
O 50 _ 8,18 5 a2 Jib S5 4 ot o157 s Cudlod pld 43 S 4 &0
Requires considerable assistance Gets dressed but lies around much of the day, no active play but able
to participate in all quiet play and activities
O 40 Jskeo 3,18 0319 Cudl o 4 3L AT (0 Sy S Slendled 3 g 50 il
Requires special care; disabled Mostly in bed; participates in quiet activities
O 30 J,ho@d&“ oé)‘é}‘_d““ﬁ‘)TQﬂ’hﬁé‘j&U‘ﬂ)}é
Severely disabled In bed; needs assistance even for quiet play
O 20 slowt s G Joiio 3l (Sl 4 9 gm0 Mol Cadlad (yitl s e

Very sick

Often sleeping; play entirely limited to very passive activities
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W 13095 2L

253910000 5 shost 0 Al b Tl 0k TS 53 59 &8 Gl 453 S92y 598 SN (5l 49§ B il s 3 5 0T 5y 3 D slawt ot e 59 T

o i

Was there any clinically significant co-existing disease or organ impairment as listed below at time of patient assessment prior to the preparative regimen? O No O Yes, indicate

each comorbidity below

. . . e Tty HRW)
ouid byl & SH et 19085
1589 -pPN0 pé Cawgd O g L &) ¢ glow 4LIST JUo 700 31 Hlo 2 48 (loyd Cd Ml g0
o o o ”.r < Solid tumour
Treated at any time point in the patient's past history, excluding nonmelanoma skin cancer
(Indicate type)
4 . . 09 31 5 ylow
o o o 91 pudgt Sl b 0395 5o 92 ot 5 los
Crohn's disease or ulcerative colitis Inflammatory bowel disease
m} a O | SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica 'S‘!j""""”
Rheumatologic
O o o 0 395 31 ot (29550 o (o yd aolsl & 3L Cghs
Requiring continuation of antimicrobial treatment after day 0 Infection
O o o e @ IS 015 4 Lol (g WB 1L (ol il b oy 49 3L <ol
Requiring treatment with insulin or oral hypoglycaemics but not diet alone Diabetes
A5 Wign b 308 pIKR 30 ¢ il 90 509 S0 177 < yid (o 33 05 (o 2 < g Ly 5 W / T gio 24ulS’
m| m| m| Jd| Renal :moderate/severe
Serum creatinine > 2 mg/dL or >177 pmol/L, on dialysis, or prior renal
transplantation
Wb u> w AST/ALT B1.5 x ULN g (ULN) Jlo g (s¥b uo (o o9y (T ¢ (3030 Cuilid L gio 3 50
O o o Jlop ‘syh» ﬁ.‘}? 2.55(ULN) Hepatic ; mild
Chronic hepatitis, bilirubin between Upper Limit Normal (ULN) and 1.5 x the ULN, or AST/ALT
between ULN and 2.5 x ULN
] o O | 2.5xULN 3l i AST/ALT glp ¢ Jloy Wb u> 1.5 31 s (g y (St ¢ (G5 jg W / oo
Liver cirrhosis, bilirubin greater than 1.5 x ULN, or AST/ALT greater than 2.5 x ULN moderate/severe
O u] u] b G (001 3T 1 low vginw 2 yokias ¢ (383 JU b (5 03 (g g oo yT
Atrial fibrillation or flutter, sick sinus syndrome, or ventricular arrhythmias | Arrhythmia
SO i B U EF <750 ¢ 3,5 gu0 g il ¢ o SN 3B ¢ 5955 G908 s sbow b
o o o (<28Z)g|5095 39 alg Cardiac
Coronary artery disease, congestive heart failure, myocardial infarction, EF < 50%, or
shortening fraction in children (<28%)
o o o S0 G955 A b 1,35 oSyl dhos S0 A5 50 G35 8 slowt
Transient ischemic attack or cerebrovascular accident Cerebrovascular disease
J1 e 450 SO > @ o am 58 5 low
Except mitral valve prolapse Heart valve disease
i Called 4 b (K5 b 7 FEVL 66-80 / gDLco bugio 359
DLco and/or FEV1 66-80% or dyspnoea on slight activity Pulmonary: moderate
] o o O3 4 3L b Col gl S )0 i) K5 b 7 FEVL < 650 / gDLco KVRW
DLco and/or FEV1 < 65% or dyspnoea at rest or requiring oxygen severe
o o o &30 5o 3 05k 35 < Fw 0098 AL b ol slew S
Patients with a body mass index > 35 kg/m2 Obesity
u] u] u] 3,10 yloyd 4 5L ouso p )
Requiring treatment Peptic ulcer
O o o 818 (S 3ty slo 30 b 0 y5Liko 41 3L &5 1 ladl by (5 g Sty SIS

Depression or anxiety requiring psychiatric consultation or treatment

Psychiatric disturbance

TS S8y il odloT mjy 31 B g o SO 40 a5 1 K08 Sl oves sler slxial e

Specify other additional major clinical abnormalities not listed above and present prior to the preparative regimen

79




Sl Ogd cde
Relapse or progression / persistent disease
Secondary malignancy (including lymphoproliferative disease)
Transplantation related cause
Cell therapy (non HSCT) Related Cause (if applicable)
(©]177=] S
Unknown

I o

Type (Check all that are applicable for this period No Unknown

<
@
2]

GvHD (if previous allograft)

Pulmonary toxicity

Infection

bacterial

viral

fungal

parasitic

Rejection / poor graft function

VCSDTVOD History of severe Veno-Occlusive disorder (VOD)

Haemorrhage

Cardiac
toxicity

Central nervous system toxicity

Gastro intestinal toxicity

Skin toxicity

Renal failure

Oo|0o|bojoOon |OOoOoo o b/oond
Oo|0o|bojoOon |OOoOoo o b/oond
o|0o|bojoOon |OOoOnoo o) b/bos

Multiple organ failure

(Ll gy i 5 42) (N g O ) U 4ol

LYW PH PRCR S| A 031 juo! o>l S5
Oleo! S puf ol 0T 550 Sl gl 550

S0 9TH ol 4kl P o P58 9ol Lo po)s y5s
S % dongd il S2Sile> 93,7 o 3 dibw 55

! w1 b 2 ils 55 S W 50
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! Myeloablative (High-Intensity) Stem Cell Transplant
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Regimen Disease states treated Comments
BEAM NHL, HD -
BuMelTT NHL, HD -
Carbo-Etoposide Germ cell May be done in tandem
Carbo-Etoposide-Cy Germ cell May be done in tandem
Cy-Etoposide-TBI NHL, HD -
CBV NHL, HD -
Melphalan MM, Amyloid May be done in tandem
Carbo- Etoposide- Melphalan Neuroblastoma With or without MIBG
Carbo- Etoposide- Melphalan Wilms tumor _

BEAM carmustine, etoposide, cytarabine, melphalan, Bu busulfan, CML chronic myelogenous leukemia, Carbo carboplatin, CBV cyclophosphamide,
carmustine, etoposide, HD Hodgkin’s disease NHL nonHodgkin’s lymphoma

