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- routine data monitoring reports
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ThalSCT01 Case Record Form | Version 2.0: Jan 20,2011 | Page 1/5

Tazanvmexfon miﬁgaéwiﬁﬁ&mﬁméahw:&mﬁimmﬁaj&hhmm

immls ngmber

-@IIIIII

s of birth - ddimenieryy)

Unique Patient Mumber

Jsite i) {site ruseing mamber)

1. REPORT AND PATIENT IDENTIFICATION

Dateatmisreport | | A 1 YL T L T ]

SEX Oivate Dz peonate

Ethnicity: Cimhai U2, Chinese L1 mhavcninese [l Other
Elood group DLA D" B v DS“ AB 4..0_
e — e
Date of diagnnsis l E i!? 1 lfl | ﬂ l

Diagnasis l:la - :I~ 2

Clmr,

] 4. nher thalssoia specify;

P S e

U 10 Moribundy

SCOTS

L3 20 (very scky
D S Thisabied) D 33 (Resuites asststanoe}
a P Cares for sedly D A (WNoereal with effost)

Q 1K {Plogeal, MELY D Mot evaluated

L1 30 Severely disabled)

d 6 (Ragquezes oooasionad assistanoe)
D A0 Morral activizy}

O Unkniosvn

27 Pre-HSCT main clinical features

Splenomegaly BA‘hm!

L PN

Hepatsmegaby aAhmx

Dizhetes

U present: Spleen size {em under costal margin):.........

U present: Liver size {em urder costal marginz. ...

D Yes: =

g?-lo

3 msutin required oocasianalty
- Insulin required regularly

3.2 Red Blood oofl innvmasization

B Fresens Dﬁ&em G Mot evaluabed
33 Type of HSCT l‘,ﬁﬂagtneiﬁ"
Patient CMV status ] Negative 0O posivve 3 not evalisated T3 Unikmosen

ifvm replicate and fill the Donor below a as many timesas

: Donor MQEogemﬂe ankyk _
; HLA mabch type LI s Qs :
{ Donor CMV status D Megative I [r— a Hot evahubed D Unkswin ;

34 Source of siem cell

03w O peripheral biacud
Cheonalogical noe. of HECT for this patient Hmes
LI MW T UMTTT]

e of most tecant previous FSCT:
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irﬁﬁaly numnbay Iémqm E‘ztkmt Nmmlm'
sl ey ok ammvym fsite id)_[séte running nusber)
3.3 Number of cofls infused by type
Madeates cells

kg g 1. yes .D x ip D Lot ervaluated G 3 Unknzees
| CD 3+ (calla/kp®) . yes .|:| ~ur 2ot evalusaed L S Uinknowe |

(D3 jeedlsfig) 1 yes l—l x 100 [ 2200t evatiatsd (3 s tsinons
Date of HECT: J
Splenectomy Qe Qavesmmel [ T M TTT1
B Trarsfusion D 1.Mo G Z Yes, Age at trarsfusion (monthsk 1 l l

Total numbes of KBC units trarsfused

Perritin D 1.,@5 Z Yes l i a I E{xr@;fd%’@

| 4.1 Liver funchion
Evidence of hepatitis or other liver disease
d .80 L1 2. Yes ') DL Hepatitis B al Hapagis O
Da Hopatitis unapecifiod D&. Othey, spacify....c.ooonennnnr.
Liver biopsy performed O Mo S Yes
Results of liver biopsy
Hepatitis 0 1. chrorse persistent hepatitts 2 chronic active hepatitis Y Alesard
Siderosis D 1. Present 9 Dl. Mild a"}_ Maodezaie D:i Severe
[ 2 Abeent
Pibrosts L3 1. Present

O 1. Present without bridging
. 5 Present with coenplete posto-portal and/ior pocto-central beidging
Di Presant with cirehosés

0 2 Atcent

4.2 Cardiac Punction
History of cardiac insufficiency: Py No

D 2 Yes: Therapy: a‘i.Nu D:l Ves Da Linkrown
4.3 Other clinically significant argan invelvement -

Oine 2 veuspedivo.
3.4 Class

d 1: Mo hepatemegaly {or <3 cm}, Mo fibrosts, Regular chelation
D = One or b of these condifions

O = Hepatomegaly (<3 cm), Fibrosis, and Imegular chelation
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Mﬁals numbef Ulnéque Pathent Number
e — (dmaf mm mrmvmy; fslbeid) jsite Wmm’;

5 AFTER HSCT el
5.1 Absolute Neutrophil Count (ANC) recovery Qtn};mrtmen!}

3 Lo Date of dat mwmm; l L'HI_M I E i l
L1

O 2ves paroor ANC ecovery & B0V nanS (God of 3 comamtive depd . .. .

Q AlLast graft
Q 4.Mever below
§:] A Unkpowen

5.2 Graft Performanie jomplary for CRMTE Resecrch arming)
Platelet reconstitubion (Pt = 50 3000 frod 3 amsetive dap)

3__] 1.%es: Date Platslets 220 x1077 E l Vl I }/![ H l K ;
j 2 Mever belovw this level

3 s.Unknown
23 Acute Graft Versus Hose Disease (Allogratls only)
Maimamn Grade:

1 0.0 noney By dan Oam O aw

d 5.Present but grade unknown
5.4 Chronic Graft Versas Hose Discase

i **m-;»egmmr)mi BN ERRE
. D 1. Limested D 2 Extenzive

b ADDITIONAL TREATMENT INCLUDING CELLINFUSED
6.3 Cell infwsbon %C?} fnzt BSCT or mibclogess siars ool re-irgfasiiom)

D 1Mo B 2 %es P Dutw of Sow infasion |
5.2 Type of call (5): feheck i St eppiyi

By Lymphocybe Q 2 Mesenchymal a B, BPRANY. . vinvoinssion simmramsmmonman

£.3 Chronclogical no. of Cl for this patient : Indication: ke 41 tat g

(| 1.Lass/decrese chimerism 0 2. Mixed chimerisen

O A Treament of GvHD O s.other, spectfy..co.o.ooerooooo ;
&4 Mumber of infusion within 10 weeks .i. Himes.

