Dossier zur Nutzenbewertung
gemald § 35a SGB V

Tisagenlecleucel (Kymriah®)

Novartis Pharma GmbH

Modul 4 A - Separater Anhang 4-H.3

Refraktare oder rezidivierte
padiatrische akute lymphatische
B-Zell-Leukamie

Studie B2001X

Stand: 31.08.2023



Table of Contents

Table 34a => Bone marrow MRD status by flow cytometry and time point by Age (Enrolled set ).......ccccooviiiiiiiniieicce.
Table 34b => Bone marrow MRD status by flow cytometry and time point by Gender (Enrolled set )
Table 34¢c => Bone marrow MRD status by flow cytometry and time point by Response status at study entry (Enrolled set ) 32

Table 34d => Bone marrow MRD status by flow cytometry and time point by Region (Enrolled set) .........cccccoveviverienennane. 37
Table 34e => Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy (Enrolled set) .................. 44
Table 34f => Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor burden (Enrolled

71 ) SO RRURTPURRRRPRN 49
Table 34g => Bone marrow MRD status by flow cytometry and time point by Number of previous relapses (Enrolled set ) .56
Table 39a => Event free survival (EFS) from enrollment censoring HSCT by Age (Enrolled Set) .......cooeviiiiieneieieeee, 65
Table 39b => Event free survival (EFS) from enrollment censoring HSCT by Gender (Enrolled Set) .......cccccooeveneieinennne. 72
Table 39¢c => Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry (Enrolled set) 77
Table 39d => Event free survival (EFS) from enrollment censoring HSCT by Region (Enrolled set) .......c.cccovveiiieiicninnane. 82
Table 39e => Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy (Enrolled set ) ................... 89
Table 39f => Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden (Enrolled

71 ) RSOOSR 94
Table 39g => Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses (Enrolled set) 101
Table 136a => Overall survival (OS) by Age (FUIl @NAIYSIS SEL) ...euviieiiiiieesicre s 110

Table 136b => Overall survival (OS) by Gender (FUIl aNalYSIS SEL ) ....cviviiiiiriiiiieree s
Table 136¢ => Overall survival (OS) by Response status at study entry (Full analysis set ) ....
Table 136d => Overall survival (OS) by Region (FUll @NalYSIS SET ) ....cvieiiieieiiiiiieerisee e
Table 136e => Overall survival (OS) by Prior SCT therapy (FUll @analysis SBt ) ........ccovrriririeriiiiee s

Table 136f => Overall survival (OS) by Baseline bone marrow tumor burden (Full analysis et ).........ccccocerveriieivnniennnene. 139
Table 136g => Overall survival (OS) by Number of previous relapses (Full analysis Set ) ........ccccvcereriiriinieiiiniene e 146
Table 137a => Overall survival (OS) by Age (ENFOIEU SEL ) ....c.oviviiieiieiieeesee s 155
Table 137b => Overall survival (OS) by Gender (ENFOHEA SEL )......cvvveiriiiriiiiiieiiet et 162

Table 137c => Overall survival (OS) by Response status at study entry (ENrolled Set )..........ccooviivenernieiinieie e 167