S ot 93 g8 A2 20> w55 020 b Jga

Agent

Risk

Antiemetic regimen

Comments

Antithymocyte globulin

Low

None needed

Other premedications required

Ondansetron 8 mg PO Q 6 h or 24 mg PO

Dexamethasone 20 mg daily with
once daily ondansetron no

Busulf M high . .
usuftan oderate to hig daily dexamethasone required for every 6
hour busulfan dosing
. . Ondansetron 24 mg PO or 8 mg IV priorto | Dexamethasone 20 mg daily with
Carboplatin High first daily chemotherapy dose each daily ondansetron
Carmustine High C_)ndans_etron 24 mg PO or 8 mg IV prior to Dexamethasc?ne 20 mg daily with
first daily chemotherapy dose each daily ondansetron
Clofarabine Low Ond_ansetron 8 mg PO daily. 16 mg_ (8 mg Dexamethasor?e 8-12 mg daily with
1V) if other chemotherapy agents given each daily ondansetron
Ondansetron 24 mg PO or 8 mg IV prior to
;I(;Zti:aléyrceh?gsttzzr:ﬁ z:ose. Consider Dexamethasone 20 mg daily with
Cyclophosphamide High g aprep Y each daily ondansetron. Dose adjust

cyclophosphamide is given plus 1
additional day or fosaprepitant once on first
day of cyclophosphamide

dexamethasone if aprepitant used

Cytarabine

Low (< 1000 mg/
m?/day)

Ondansetron 8 mg PO daily. 16 mg PO (8
mg V) if other chemotherapy agents given

Dexamethasone 8 mg daily with each
daily ondansetron
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Etoposide Moderate to high Ondansgtron 2_4 mg PO or 8 mg IV prior to Dexamgthasone 20 mg daily with
first daily chemotherapy dose each daily ondansetron
Ondansetron 8 mg PO daily.16 mg PO (8
Fludarabine Low mg 1V) if other chemotherapy agents glven. Dgxamethasone 8 mg daily with each
If only agent used that day may substitute | daily ondansetron
10 mg prochlorperazine for the ondansetron
Ondansetron 24 mg PO or 8 mg IV prior to
fll’Si.l daily chgmotherapy dose. Con3|de:r Dexamethasone 20 mg daily with
. adding aprepitant each day melphalan is ; .
Melphalan High . o each daily ondansetron. Dose adjust
given and for one additional day or . )
. . dexamethasone if aprepitant used
fosaprepitant once on first day of
cyclophosphamide
Total body irradiation High Ondansetroq 8.mg PO prlor to each D_exam.ethasone 20 mg daily with the
radiation fraction first daily ondansetron
Thiotepa High Ondans.etron 2'4 mg PO or 8 mg IV prior to Dexame:'thasone 20 mg daily with
first daily chemotherapy dose each daily ondansetron

Ondansetron is interchangeable with granisetron at equivalent doses.Palonosetron and dolasetron dosing for optimal effect is unclear
Lorazepam 0.5 mg PO/IV should be offered if needed prior to each day’s first chemotherapy dose

S ok SWbe Lgm 5l esbel b 55 53 p o A2 slassls 5003 05l Jaw
Agent Risk Antiemetic regimen Comments
Antithymocyte globulin Low None needed Other premedications required

Ondansetron 8 mg PO Q 6 h or 24 mg PO

Dexamethasone 20 mg daily with
once daily ondansetron  no

Busulfan Moderate to high daily dexamethasone required for every 6
hour busulfan dosing

. . Ondansetron 24 mg PO or 8 mg IV prior to| Dexamethasone 20 mg daily with
Carboplatin High first daily chemotherapy dose each daily ondansetron

Carmustine High C.)ndans'etron 24 mg PO or 8 mg IV prior to Dexame'thasone 20 mg daily with
first daily chemotherapy dose each daily ondansetron

Clofarabine Low Ond'ansetron 8 mg PO daily. 16 mg (8 mg Dexame'thasone 8-12 mg daily with
1V) if other chemotherapy agents given each daily ondansetron

Ondansetron 24 mg PO or 8 mg IV prior to
ZJztindally c:errgoittk;rtapy dEZi'h Consgl:r Dexamethasone 20 mg daily with
Cyclophosphamide High 9 prep y each daily ondansetron. Dose adjust

cyclophosphamide is given plus 1 additional
day or fosaprepitant once on first day of
cyclophosphamide

dexamethasone if aprepitant used

Cytarabine

Low (< 1000 mg/
m?/day)

Ondansetron 8 mg PO daily. 16 mg PO (8
mg 1V) if other chemotherapy agents given

Dexamethasone 8 mg daily with each
daily ondansetron

Etoposide

Moderate to high

Ondansetron 24 mg PO or 8 mg IV prior to
first daily chemotherapy dose

Dexamethasone 20 mg daily with
each daily ondansetron
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Ondansetron 8 mg PO daily.16 mg PO (8 mg
. 1V) if other chemotherapy agents given. If| Dexamethasone 8 mg daily with each
Fludarabine Low only agent used that day may substitute 10| daily ondansetron
mg prochlorperazine for the ondansetron
Ondansetron 24 mg PO or 8 mg IV prior to
flrst. daily cr_lemotherapy dose. ConS|de_:r Dexamethasone 20 mg daily with
. adding aprepitant each day melphalan is ; .
Melphalan High . c each daily ondansetron. Dose adjust
given and for one additional day or . .
. . dexamethasone if aprepitant used
fosaprepitant once on first day of
cyclophosphamide
Tatal body irradiation High Ondz.insetron 8 mg PO prior to each radiation D_exam_ethasone 20 mg daily with the
fraction first daily ondansetron
Thiotepa High C.)ndans'etron 24 mg PO or 8 mg IV prior to Dexame'thasone 20 mg daily with
first daily chemotherapy dose each daily ondansetron

Ondansetron is interchangeable with granisetron at equivalent doses.Palonosetron and dolasetron dosing for optimal effect is unclear
Lorazepam 0.5 mg PO/IV should be offered if needed prior to each day’s first chemotherapy dose

S g3kt Mgk Kgm 55l e3lel sla @35 53 loss et Loyl 593 Ao sledd Jgu

Agent Dosing Dose adjustment for renal Additional information
insufficiency
Alemtuzumab Flat dosing in adults based upon regimen No dose adjustment required for No dose adjustments for small or obese
selected renal dysfunction individuals
Busulfan Dose on ABW?25 in adults (obese and No dose adjustment required for | -PK monitoring has reduced rate of SOS from
nonobese) receiving per kilogram dosing or renal dysfunction ~ 20 % to <5 % -AUC/Css targeting varies
BSA based on TBW for square meter by regimen -For BuCy regimens, the MTD is
dosing. All regimens > 12 mg/kg PO 16 mg/kg PO equivalent over 4 days for adults
equivalent are recommended to have PK
targeting as appropriate for the disease state.
Regimens using doses < 12 mg/ kg PO
equivalent do not have sufficient
information to recommend routine PK
monitoring at this time
Pediatrics should be dosed upon TBW with
similar monitoring guidelines
Carboplatin Dose adults on BSA based on TBW If CrCI < 50, dose based on an AUC | No dose adjustment required for
of seven per day using 24-h urine | BSA-dosed obese individuals. If using
collection to estimate GFR or Calvert formula, dose based on 24-h urine
calculated CrCl collection derived from CrCl
Carmustine Dose adults on BSA based on TBW No dose adjustment required for | Pulmonary toxicity > 50 % at 600 mg/m? with
unless > 120 % IBW, then dose on renal dysfunction multiple agent regimens. MTD of 1200
BSA based on ABW25 mg/m? as single agent with 9.5 % pulmonary
toxicity
Clofarabine Dose on BSA based on TBW reduce 50% for CrCl 30-60 mL/ No dose adjustments for obese individuals
min. Do not use for < 30 mL/min
Cyclophosphamide Dose on IBW for Cy 120 or 200 For CrCl < 30, dose at 75 % of For obese patients, see dosing column
Exception: aplastic anemia for Cy protocol dose
120 dose on TBW unless > 120 % IBW then
ABW?25
Cytarabine Dose on BSA based on TBW No dose adjustment required if < No dose adjustment for obese patients
500 mg/m?
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Etoposide Dose on ABW?25 for milligrams per Dose at 50 % for CrCl < 30; do not DLT of mucositis
kilogram dosing and BSA based on TBW exceed 30 mg/kg
for BSA based dosing
Fludarabine Dose on BSA based on TBW CrCl 17-40 ml/ min dose at 80 % | Post-treatment  leukoencephalopathy  still
CrCl < 17 ml/min dose at 60 % being studied for conditioning regimen doses
more than 125 mg/m?
No dose adjustment for obesity
Melphalan Dose on BSA based on TBW For CrCl < 40, dose at 70 mg/ DLT of mucositis

m?/day x 2 or 140 mg/m? on 1
day for goal dose
200 mg/m?