Nucleated cells (kg*} Ovves T T T O 2unknown

O34 (eellsfg™) 0. m{:m I 10+ 0 20mknown
Trcells cellsikg™) f bncum O ’le -D ‘(I{]" D 2 Unknown
TCOMPLICATION " da
7.1 Infection related complication
Bacteremia D 1L.No D AR XL
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'fa:m‘nmﬁmau:ﬁgaﬁmﬁﬁﬂm%nhéﬁwfmfwm:?ﬂwﬁhhamiﬂ&

‘ Initials number Unéque Patient Number
mﬁ {date of bieth  ddimeniyyyy fsite id) (st :W&mw?i}
Fungemia Oine Q2 Vs 55;&:&@-”33131&%%
Viremia Oine DOz vess ,;'.ptzcﬁy.....,-....._“.....M..~._..,-.~.._.a3.l.‘tnkmwn
Parasites Dinie D2 vesaspectiy.oooeroeerec.... L2 Unknowen
7.2 Systemic diseases sympioms of infection
Septic shock Uine (o vessepectiy. .o Ds Unknown
ARTS D!.Mﬂ Bl LR o i ket B&L‘%nkmwn
Multiorgan alfure due to lnfection ad 1.Na D:‘L‘a“u u&ﬁmﬁmm'a
7.3 Noa Infection related complication
VoD ine Dove  Dlaunknown
Cataract Oinve Oaves  Dlaunknown
Renal failure Oinve Jovee  Davnknown
Mulbtiorgan failue Uise %:];m 3 Unkronyn

7.4 End organ diseases

Preumonta Ohirie D2 veswspeaity. oo 2 Unknown
Hepatitis D&.Mé BB. Y gﬁp&iﬁzgiunkmz\
CNS infectian Qi D12 vessspeetty. oo D)3 Unknown
Gut afection Ui B:. Yis 5smﬁvgi[}mn
Sein tefection Oine Waves F o s s e e A UnlkrioWTs
Lysiitis Oine Oz Yim5spm:t;{?.....“.“..-‘_..h,.‘,..-.u........-.QS.L?&kamwn
Retiritls D'E.No Dz. pLo X R s a;&lﬁx&mwm
O

I Y.

Dx.ﬁ;aéasia Q LA stologous reconstitution

3 3Mxed climerizm '}m]%dmnmfeﬁdﬁefi ; Ifl l M E i E ;

% <,: ﬁé_m < h B e hi
9iDateoflatcontac | | W | W [ J 11
2 Survital Stabas:

Uiamve Dipwd D e beiore iser O diost o fallow up
2.3 Main Cause of D=ath dohurek xdy s main cxine)

. Relapee or Progression/Persistent disease
L 2 HSCT Retated Cause idvnd o oy eppoagrict
Qv O v
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Tassmmademalasswsaiuafadalafruibuioheesiivafitdaniahi

mitials aumber Untque Fatient Number
;%m idase of bieth - ddwEvyyyy) ngg) Em nimin,}miﬁ,
@ Cardiac Toxicizy G RepctonyPoct graft lunction
D Enfection D Pulmonary texiciy
13 viro occtisive discner 03 tice ranspiae relased spocity..... oo
s LA1:13 00 S,
d L RE ) N e g
9.4 Last disease status
O Notransfosion L Pull engraftment (100% donoe cells)
0 stind chimens
D Unknoswn
@ Trarsfusions required (sautologous reconstitution, (7% donor cells)
9.3 Conception
Haz patient or partner become pregnant after this HSCT?
diNe 0 2ves U 3. Usknoven

4.6 Performance score systern (past-HSCT! fast contact)
D LEarmofsky 2 16 vears D 2 Lansky < 16 years

PR 3 j 10 {maribund) D A (Very sick) D 2 Severely disabled)
D A0 {Disabéad) s {Raxgusines assistance} D L) (Raquiires oxvasionad assistance)

Q 70 {Canes fow seif}y D B MNogral with effcet) D A (Moral actbiny)

- d 100 Noaal, BELY Q Not evaluated L3 vekncdn

101 Lost Foliow up 2 D 1. No D 2Yes

10.2. Status last Follow up date ?i l V:ZS | (last follow wp of date of death)
D!. Alive = D’L free of discase Dlwixh disease 'D3.a§’w, MOS

D’l Death & ammn of disease D‘Lmi'mrz causes; 5pecify........... D&dmm NOS
DS. Unbnown

Contact person 1 Date pfcpamd :{ I iq l .
|

Doctar werification (aamed .......ovoeevn e erins ce e Date verify _{ l H - H

56



4.2 WUUAANTeY JU2BUATIA

a

ThalSCT02_Screening form

Version1.0: April 30, 2009

Page 1/2

lannimatsem nlamhssadinniasialaiahalibe s imasiheemihisandatoi

Initials number

LLHIWIVITT]

{date of barth | g v

Unique Patient Number

[THITTT]

{site 1d} {zde runnine number?

Part A. Pahent Charactenstxcs

D 1 Male

Sex

D2.Pemale Address (PIovinee): ....oveivvieerienirerrnsraeeeens

pare oftircn [ [ YL T oo T ]

Ethnicit}»". D 1.Thai
specif*' ........................

D2.Chinese D3, Thai/Chinese D-i Other
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