Table 137d => Overall survival (OS) by Region (ENrOled SEt ) .......c.cceiiiirieeiiiiiee e 172
Table 137e => Overall survival (OS) by Prior SCT therapy (ENrolled SEt ) ........coovveirrineeirieeneee s 179
Table 137f => Overall survival (OS) by Baseline bone marrow tumor burden (Enrolled Set ) ........cccvvevrecerreniieiinseneene 184
Table 137g => Overall survival (OS) by Number of previous relapses (ENrolled Set )..........coverreiirrienniensensee e 191
Table 138a => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
(LI T YA FET 2 SO PRRRS PR 200
Table 138b => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
GENAET (FUIT GNATYSIS SEL )..viiviieiietieti ettt ettt sttt ettt te st et e st et e e bt e be st e be e en s e s e st ebeebeebe s eneeseeseebeebeebenee b e e eneeteans 204
Table 138c => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTLO019 infusion by
Response status at study entry (FUIl @NaIYSIS SBE ).....oviiiiiiieiiiere bbbt 207
Table 138d => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
REGION (FUIT GNEIYSIS SBE ) ...tttk b bbb bbbt b s b bt e st e bt e bt e bt st eb e b e e e et e 210
Table 138e => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Prior SCT therapy (FUIT ANATYSIS SEE ) ...vviuiiiiiiieiit ettt e bbbt nn e 214
Table 138f => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden (FUIl @nalYSIS SEL) ...c.oiviiiiiiiiiieer e 217
Table 138g => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses (FUl @NAIYSIS SEE ) ......oiviiiiiiiieiier ettt bbb 221
Table 139a => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTLO019 infusion by Age
[(STaL LT L L=To 571 O OSSOSO ST SO O STV TP RORSURRPPR 226
Table 139b => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
(=T oo o =T o] | F=To IS ISP 230
Table 139c => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTLO019 infusion by
Response status at study entry (ENFOHEA SEL ) .....oiiiiiiiiieiicie bbbt 233
Table 139d => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
REGION (ENTOIIEA SEE ) ...tttk h e bt bt b e e et e R e e bt e b e b e eb e ne e b et e Rt e b e e bt eb e sbeebene et e e eneebe e 236

Table 139e => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Prior SCT therapy (ENFOHEA SEL ) ....c.ouieiieiiiieieste ittt b bt bt bbb sb et e se et e bttt sbesbe e e e e eneebe e 240



Table 139f => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden (ENFOHEA SEL )......cvoviuiiiiiie et raens 243
Table 139g => Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses (ENFOHEA SBE ) ......oiiiiiiieee ettt sttt ettt ebesbesbe e eseeneenas 247
Table 140a => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
(LI T YA T2 OSSOSO P PR PRRP 252
Table 140b => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
GENAET (FUIT ANATYSIS SEL ).e.vivviieiietieiiete sttt ettt b et s b b e et e be e b e et e st e b e s enb et e e ae et e e be st et enbeseebeebeabesbeste b e e eneeteans 256
Table 140c => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTLO019 infusion by
Response status at study entry (FUHT @NalYSIS SBL )....voviieiiiiiiiie ettt et be st b e sa e ne et 259
Table 140d => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
REGION (FUIT @NAIYSIS SBEL ) . vvviitiiiiitiieietet ettt ettt et e a et s b e b et et e s e e bt et e e b e s b e ste b e s enseteebeebesbe st e se et e s eneeteans 262
Table 140e => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTLO019 infusion by
Prior SCT therapy (FUIL ANAIYSIS SEL ) ......ouiiiiiieiiieeeee ettt sttt st et e b e besee b e e ene e b e e bt ebesbesbeseeneereeneeneane 266
Table 140f => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden (FUI @NaTYSIS SEL) ....eouiiiiiiieieeee ettt 269
Table 140g => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses (FUHl @NAIYSIS SEL ) ......uviiiiiiieiieeree et ettt ettt eb e 273
Table 141a => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
(ST o] o 5T A TSSOSO RRPSRPRRN 278
Table 141b => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
(=T oo Lo Q= T o] | F=To I ST OSSPSR 282
Table 141c => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTLO019 infusion by
Response status at study entry (ENFOHEA SEL ) ......oiiieiiiiieies bbbt 285
Table 141d => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by