No dose adjustment for obesity as long as
dose is < 3.6 mg/kg
of ABW

Pentostatin

Dose on BSA based on TBW

CrCl < 60, 75 % dose
CrCl < 30, 40 % dose

No dose adjustment for obesity

Thiotepa Dose adults on BSA based on TBW No dose adjustment required for renal| Multiagent MTD is 500-750 mg/m?, single
unless > 120 % IBW then dose on dysfunction agent MTD is
BSA based on ABW40 900 mg/m?

Antithymocyte Dose on milligrams per kilogram based on| No dose adjustments for renal| No dose adjustments for obese individuals

globulin—Equine

TBW

dysfunction

Antithymocyte
globulin—Rabbit

Dose on milligrams per kilogram based on

TBW

No dose adjustments for renal
dysfunction

No dose adjustments for obese individuals

SN W Gloy O awlio 5o slow Jouo

BMT, bone marrow transplant; CNI, calcineurin inhibitor (i.e., cyclosporine or tacrolimus); G-CSF, granulocyte colony-
stimulating factor; PBSCT, peripheral blood stem cell transplantation.

Auto-BMT + G-CSF 25-15
Auto-PBSCT + G-CSF 12-9

T-cell-depleted allo BMT + G-CSF 20-13
Allo-BMT with CNI MTX prophylaxis 24-22
Allo-PBSCT with or without MTX prophylaxis 10-14

Cord blood 1 unit / 2 units

12-24/ i, 5+40
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........... e T ol de,b
Date of this Report

e )lﬁa 0“32 O)M

Hospital Unique Patient Number or Code (UPN)

gl Sl slowt S 1) (ALwlid 0 3o (ot b Wl 994 o0 P! (sl gt 3o Wignt WIS Jlow S 39 45 (B (slo 99 plod 99 (0 4D 0 9 390 1 3g 5 3L U
ksS4 bty d g Ll Jlow & by o A1 &5

D0 OCdg0 i (o o5) Hlow bl o5
male female Sex patient identification code
.........:GJ’SN Jﬂn @,IS o .
City of location s oo : Jé"‘b Fb :Pb
e 08 ¥ (first name(s) _family name(s)) GIVNAME

Date of Birth

S8 31 (g i b S ghs alor 31 cad gl (g slowt Sy loyo
Treatment of a Primary disease, including Infections or Infection prevention

............ e 7 S A gt B9 4G
Date of initial diagnosis:

S Ao (ilo 8 Jolw (91 S1 1 1y Aol (5 slow
INDICATE THE PRIMARY DISEASE FOR WHICH THIS CELL THERAPY WAS GIVEN
O AML 1stCR O BM failure-SAA
O AML non 1stCR T = O Aquired pure red cell anemia
O ALL 1stCR oSS O PNH
= O ALL non1stCR § % < O Congenital bone marrow failure
= O CML 1stCP Ny & O BM failure-other
3 O CML non 1st CP C o [0 Hemoglobinopathy-Thalassemia
] O MDS or MDS/MPN - O Hemoglobinopathy-other
O MPN (MPD,MPS) O Other hematological disease
O CLLinclu.PLL O Primary immune deficiencies
O Other leukemia - O Inherited metabolic disease
— O PCD-Myeloma g § O Autoimmune disease
§ O PCD-other % z O EBV related disorders
s O Hodgkin lymphoma o X O Hemophagocytic syndrome
o Q. ¢
o O Lymphoblastic g 3 O Langerhans cell histiocytosis
= lymphoma o~
® O Mature B cell o = O Others
D lymphoma 2 S
=} D 7
2 O Mature T/NK cell s O BM failure-SAA
s lymphoma

Hligs 5l S Jobw Nigm oy 3 b B 188 31 5 R b oy
Treatment or prevention of complications derived or expected from a previous treatment including
HSCT

0 Sl A1 oyl gt 3o gt Al low ... SR e slow & 9 Oyl gt o Wigw o 53T 46
Indicate the date of the last HSCT for this patient

........ " reerers T rerenees gb,éw‘g‘pds‘dﬁu@g,ja,ﬁ
Date of first cell infusion for this treatment

S gt |y 3598 3 5190
Other indication, specify
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&8 Shos asli O Karnofsky O Lansky
PERFORMANCE SCORE

[J 100 oy oy
Normal, NED Normal, NED
Sl 32> S 4L g pide reb Culled S Ll 18 . celeisd anine

O 90 Normal activity; minor signs and Mi iotions in bhvsicall o 6‘0“) P sleusy
symptoms of disease inor restrictions in physically strenuous activity

O so SH b by g (o0 i gz o Lot Sl Jlad
Normal with effort Active, but tires more quickly

Cudlad plonif 4 136 ¢ WS (o Cudl g0 395

I 70 G st S9ii o0 B 30 Cadlad 10 45 (5 5508 o) g st Sy g0
Cares for self, unable to perform Both greater restriction of and less time spent in play activity
normal activity

O o 3,18 3L ol (o3 g olF (5l oS & J;“)Tél“‘;*b‘l’é gw&'”b"fauwaMSO“fWM}‘
Requires occasional assistance Up_ qr]d around, but minimal active play; keeps busy with quieter

activities
4 5006 Lof 851w Adled Zud ¢ WS (0 3159 Lol wirgd (o WL 395 Dl g 48

0 s0 _ O L g SO ST 4 ol o137 S b pled 8 &5 i

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

] 40 Jokee 9,418 0309 Cudl o 4 33 S o0 o8 i 1T Sleidled 30 SNgRis y 49 s
Requires special care; disabled Mostly in bed; participates in quiet activities

O 30 Jgkeo Ol 4 319 3L oS 4 1T Cudlad 5l 9 o gdisy 3
Severely disabled In bed; needs assistance even for quiet play

O 20 slon S o Jaiio jlons (S leiadlad 4 9900 YolS Cullid g ol ity !

Very sick

Often sleeping; play entirely limited to very passive activities
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o i

Was there any clinically significant co-existing disease or organ impairment as listed below at time of patient assessment prior to the preparative regimen? O No O Yes, indicate

each comorbidity below

. . . <y WKW
ouid byl & SH et s ad
1589 pPN0 i Cawgd O g L &) ¢ 5low Al Jo 700 3 Hlo B 48 ployd Cd Mol g0
o o o ”.r < Solid tumour
Treated at any time point in the patient's past history, excluding nonmelanoma skin cancer
(Indicate type)
5 . . 09 31 5 ylow
o o o 991 pudt Sl b 395 5o 92 ot 5 los
Crohn's disease or ulcerative colitis Inflammatory bowel disease
m} a O | SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica J‘!)""""")
Rheumatologic
O u} u} 0 393 31 ot (29550 o (o yd aold & 5L Cogas
Requiring continuation of antimicrobial treatment after day 0 Infection
o o o tla 41 12 3 4 ot 395 W 81 ) o gl 3o 0 9 35 s
Requiring treatment with insulin or oral hypoglycaemics but not diet alone Diabetes
Wign b 3000 pla 33 ¢ pid 30 Jg0g 50 177 <y yid w8 33 £ 35 o 2 <p g Lol 5 Wi / T gio 24ulS’
m| m| m| Jd ads'| Renal :moderate/severe
Serum creatinine > 2 mg/dL or >177 pmol/L, on dialysis, or prior renal
transplantation
YU uo> G AST/ALT B1.5 X ULN g (ULN) Jlo g S¥L 0o (ot w9y (s ¢ 0 30 il L gio 35S
o o o Jln) 55"3.'" #192.5 gULN) Hepatic ; mild
Chronic hepatitis, bilirubin between Upper Limit Normal (ULN) and 1.5 x the ULN, or
AST/ALT between ULN and 2.5 x ULN
] o O | 2.5xULN 3yl AST/ALT &l ¢ Jlo g YL uo> 1.5 31 yibed (g I ¢ 65 39 3w W / o
Liver cirrhosis, bilirubin greater than 1.5 x ULN, or AST/ALT greater than 2.5 x ULN moderate/severe
O u] u] b G (001 3T 1 low vginw 2 yokias ¢ (383 JU b (5 03 (g g oo yT
Atrial fibrillation or flutter, sick sinus syndrome, or ventricular arrhythmias Arrhythmia
S S 3 L EF <750 ¢85 gm0 g 41 ¢ o SN b jB ¢ 595 G328 S skow b
o o o (<28Z)0|5635 39 “'ﬁ Cardiac
Coronary artery disease, congestive heart failure, myocardial infarction, EF < 50%, or
shortening fraction in children (<28%)
O o o S0 g8 Aol L 1,05 el dho> S0 diS (5330 G (S slow
Transient ischemic attack or cerebrovascular accident Cerebrovascular disease
J1 e 450 SO > @ o 450 5 bow
Except mitral valve prolapse Heart valve disease
i Cadled 4o i (K5 7 FEVL 66-80 / gDLco Bugio 2599
DLco and/or FEV1 66-80% or dyspnoea on slight activity Pulmonary: moderate
o o o O3 4 3L b Col gl S )0 i) (K5 b 7 FEVL < 650 / gDLco KVRW
DLco and/or FEV1 < 65% or dyspnoea at rest or requiring oxygen severe
oD o o &0 50 2055 35 < S 0398 Sl byl low S
Patients with a body mass index > 35 kg/m2 Obesity
O O O 3,18 ployd 4 3L ou%0 1
Requiring treatment Peptic ulcer
o o o 318 (S 3ty y slo 30 0 gl &1 3L &5 W pladl ) (T pudl S ilg y JHSH

Depression or anxiety requiring psychiatric consultation or treatment

Psychiatric disturbance

TS 551y il odboT mjy 31 B g o SO 40 a5 1 K08 Sl oves sler slxial e

Specify other additional major clinical abnormalities not listed above and present prior to the preparative regimen
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HSCT REGISTRATION — DAY 0

Oloyd it 1y Johw @23 ool 95U
Date of first cell infusion for this treatment

ol ¥ &6
Date of this Report

ot oig 99 0 ylosd
or Code (UPN)

4 B30 1 45 390 Sl w45 ) oalulid 0l ot 1l 33 o0 LS iy 3im Wigs WIS oy 3 39 45 (3o 3l 9 ol 3 o 40,04 390 o 39 (55 U

Oloyd 41 by g0 4 g Cul ylow
Dfhe  Olig i (o 95) slont (otbubids 45
male female Sex patient identification code
et g8 S0 | e, T g 9,6 2 SNl pb Y
City of location Date of Birth (first name(s) _family name(s)) GIVNAME
e S geled 0 ylow 9> 09 - - 2 A gl yaudhid g0 36
Tell OA OB OAB OO Date of initial diagnosis:
S i oy Jokw i S 1) gl s low
INDICATE THE PRIMARY DISEASE FOR WHICH THIS CELL THERAPY WAS GIVEN
O AML 1stCR O BM failure-SAA
O AML non 1stCR T 2 O Aquired pure red cell anemia
O ALL IstCR o3 S O PNH
E O ALL non1stCR é g* E O Congenital bone marrow failure
3 O CML 1stCP o Q@ O BM failure-other
g. O CMLnon 1st CP e §_, g O Hemoglobinopathy-Thalassemia
@ O MDS or MDS/MPN - O Hemoglobinopathy-other
O MPN (MPD,MPS) O Other hematological disease
O CLLinclu.PLL O Primary immune deficiencies
O Other leukemia o z O Inherited metabolic disease
O PCD-Myeloma g 3 O Autoimmune disease
= O PCD-other % E O EBV related disorders
o o O Hodgkin lymphoma °(l§- °§ O Hemophagocytic syndrome
% 13_ O Lymphoblastic “5’ ‘:’:’_’r O Langerhans cell histiocytosis
3 lymphoma -
o = O Mature B cell ymphoma a S O Others
O Mature T/NK cell G O BM failure-SAA
lymphoma
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PERFORMANCE SCORE

0 100 Jb s Jbs

Normal, NED Normal, NED
Lo 932 b AL g pidle (Sand Cudlad ot i 5. .

o 6308 2T S8 TG 9 T e = om> 3ok Sledlad 39 > Sleisgao
Normal activity; minor signs and symptoms of " L . . -
di Minor restrictions in physically strenuous activity

isease

O 8 WL Jlo S5 50 Aind yias pu lof Cau JUad

Normal with effort Active, but tires more quickly
o cadlad ploxil 4 30 ¢ WS (0 Cudl g0 S92 31 . A .

O 70 o ot Called Ll 196 (5 (o0 b0 095 5 S9i 50 B 30 Cadlad 30 &5 (5 5508 o) gy S gk
Cares for self, unable to perform normal h " fand | . in ol .
activity Both greater restriction of and less time spent in play activity

O 60 9,19 3l ol (9 g olF (b S5’ & ol 3T s culad Cudled Jo1us Lot ¢ o cudlad Joiino g (oo Wiy g 31
Requires occasional assistance Up and around, but minimal active play; keeps busy with quieter activities

39S g 4y 530 Lot & 5105 (Sad Zud ¢ WS (0 3150 Lol Wiy (oo il 39y Slel gy 50

O 50 3310 3L o2 5 JB ST 4 ROW PN 7 PYOR PN

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

O 40 Jokao 9,318 0399 Cudl g0 49 3L T (0 O g Sl Sleidlad 40 DgRS ) 90 i
Requires special care; disabled Mostly in bed; participates in quiet activities

O 30 Jolee Sl 4 <3318 i oS & p,T Culled 519 > g 39
Severely disabled In bed; needs assistance even for quiet play

O 20 Sowt Sk ol Jaiio slous (sleiallad 4 8 gursno Holf Cadlod yurmly ket
Very sick Often sleeping; play entirely limited to very passive activities