LR CTo o AT (=T o] o [T A IO SRR 288
Table 141e => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTLO019 infusion by
Prior SCT therapy (ENFOHEA SEL ) ......cuciiiiieeieeieeee ettt et b ettt ettt st et s ebe et enesberentene e 292
Table 141f => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden (ENFOHEA SEL ) .....c.viveiiiiiriiieeee e 295
Table 141g => Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses (ENFOHEA SEL ) .....c.oi it
Table 142a => Relapse free survival (RFS) censoring HSCT by Age (Full analysis set ) ........
Table 142b => Relapse free survival (RFS) censoring HSCT by Gender (Full analysis set )
Table 142c => Relapse free survival (RFS) censoring HSCT by Response status at study entry (Full analysis set ) ............. 316
Table 142d => Relapse free survival (RFS) censoring HSCT by Region (Full analysis set )
Table 142e => Relapse free survival (RFS) censoring HSCT by Prior SCT therapy (Full analysis set )....
Table 142f => Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden (Full analysis set ) ...333
Table 142g => Relapse free survival (RFS) censoring HSCT by Number of previous relapses (Full analysis set) ............... 340
Table 143a => Adverse events post CTLO019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Age (SAFELY SEL ) ..o e 349
Table 143b => Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender (Safety SEL ) ..o e 451
Table 143c => Adverse events post CTLO019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry (Safety SEt ) ......ccoverriiiciniieneseereae 536
Table 143d => Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region (SAfety SEt) ... 608
Table 143e => Adverse events post CTLO019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Prior SCT therapy (Safety Set ) ..o 701
Table 143f => Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Baseline bone marrow tumor burden (Safety Set )........ccocooeiiiiiniiinciiee 786
Table 143g => Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Number of previous relapses (Safety Set ) ... 885
Table 144a => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade
Yo AN Tl (=] (o] | (=T KT OSSR 1007




Table 144b => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade
a0 e T=TaTo [ (S a (o] | T=To (Y= A IO PO 1041
Table 144c => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade
and Response status at study entry (ENFOIEA SEL ) ... .o.voiiiiieii e et 1069
Table 144d => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade

T a0 T Lol I (= o] | [=To ST A OSSO 1093
Table 144e => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade
and Prior SCT therapy (ENFOHEO SEL ) ......vciiiiiiiiiteiiee ettt ettt st sttt e e nseteeb e e be st e sbe st enbeseenenre e 1123
Table 144f => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade
and Baseline bone marrow tumor burden (ENFOIIEd SEL ) ......ccviviiiiiiiiiicece e 1151
Table 144g => Adverse events before study treatment, by primary system organ class, preferred term, maximum CTC grade
and Number of previous relapses (ENFOHEA SEL) .......oivciiiieiiiiiee et st neene e 1182
Table 145a => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class,preferred term, maximum CTC grade and Age (Enrolled set - Patients who received
lymphodepleting ChEMOTNEIAPY ) ....vo ittt ettt b e be st et e s e e neebeebesbesee e e e e e aneaneas 1221
Table 145b => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class,preferred term, maximum CTC grade and Gender (Enrolled set - Patients who received
lymphodepleting ChEMOTNEIAPY ) ... ..ottt ekt b ettt ettt ettt e e ne et s 1236
Table 145¢c => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class, preferred term, maximum CTC grade and Response status at study entry (Enrolled set -
Patients who received lymphodepleting ChemOthErapy ) ......cviveiieiiiiinei e 1249
Table 145d => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class, preferred term, maximum CTC grade and Region (Enrolled set - Patients who received
lymphodepleting ChEMOTNEIAPY ) ... ..ot e bbbttt bt ne e 1259
Table 145e => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy (Enrolled set - Patients who
received lymphodepleting CheMOTNEIAPY ) .....oviviiiieiiee e ettt n e 1275
Table 145f => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden (Enrolled set -
Patients who received lymphodepleting ChemOtherapy ) ......covovevreiiiiier e 1289
Table 145g => Adverse events during lymphodepleting period, regardless of relationship to lymphodepleting chemotherapy,
by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses (Enrolled set -