W 19085 ol
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o i

Was there any clinically significant co-existing disease or organ impairment as listed below at time of patient assessment prior to the preparative regimen? O No O Yes, indicate

each comorbidity below

. . . < g2 HRW)
ol syl b et s ad
1589 pPN0 i Cawgd O g L &) ¢ 5low 4l Jo 700 3 Hlo B 48 ployd Cd Mol g0
o o o ." .. Solid tumour
Treated at any time point in the patient's past history, excluding nonmelanoma skin cancer
(Indicate type)
4 . . 08 31 5 ylow
o o o 91 pudst Sl b 0395 5o 92 ot 5 los
Crohn's disease or ulcerative colitis Inflammatory bowel disease
m} a O | SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica J'!)"‘,’l"’)
Rheumatologic
O o o 0 39 31 oM 9590 wo ylo 3 4oldl 4 3L Cogis
Requiring continuation of antimicrobial treatment after day 0 Infection
o o o tla 4 1 3 & ot 395 W 81 ) o gl 3o 0 9 35 s
Requiring treatment with insulin or oral hypoglycaemics but not diet alone Diabetes
Wignt U 300 pLED 3 ¢ yiud 30 J90g 5500 177 <U g (uid 33 £ 5 (o 2 <p g (ol 5 W / T gio 24ulS’
m| m| m| Jd ads' | Renal :moderate/severe
Serum creatinine > 2 mg/dL or >177 pmol/L, on dialysis, or prior renal
transplantation
YU 0> 5 AST/ALT B15 x ULN g (ULN) Jlo 33 Sl 0o (o3 gy (o ¢ 00 30 Cuild T gio 150
o o o Jl.n‘a 6"‘."’ #192.5 gULN) Hepatic ; mild
Chronic hepatitis, bilirubin between Upper Limit Normal (ULN) and 1.5 x the ULN, or
AST/ALT between ULN and 2.5 x ULN
o o O | 2-5%ULN 3l s AST/ALT glp ¢ Jlo g Wb 0> 1.5 31 sl (g y (S ¢ G5 39 g W / o
Liver cirrhosis, bilirubin greater than 1.5 x ULN, or AST/ALT greater than 2.5 x ULN moderate/severe
O u] u] b G (001 3T 1 slow vgimw £ yokias ¢ (383 JU b (5 03 (gl guud oo yT
Atrial fibrillation or flutter, sick sinus syndrome, or ventricular arrhythmias Arrhythmia
IS 548 D L EF <750 ¢ )5 gu0 o9 ! ¢ B Ui il ¢ 5395 G938 (5l e
o o o (<28Z)°|Sé35 39 @bl Cardiac
Coronary artery disease, congestive heart failure, myocardial infarction, EF < 50%, or
shortening fraction in children (<28%)
O o o G0 G955 A3 1,05 (oS! dlos> R ASw 5 30 G905 5 slow
Transient ischemic attack or cerebrovascular accident Cerebrovascular disease
J1 e dm 50 O3 3> @ oS 4 50 5 low
Except mitral valve prolapse Heart valve disease
i Cadled 4o i (K5 7 FEVL 66-80 / gDLco Bugio 2599
DLco and/or FEV1 66-80% or dyspnoea on slight activity Pulmonary: moderate
o o o O3 4 3L b Col gl S )0 i) K5 b 7 FEVL < 650 / gDLco KVRW
DLco and/or FEV1 < 65% or dyspnoea at rest or requiring oxygen severe
O o o &0 50 5 PS5 ehS 35 < S0l a3l b ol slow S
Patients with a body mass index > 35 kg/m2 Obesity
O O O 3,18 ployd 4 3L ou%0 1 3
Requiring treatment Peptic ulcer
o o o 318 (S 3ty y slo 30 0 yglio 41 3L &5 W pladl ) (T pudl S ilg y JHS

Depression or anxiety requiring psychiatric consultation or treatment

Psychiatric disturbance

TS 5315 3l 03T a3y 1 S g ok SO WU 58 451 K0 Sl oues sl smiats b

Specify other additional major clinical abnormalities not listed above and present prior to the preparative regimen
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2995 T

HLA MISMATCHES BETWEEN DONOR AND PATIENT

Sldgd ol s Jobu Nigm E99
Syt [
Autologus
(395 o0 o sbusdll b 939890 Joli ) asbio HLA b 1310 g 193 20y599T [
HLA-identical sibling (may include non-monozygotic twin)

ailio HLA b (i il Wiglis g3 00307 [

HLA-matched other relative
S 3L 3 HLA () 3Ll b wiglis g 33907 [

HLA-mismatched relative: Degree of mismatch

HLA oSl s [

1 HLA locus mismatch
(JSSnTB) HLA ugs <2 [

>=2 HLA loci mismatch

2998 T gus S8 alioHLA b Wiglisgs wé o307 [
HLA-matched Unrealted
98 J51 S5 3L 3 LA (6,5 3Ll b wiglings wé 30T [
HLA-mismatched relative: Degree of mismatch
HA g [

1 HLA locus mismatch
(IS NT)HLA ugsed S9<2 [

HLA-matched Unrealted

Ry s

(Mismatched relatives only. If you are submitting the HLA typing results, you can skip this item)

Complete number of mismatches inside each box

A B C DRB1 DQOB1 DPB1
O
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Date of first cell infusion for this treatment

Sl 4215 3929 (o33 1 Jgb 50 Job 355 w19 K9 3 o LT
Was there more than one cell infusion unit administered during this treatment
» O
............. O 35D Wb (0 JuSui 1y (slo 40 (3t 3 (s &5 Jokw 3335 swslgotwaiz ay [
Number of different cell infusion units that form part of this treatment

CELL COUNTS FOR THIS PRODUCT

S sled ol g
SOURCE OF STEM CELLS
cossensnncnsee 55397 0> WladS S Ol ggwt 0 [
Total number of collections Bone marrow
covecsssseee 55 J LD 5 S 0590 S5 Sluni e o [
Total number of mobilization courses Peripheral blood
............................ 3,190 plw O Sbaw yee O
Other, specify Umbilical cord Blood
200,557 3 (1 81 ok i losd

Type Counts x 10° x 108 x 107 X108
Nucleated cells
(kg) | e T e e | ] l []
CD 34+
(cells/kg) i 0 0 [ ]
T-cells (CD 3+)
(cells/kg) i O [ (] [
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16mg/kg. NOTE: ONLY AGENTS GIVEN BEFORE THE DATE OF THE 157 CELL INFUSION (DAY 0) SHOULD BE LISTED HERE
Area under the curve (AUC)

DRUG (given before day 0)
O Ara-C (cytarabine)

O ALG, ATG
Animal origin:

| Horse [ Rabbit
specify.... ... .
O Bleomycin

O Busulfan

OOral gV gBoth
0o BCNU

O Bexxar (radiolabelled MoAB)

O CCNU
O Campath (antiCD52)

O Carboplatin

o Cisplatin

O Clofarabine

O Corticosteroids

o Cyclophosphamide
O Daunorubicin

O Doxorubicin (adriamycine)
o Epirubicin

O Etoposide (VP16)
O Fludarabine

O Gemtuzumab

O ldarubicin

O Ifosfamide

O Imatinib mesylate
O Melphalan

O Mitoxantrone

0 Paclitaxel

O Rituximab (mabthera, antiCD20)

O Teniposide
O Thiotepa

O Treosulphan

O Zevalin (radiolabelled MoAB)

O Other,

O Other radiolabelled MoAB, specify

O Other, specify .....................

TBI

Total dose (GY): ..eeeee veenee -

TLI/TNI/ TAI

Local radiotherapy

O No

Wgw 5 3kwodloT
PREPARATIVE TREATMENT (CONDITIONING)

TOTAL PRESCRIBED CUMULATIVE DOSE*
Multiply daily dose in mg/kg or mg/m2 by the number of days; e.g. Busulfan given 4mg/kg daily for 4 days, total dose to report is

DOSE

O No O Yes O unknown
Number of fractions

days

UNITS
0 mg/m2

0 mg/m2

0 mg/m2

0 mg/mz

0 mg/m2
O mCi

O mg/m2
0 mg/m2

0 mg/m2

0 mg/m2
O mg/m2
0 mg/mz
0 mg/m2
0 mg/m2
0 mg/mz
0 mg/m2
O mg/m2
0 mg/mz
0 mg/m2
0 mg/m2
0 mg/mz
0 mg/m2
0 mg/m2
0 mg/mz
O mg/m2
0 mg/m2
0 mg/m2
0 mg/m2
0 mg/m2
O mCi

O mCi

0 mg/mz

0 mg/m2

[0 mg/Kg

[0 mg/Kg

[0 mg/Kg

0 mg/Kg

[0 mg/Kg
[0 MBg

0 mg/Kg
[0 mg/Kg

[0 mg/Kg

[0 mg/Kg
0 mg/Kg
0 mg/Kg
[0 mg/Kg
[0 mg/Kg
0 mg/Kg
[0 mg/Kg
0 mg/Kg
0 mg/Kg
[0 mg/Kg
[0 mg/Kg
0 mg/Kg
[0 mg/Kg
[0 mg/Kg
0 mg/Kg
0 mg/Kg
[0 mg/Kg
[0 mg/Kg
[0 mg/Kg
[0 mg/Kg
[0 MBg

O MBg

0 mg/Kg

[0 mg/Kg

[ Yes: Total dose (GY): ....... ........ T

O No O Yes O Unknown

53

ogd

ogd

mg x hr/L
micromol x min/L O mg x min/mL

mg x hr/L
micromol x min/L O mg x min/mL

OVEr oo radiation

O Unknown



GVHD 1 (g st (529519 3.5
GVHD PREVENTION IN THE RECIPIENT

No

Yes: O Drugs (Immunosuppressive chemo)

ALG, ALS, ATG, ATS (given after day 0): Animal origin: O Horse 0O Rabbit O Other, specify.... ........