Patients who received lymphodepleting ChemotNerapy ) ........coooeieiiiiiieiiee e 1304
Table 146a => Adverse events by primary system organ class, preferred term, maximum CTC grade and Age (Enrolled set —
NON — INFUSEO PALIENTS ) ...ttt bttt h ekt b ek e b e b e e e s b e b e e b e bt e bt b e neea e st e bt eb e eb e eb e st b et eneereeneabs 1323
Table 146b => Adverse events by primary system organ class, preferred term, maximum CTC grade and Gender (Enrolled set
—NON — INFUSEA PALIENTS ) 1.ttt ettt bbbt ettt ebe s ke b e e e s e s e e Rt e be et e ebe st et e s e eneebeebeebenbenbeseensanenneas 1330
Table 146¢ => Adverse events by primary system organ class, preferred term, maximum CTC grade and Response status at
study entry (Enrolled set — non — iNFUSEA PALIENTS ) .....c.vveiiiieiieiiice e 1336
Table 146d => Adverse events by primary system organ class, preferred term, maximum CTC grade and Region (Enrolled set
— NON — INFUSEA PALIENTS ) ...ttt bbb bt h bbbt b bRt e s e e bt ekt bt e bt nb et et e bt e bt e bt ebe s b e b e e eneebeene s 1341
Table 146e => Adverse events by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy
(Enrolled set — NON — INTUSEA PALIENTS ) ......eeueitiitiiieieieee ettt b b ettt b e bbb et e b e b eees 1347
Table 146f => Adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline bone
marrow tumor burden (Enrolled set — non — iNfUSEd PALIENTS ) .....veirviviiieircee e 1352
Table 146g => Adverse events by primary system organ class, preferred term, maximum CTC grade and Number of previous
relapses (Enrolled set — non — iNFUSEA PALIENTS ) ......veuiriiriiieii e 1358
Table 147a => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC

o] To Y Vo AN T= N (= T o] | [=To ST A OSSO 1367
Table 147b => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC
grade and GENAET (ENFOHEA SEL )......oeeieuieieitieie ittt sttt be bbb et b e s bbb et e e e s e b e bt b sb et e st et e e eneene e 1422
Table 147c => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC
grade and Response status at study entry (ENFOHEA SEE ).......couiiuiriiiiieieii e e 1468

Table 147d => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC
grade and ReGION (ENFOHEA SBE ) ......eiiiiiieiriitietee etk b bbbt b et bbbttt e bbb nn et 1505



Table 147e => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC
grade and Prior SCT therapy (ENFOHEA SEL) ..viiuiiuiiiieiii ettt b et st st e et e e ene s 1555
Table 147f => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC
grade and Baseline bone marrow tumor burden (ENFrolled SEE ) .....c.oeoiiiiiieiee e 1600
Table 147g => Adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum CTC
grade and Number of previous relapses (ENFOIEA SEE ) .......c.eiiiiieeeeese e e e 1651
Table 148a => Serious adverse events post CTLO19 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Age (Safety SEL) ...viviiiiiiiiiiie e 1716
Table 148b => Serious adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Gender (Safety SEt) ....ovivviiiiiiiiiicic e 1747
Table 148c => Serious adverse events post CTL0O19 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Response status at study entry (Safety Set) .....cccocevveiviviciiiiieicicvicee, 1773
Table 148d => Serious adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Region (Safety St ).......ccv o 1796
Table 148e => Serious adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Prior SCT therapy (Safety Set ) ......ccccooiiiiiiiiineiee e 1825
Table 148f => Serious adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden (Safety Set ) .......ccocoeerverieiirnenas 1850
Table 148g => Serious adverse events post CTLO019 infusion, regardless of study drug relationship, by primary system organ
class, preferred term, maximum CTC grade and Number of previous relapses (Safety Set )......cccoverriienniernienieineens 1880
Table 149a => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
o] To I Vo AN T=l (= T o] | [=To ST A OSSOSO 1915
Table 149b => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
grade and GeNAer (ENFOHEA SEL ).......oviiiieiriiei bbbttt b bbbt b et sr et 1929
Table 149c => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
grade and Response status at study entry (ENrOlIed SEL)........cvriviiiiiieirei et 1940
Table 149d => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
grade and ReGION (ENFOHEA SBE ) .....cueiiueiiieiiiieieeie ettt ekt b et sttt sttt et sb s et ebe et enesbesenbene e 1950
Table 149e => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
grade and Prior SCT therapy (ENFOHEA SEL ) ....c.eiiiiiiiieeice ettt 1962
Table 149f => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
grade and Baseline bone marrow tumor burden (ENFOHEA SEL ) .......oveiiveiriiiieieeicc e 1973
Table 149g => Serious adverse events before study treatment, by primary system organ class, preferred term, maximum CTC
grade and Number of previous relapses (ENFOHEA SEL ) ........oiiiiiiieiii e e 1986
Table 150a => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Age (Enrolled set - Patients who
received lymphodepleting CheMOTNEIAPRY ) .....cviviiiieiici bbbt 2001
Table 150b => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Gender (Enrolled set - Patients who
received lymphodepleting ChEMOTNEIAPY ) ....veviviiiieiriei ettt n e 2008
Table 150c => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Response status at study entry
(Enrolled set - Patients who received lymphodepleting chemotherapy ).......ccoccoeiereiiiiiiiiee s 2014
Table 150d => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Region (Enrolled set - Patients who
received lymphodepleting ChemMOTNEIAPRY ) ....veviviiiieiicitee ettt 2019
Table 150e => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Prior SCT therapy (Enrolled set -
Patients who received lymphodepleting ChemOotherapy ) ......cvoevieiiiiie e 2026
Table 150f => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Baseline bone marrow tumor burden
(Enrolled set - Patients who received lymphodepleting chemotherapy ).......coooeieriiiiiiiee s 2032
Table 150g => Serious adverse events during the lymphodepleting period, regardless of relationship to lymphodepleting
chemotherapy, by primary system organ class, preferred term, maximum CTC grade and Number of previous relapses
(Enrolled set - Patients who received lymphodepleting chemotherapy )........oeoieiriinieiniieee e 2039