Anti CD25 (MoAB in vivo)

Campath (MoAB in vivo; can be "in the bag")

Systemic corticosteroids

Cyclosporine

Cyclophosphamide (given after day 0)

Etanercept (MoAB in vivo)

FK 506 (Tacrolimus, Prograf)

Infliximab (MoAB in vivo)

Methotrexate

Mycophenolate (MMF)

Sirolimus

Other monoclonal antibody (in vivo), SPECIfY .....cccveveeiiiiiiieeciie,

Other agent (in vivo), specify.........

Oooogoooiooiooooooo|o

Other: ..o

SURVIVAL STATUS ON DATE OF HSCT

Wgw gloy 39 slow Cundg

oewy O
Alive
owwwgd O
Dead
i 099 53l 03LeT (Slo 3 (oo 235 #92 f d slow [

Patient died between administration of the preparative regimen and date of HSCT

Sn ogh cde
Solowt Cungho /(s slow &yl b 098 L
Relapse or progression / persistent disease
(991 52l g 52588 (5 slows Joll) 4156 ooy [
Secondary malignancy (including lymphoproliferative disease)
Wgn oyles [
Transplantation related cause
(luiss 9L slad gl Wiget 31 e 4 )silod Jolo g
Cell therapy (non HSCT) Related Cause (if applicable)
23,190 plw [
Other
astit O
Unknown
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S Jokw Wigw 31 Lo 3lo 30 Wigy (5 pwfw S p 3 .3 0 ylowb slew
Jig> g0l
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Hig> Gobis sl Johu Wgw 31w ylo yd Wig 5 & 385w
POST-HEMATOPOIETIC STEM CELL FOLLOW UP

990,99 TP
JL,,]_ o6 }3)100” Visit L . h");&)
Date of this Report
Jl<2
D0 OCdge S (o o) slow Hlulisd s 599 £195!
male female Sex | Other type of patient identification codes
............ s e SN P R 46 $ Folgls pb spb
Date of Birth | (first name(s) _family name(s))
hho )0':” °)l°‘:’ ounnnn-uuuu:)w 939 e :)lod .
e W | sowlod | PATIENT WEIGHT PATIENT HEIGHT -
City of location Tell

(0.5X10°/ L <ty Judg igi) (b Judg s SMuasi illao i slods g (59 900
Absolute neutrophil count (ANC) recovery (Neutrophils >0.5X10° /L)

S AT b » 0O
Date of last assessment No
(@055 Ogw Wign 31 wd 3937 31 o Jof Flowo iy 3) e SRV SRR R PR IR I 79 S O
(first of 3 consecutive values after 7 days without transfusion) Date of last assessment Yes
0398 io il 31 juS ¥ O
Never below

W F (oS yo T & w3 31 Jud slow 1 adiols [
Date unknown: patient discharged before levels reached

S SMuasd e i slod Cunidg 5992
(@25 g Wignt 31 o 395 7 31w Jaf (Flgio (i slewd 3) 20 X 10%1 <esMy
Platelets >20 x 10%/1; (first of 3 consecutive values after 7 days without transfusion)
» O
No
........... e 7 e 20X 1091 <8N Sy S Eey6 N O
Yes: Date Platelets > 20 x 10%/1
0334 yldio il S F o [
Never below this level
WO 5 (a5 0 g 41 oy 31 IS ylow sakinel [
Date unknown: patient discharged before levels reached

(8235 g Wgw 31 o 395 7 31w Jgl (Hio b 5ledi 3) 50 x 10%/1 <My
Platelets >50 x 109%/1; (first of 3 consecutive values after 7 days without transfusion)
» O
No
........... e = e 50 X 1091 <CSMW U3 @6 G O
Yes: Date Platelets > 50 x 1091
0394 ylds il a5 ¥ 0 [
Never below this level
WO 5 (a5 0 o &1 oy 31 I low 3padkinl [
Date unknown: patient discharged before levels reached
........... e e SN JGS 9 3T S )6
Date last platelet transfusion
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(399 50 & 5% J3! 595100 (b 30 Nigw (338 5 Cawd 31) (o399 Wigmd 3319 Cuwd 3

Early graft loss (Engraftment followed by loss of graft within the first 100 days)

................ g (3018 Cuwd 31 8 46 <k O » 0O
date of graft failure Yes No
Wga) Sl B (ylo 4o
TREATMENT FOR FAILURE
» O
No
Wiy g8t [

Growth Factor
(W 53w 03bT 35 b of yob) 5 of it Sume Wig [
AUTOgraft (must have prior conditioning)
................................ s s = e $ G030 59T SR Nigw [
Date ALLOgraft
(83w 03T b (Giloio 15y 3 g) F gfgi! PBSC cugii / duamo @35 [

Autologous PBSC re-infusion/boost (no preparative treatment or conditioning)

(il ool b (losdo 3 35 ) FTo¥gil BM Cugii / swane @235 [

Autologous BM re-infusion/boost (no preparative treatment or conditioning)

.................................. :é,‘,o 2“ |
Other
Wign 3 g3 0393 39 5388 loyd
TREATMENT DURING THE IMMEDIATE POST-TRANSPLANT PERIOD
(wo> HSCT gliiut 4) Lot sl Johw @y ¥
ADDITIONAL CELL INFUSIONS (excluding a new HSCT) (L 5 5ol 0 o555

> O
No
o ST g Jow 3P ILT b O
Is this cell infusion an allogeneic boost?

»0 (N
Yes
Ol g5 Tud (g ¢ 5 3w 03LT 33 g lod 31 3T Cu g Jokw @5 ¥)

(0“‘ “”_ é)

An allo boost is an infusion of cells from the same donor
without conditioning, with no evidence of graft rejection.

$oul S Il Caghl (Joko 3235 o UT
Is this cell infusion an autologous boost?
w0 Sk O
No Yes

GROWTH FACTORS (CYTOKINES)
(g CanSl 5120 0y (510 9551 St )
(excluding growth factors administered for engraftment failure)
w0
No
e S e g6 (N O
Date started Yes
il O
Un-known

2390 Jol5' 35 33 (Sloyd Johw i) Canmd 1B ¢ S 0T L5 Joh 32 ¥ 51
If the cell infusion is not a boost fill in the Cell therapy section below:

oy Joho
CELL THERAPY

........... T :@h,éd,h@,}?d,‘@,lﬁ

Sgi (o0 335 T £9) bl &5 e g SNrd
Number of cells infused by type

Nucleated cells (/Kg*) ....... ou.ee.. e x 108
(DLI only)
O Not evaluated
O  un-known
CD 34+ (CellS/KG®)  cvvever cveeer = ceeeeen creies e x 108

(L) Jobw g
Source of cell(s)
(Allogenic) yigfT O
(Autologous) Sgfgt [
Jobw &9
Type of cell(s)
Lymphocyte (DLI) [
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O Not evaluated
O un-known
CD 3+ (cells/kg®)

Total number of cells infused

O Not evaluated
O un-known

All cells (cells/kg*)

Gammal/delta cells
Other, specify...........cocoeeeeeee.