Table 151a => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Age
(Enrolled set — NON — INTUSEA PALIENTS ) ....cuveieiuiiiiiieitcie ettt sttt r e b ettt e et e s e eneeteebesbesa et e e enseraanearas 2048
Table 151b => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Gender
(Enrolled set — NON — INFUSEA PALIENTS ) ......eeuiieiieeieeeee ettt sttt ettt et et et e et e st et e b e ebeseesbe e ensereaneanas 2055
Table 151c => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Response
status at study entry (Enrolled set — NoNn — iNfUSEd PALIENTS ) ......oiviiiiiiiiii e e e 2060
Table 151d => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Region
(Enrolled set — NON — INTUSEA PALIENTS ) ....cvviveieiiiiiieiteie ettt sttt b et e st st e e et e e eseeteebesbesae b e e ensereaaearas 2064
Table 151e => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Prior SCT
therapy (Enrolled set — Non — iNfUSEA PALIENTS ) ....c.eiiiiiiiiiiic ettt e bt e e ene e 2069
Table 151f => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Baseline
bone marrow tumor burden (Enrolled set — non — infused PAtiENTS ).........cccviiiiiiiiiieec s 2074
Table 151g => Serious adverse events by primary system organ class, preferred term, maximum CTC grade and Number of
previous relapses (Enrolled set — noN — iNFUSEA PALIENTS )......eiuiriiiiiieiiieec et 2080
Table 152a => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Age (ENFOHEA SBE ) ... ..ottt ettt b et e b et e e e se et e e b e e besaesbe e enseseeneenene 2088
Table 152b => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Gender (ENFOHEA SEL ) ......veiiieieieeeieieiee sttt ettt sttt se bt eb e et ne b s e nnene e 2107
Table 152c => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Response status at study entry (ENFOHEA SEE ) ......cviueiiieiriiiieeiesesee et 2123
Table 152d => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Region (ENFOHEA SEL ) .....cveiiriieiieieiitei etttk et 2136
Table 152e => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Prior SCT therapy (ENrOIIEd SBL ) ......cveiiieiiiieieiesee et 2153
Table 152f => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Baseline bone marrow tumor burden (ENrolled SEt ) ........coovieerieririeieineee e 2169
Table 152g => Serious adverse events at anytime post-enrollment by primary system organ class, preferred term, maximum
CTC grade and Number of previous relapses (ENrolIed St ) .......cooviiiiieiiriineicesee et 2187
Table 153a => Adverse events post CTLO019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
Lol To I T o AN Tl ST ] A VST ) OSSR 2209
Table 153b => Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
grade and GENAET (SAFELY SEL ) ..o.veuiieiiieieitiete sttt b bbbt h bt bbb et et e st e bt e bt b nb e bt e e e eneebe e 2269
Table 153c => Adverse events post CTLO019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
grade and Response status at study entry (SAFELY SEL) ..vciiiiiiiiiciie e 2306
Table 153d => Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
grade and REGION (SAFELY SE ) .....eiiiiiieiireircie bbb bbbt bbbt b b et bbbt r et 2328
Table 153e => Adverse events post CTLO019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
grade and Prior SCT therapy (SAFELY SEL ) .....ooeiiiiieieiiie bbbttt b e eb e e et ene e 2389
Table 153f => Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
grade and Baseline bone marrow tumor burden (SAfEty SEt) ......ooviiiieiiiic 2425
Table 153g => Adverse events post CTL019 infusion, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), regardless of study drug relationship, by primary system organ class, preferred term, maximum CTC
grade and Number of previous relapses (SAFELY SEL)........ciiiiie e 2477
Table 154a => Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Age (Enrolled set) ... 2565
Table 154b => Adverse events before study treatment, in at least 10% of the patients OR (in at least 10 patients AND in at
least 1% of the patients), by primary system organ class, preferred term, maximum CTC grade and Gender (Enrolled set )
.............................................................................................................................................................................................. 2580
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Table 157g => Adverse events in at least 10% of the patients OR (in at least 10 patients AND in at least 1% of the patients) at
anytime during the study by primary system organ class, preferred term, maximum CTC grade and Number of previous
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CTLO019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 34a
Bone marrow MRD status by flow cytometry and time point by Age
Enrolled set
Age: <10 years
All subjects
N=37
Timepoint n (%) 95% ClI
Day 28 Negative 25 (67.6) (50.2, 82.0)
Positive 2(5.4)
Missing 10 ( 27.0)
Month 3 Negative 21 (56.8) (39.5, 72.9)
Positive 3(8.1)
Missing 13 (35.1)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).