Mesenchymal [

Fibroblasts [

....................... x 10° .. 0O
(DLI only) Dendritic cells

NK cells [

T s s x 10° Regulatory T-cells [

O

O

(non DLI only)

Slow 1 SR Johw @255 Sloj sl 0599

Chronological number of the cell infusion episode for this patient
OamilSait

Indication

Planned/protocol

Prophylactic

Treatment of GvHD
Loss/decreased chimaerism
Treatment PTLD, EBV lymphoma
Treatment for disease

Mixed chimaerism

Treatment viral infection

OOoo0oOoOooood

Other, specify
Qi 10 b Ol sluss

Number of infusions within 10 weeks
(955 Bl ¢ Wigih (50 0315 Widle ot (51 3 9 Wid 3t 035 3 (i 45 15 Sl 335 o)
(count only infusions that are part of same regimen and given for the same indication)

Sl s s 5kow oo
ADDITIONAL DISEASE TREATMENT
&0
NO
(W30 31 Job ok (5343 4ol ) &y / &1 it sy
Pre-emptive / preventive (planned before the transplant took place Yes

(o (5325 40l 32) potie (5 slow b SO pis / 998 Sl 1
For relapse / progression or persistent disease (not planned)

- - Eam b
918/ Gloyd (owi

w0

b O

Comgiid WS s ol T
oot 37

RIT U1

(Velcade) wuog 3 594
COP-|

L g st oS 55
¥y ¥

olnd gl

(Sprycel) wuwwilwts

O O0OO0OO0Ooooooaoo

ombaws
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w0

(58 3w) Slog 1l o5'

(Glivec Gleevec ) cumilos! & 3o
A9 8 5!

Busg s st

g

(Revlimid) swogutts

03505 guo

oyl g

G gy

(mabthera Rituxan ) olows g% 4
il s g

wwogid

o 9Yy

] w2 g,

O0O0OO0OO0ODODOoOOoOoODoDODOoOQOoODoQOaoao o

ko :TLI

Cagés b bad o B yl98

INFECTION RELATED COMPLICATIONS
w5 O
s O

&b

7]

&g

Bacteraemia / fungemia / viremia / parasites

St S 5

ARDS

Multiorgan failure due to infection

ENDORGAN (sla (s ,les

PR

GF o s ois i gis
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o3, S se
Sl o5 gie
)
3l plo
S b Pl
NON INFECTION RELATED COMPLICATIONS
o ¢ O
No complications
s O
Yes
Type (Check all that are applicable for this period Yes No Unknown
Idiopathic pneumonia syndrome O O O
VoD O O 0O
Haemorrhagic cystitis, non infectious O O O
ARDS, non infectious O O O
Multiorgan failure, non infectious O O O
HSCT-associated microangiopathy O O O
Renal failure requiring dialysis O O O
Haemolytic anaemia due to blood group O O O
Other: ..o
O
Type (Check all that are applicable for this period Yes No Unknown
Idiopathic pneumonia syndrome O 0O O
VOD O O O
Sylos S 39 9 395 Ll
FIRST RELAPSE OF PROGRESSION
> 0O

S 11 gy Sl 0ol G (55l Sl 1 g 395 T ¢ Somgd 51 T
FOR LEUKAEMIAS ONLY, IF RELAPSE OR PROGRESSION IS YES, FILL IN METHOD DETAILS
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Site
Clinical/lhaematological O No: Date assessed
relapse or progression O Yes: Date first seen

Cytogenetic relapse ] No: Date assessed
progression

O Yes: Date first seen

Molecular relapse O No: Date assessed

progression
O Yes: Date first seen

[1 Continuous progression since transplant

O  Unknown

O Not evaluated

Method of detection
O marrow — blood
[ extramedullary

O marrow — blood

O extramedullary

O marrow — blood

O extramedullary
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Overall chimaerism

O Full (donor >95 %) [1  Mixed (partial)
O Patient reconstitution (recipient >95 %) [1  Aplasia
O Not informative [

Not evaluated

g i o o35
HAEMOPOIETIC CHIMAERISM

S adinn 1y WS algen (51 1 oo plonit Soliale 3T gl ¢ (L) w36
INDICATE THE DATE(S) AND RESULTS OF ALL TESTS DONE FOR ALL DONORS.

S ol 9 (50 P ialo 3T PNt & 590 49 45 E g Johw Jawgi g ot @ 50 311y
SPLIT THE RESULTS BY DONOR AND BY THE CELL TYPE ON WHICH THE TEST WAS PERFORMED IF APPLICABLE.

Sl o o
40 ko b ol tual
o vt sled gl iale 3T T 39 &5 ol ey il 3T plosit 9 ,6
SabosT g9 P | WP ety
<6
OBM........ %
) PB mononuclear cells (PBMC) .....
..%
. h':/:g‘l';cular " T-cell CHIDONTC ....... % |,
0 Cytogenetic 1 B-cells CHIDONBC ........ %
1 ABO group ~/ Red blood cells ..... ... oo EITO e
| Other- [J Monocytes ....... - % [ *N/A
[J PMNs (neutrophils) ........ %
"""""""""""" [ Lymphocytes, NOS ..... ...%
+/ unknown [ Myeloid cells, NOS ........ %
[1 Other, specify:.......ccoviviveiinnnnns
........ %
OBM........ %
[J PB mononuclear cells (PBMC) .....
..%
: ,'\:/l';';cular ) T-cell CHIDONTC ...... %
0 Cytogenetic [ B-cells CHIDONBC ........ w
[ Red blood cells ..... ... %
OABOgroup | o o T T O LI LR
| Other- [J Monocytes ....... - %
[1 PMNSs (neutrophils) ........ % ON/A
Hunknown """"" 0 Lymphocytes, NOS ..... ... %
[ Myeloid cells, NOS ........ %
[1 Other, specify:..........cccoovveninnnnn.
........ %
OBM........ %
) PB mononuclear cells (PBMC) .....
..%
. ;'j';cular " T-cell CHIDONTC ....... %
0 Cytogenetic 1 B-cells CHIDONBC ........ % |
[ Red blood cells ..... ... %
OABOgroup | o ST T e, CE e
| Other- [J Monocytes ....... - %
[J PMNs (neutrophils) ........ %
"""""""""""" [ Lymphocytes, NOS ..... ...% O N/A
-+ unknown [ Myeloid cells, NOS ........ %
[1 Other, specify:.......ccoviveveninninns
........ %

NIA: G 1931 J6

3L b jue duds Wige) (5 5low
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Acute GVHD

Maximum grade O 0 (none) O grade | Ograde Il Ograde Ill Ograde IV O Not evaluated

Date of onset: ....cco. coveveer cvvveen e e e e

Stage:
Skin OO0(mone) 0O1 a2 03 04
Liver O0(one) 0O1 a2 03 04
Lower Gl tract O0(one) 0O1 a2 03 a4
Upper Gl tract 0O 0 (none)
O1
Other site affected O No OYes
Resolution
D No O Yes: Date of resolution: .........cce. woveer e e e
Treatment
D No
D Yes O Corticosteroids
O MOAB: eooeeeeeoee oo
O ATG/ALG
O Extra-corporeal photopheresis (ECP)
Oher: o

0030 Ol a0 dule Aigu (5 slowt
CHRONIC GRAFT VERSUS HOST DISEASE (CGVHD)
25bond g8 b Aigad 3 ol 395 100 dhold 3 (3l 1m0 ke Wigwd (50 30 5 low
Chronic Graft Versus Host Disease present between HSCT and 100 days or date of death

» O
No
dop gl U

Yes, first episode

...... T :é)lm_-?é,,z&)ls

Date of onset

owid b3yt O ocogws O Sguano [0 20599 (! 30 S5 30 Ol gwo JT 10>
Not evaluated Extensive Limited Maximum extent during this period

oniddwlne [0 wus O w0 20599 3! 4y NIH 4> 38 SSlu>
Not calculated Moderate Mild Maximum NIH score during this period
5 50 s pll

O Skin O Liver O Lower Gl tract O Upper Gl tract O Mouth OEyes 0O Lung O Other, specify

Salow CuiS 1 9 958 g
FIRST RELAPSE OF PROGRESSION
» O
No
................................ et e s St 36 N O
Yes

S 1y gy Sl 3 0O G 5 slowt CuiS 2 g 398 TN ¢ o) (1 LD
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& Sk s L

PERFORMANCE SCORE
9 5oz oSl O Karnofsky O Lansky
PERFORMANCE SCORE
0 100 Jboy Jboy
Normal, NED Normal, NED
Lo (932 b AL g pide camd cudlad PRI I 5. -
0 90 l\:f))rmglj::vi‘tsy' mino? :g ns ar?d ) ? e sleidled 19 i sl gune
symptoms of dfsease Minor restrictions in physically strenuous activity
O g0 SN Jlo g St o0 s iy ol YUt
Normal with effort Active, but tires more quickly
Cadled plowif 4 43 ¢ WS (0 Cudl g0 395 3
o 70 Gl st Sgii (0 D po Cudlad 40 45 (53408 (o g st CuS g0
Cares for self, unable to perform Both greater restriction of and less time spent in play activity
normal activity
5 1 5 gl g S || Tl el S i i i s
Requires occasional assistance p and around, but minimal active play; keeps busy with quieter
activities
390 Lol 3510 (S led Zud ¢ S (0 3159 ol W93 o il 395 Dlebi gy 40
O 50 _ 9,08 5 ey SO S5 il 1T b Cadled plod 33 5 s 4
Requires considerable assistance Gets dressed but lies around much of the day, no active play but
able to participate in all quiet play and activities
O 40 Jskeo 3,18 0319 Cudl o 4 3L W (0 L8 p Sl Sledlad 3 NS 53 s
Requires special care; disabled Mostly in bed; participates in quiet activities
O 30 Jolro Sl & 3,518 3L S5 @ o1 5T Cudlad 6l 9 o> S y 4O
Severely disabled In bed; needs assistance even for quiet play
O 20 slowt s G Joiio 3l (Sl 4 9 gm0 Mol Cadlad (yitl s e

Very sick

Often sleeping; play entirely limited to very passive activities
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W 13095 2L

25391500508 skot B (Al g Tawh ok 53 103 39 4F Caud ilS 3529 598 i1 (5l 95 B il 0 5153l 05MoT s 31 I sl ot of sle 99 T

o i

Was there any clinically significant co-existing disease or organ impairment as listed below at time of patient assessment prior to the preparative regimen? O No O Yes, indicate

each comorbidity below

. . . ] .
i syl b et R 39095
15 €9 PN i Cwigy Gl o Ll 43 ¢ slows 4dS” Sl 7 0 31 Wloj 2 33 loyd i ol 9095
o o o ”.r < Solid tumour
Treated at any time point in the patient's past history, excluding nonmelanoma skin cancer
(Indicate type)
4 . . 09 31 5 ylow
o o o 91 pudgt Sl b 0395 5o 92 ot 5 los
Crohn's disease or ulcerative colitis Inflammatory bowel disease
m} a O | SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica 'S‘!j""""”
Rheumatologic
O o o 0 395 31 ot (29550 o (o yd aolsl & 3L Cghs
Requiring continuation of antimicrobial treatment after day 0 Infection
O o o e @ IS 015 4 Lol (g WB 1L (ol il b oy 49 3L <ol
Requiring treatment with insulin or oral hypoglycaemics but not diet alone Diabetes
g b 3l pLRD 53 ¢ yiud 39 Jg09 55w 177 <l yiud (qwid 3 p 55 (o 2 < oo Lyl 5 W / T gio 24ulS’
m| m| m| Jd ads'| Renal :moderate/severe
Serum creatinine > 2 mg/dL or >177 umol/L, on dialysis, or prior renal
transplantation
YU uo> G AST/ALT B1.5 X ULN g (ULN) Jlo g YU 0o (ot w9y (s ¢ (0 30 Cuilid L gio 35S
O o o Jlop ‘syh» ﬁ.‘}? 2.55(ULN) Hepatic ; mild
Chronic hepatitis, bilirubin between Upper Limit Normal (ULN) and 1.5 x the ULN, or
AST/ALT between ULN and 2.5 x ULN
] o O | 2.5xULN 3l i AST/ALT glp ¢ Jloy Wb u> 1.5 31 s (g y (St ¢ (G5 jg W / oo
Liver cirrhosis, bilirubin greater than 1.5 x ULN, or AST/ALT greater than 2.5 x ULN moderate/severe
O u] u] b G (001 3T 1 low vginw 2 yokias ¢ (383 JU b (5 03 (g g oo yT
Atrial fibrillation or flutter, sick sinus syndrome, or ventricular arrhythmias Arrhythmia
S S 3 L EF <750 ¢85 gm0 g 4 ¢ o SN b jB ¢ 59 5 G35 S skow b
o o o (<28Z)g|5095 39 alg Cardiac
Coronary artery disease, congestive heart failure, myocardial infarction, EF < 50%, or
shortening fraction in children (<28%)
o o o S0 G955 A b 1,35 oSyl dhos S0 A5 50 G35 8 slowt
Transient ischemic attack or cerebrovascular accident Cerebrovascular disease
J1 e 450 SO > @ o am 58 5 low
Except mitral valve prolapse Heart valve disease
i Called 4 b (K5 b 7 FEVL 66-80 / gDLco bugio 359
DLco and/or FEV1 66-80% or dyspnoea on slight activity Pulmonary: moderate
] o o O3 4 3L b Col gl S )0 i) K5 b 7 FEVL < 650 / gDLco KVRW
DLco and/or FEV1 < 65% or dyspnoea at rest or requiring oxygen severe
o o o &30 5o 3 05k 35 < Fw 0098 AL b ol slew S
Patients with a body mass index > 35 kg/m2 Obesity
u] u] u] 3,10 yloyd 4 5L ouso p )
Requiring treatment Peptic ulcer
O o o 818 (S 3ty slo 30 b 0 y5Liko 41 3L &5 1 ladl by (5 g Sty SIS

Depression or anxiety requiring psychiatric consultation or treatment

Psychiatric disturbance

TS S8y il odloT mjy 31 B g o SO 40 a5 1 K08 Sl oves sler slxial e

Specify other additional major clinical abnormalities not listed above and present prior to the preparative regimen
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Sl Ogd cde
Relapse or progression / persistent disease
Secondary malignancy (including lymphoproliferative disease)
Transplantation related cause
Cell therapy (non HSCT) Related Cause (if applicable)
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Type (Check all that are applicable for this period No Unknown
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GvHD (if previous allograft)

Pulmonary toxicity

Infection

bacterial

viral

Fungal

Parasitic

Rejection / poor graft function

VCSDTVOD History of severe Veno-Occlusive disorder (VOD)

Haemorrhage

Cardiac
toxicity

Central nervous system toxicity

Gastro intestinal toxicity

Skin toxicity

Renal failure
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