/vob/CCTLO019/hag/haq_eu_6/pgm/eff/t34a_gd_b2001x.sas@@/main/1 25AUG23:16:54 Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 34a
Bone marrow MRD status by flow cytometry and time point by Age
Enrolled set
Age: <10 years
All subjects
N=37

Timepoint n (%) 95% CI
Month 6 Negative 18 ( 48.6) (31.9, 65.6)

Missing 16 (43.2)

Unknown 3(8.1)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34a
Bone marrow MRD status by flow cytometry and time point by Age
Enrolled set
Age: >=10 years to <18 years
All subjects
N=19
Timepoint n (%) 95% CI
Day 28 Negative 13 (68.4) (43.4,87.4)
Positive 1(5.3)
Missing 5(26.3)
Month 3 Negative 10 ( 52.6) (28.9, 75.6)
Positive 2(10.5)
Missing 7 (36.8)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34a
Bone marrow MRD status by flow cytometry and time point by Age
Enrolled set
Age: >=10 years to <18 years
All subjects
N=19

Timepoint n (%) 95% CI
Month 6 Negative 9(47.4) (24.4,71.1)

Positive 1(5.3)

Missing 9(47.4)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34a
Bone marrow MRD status by flow cytometry and time point by Age
Enrolled set
Age: >=18 years
All subjects
N=18
Timepoint n (%) 95% CI
Day 28 Negative 6 (33.3) (13.3, 59.0)
Positive 1( 5.6)
Unknown 2(11.1)
Missing 9 (50.0)
Month 3 Negative 3(16.7) (3.6,41.4)
Positive 2(11.1)
Unknown 1( 5.6)
Missing 12 ( 66.7)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34a
Bone marrow MRD status by flow cytometry and time point by Age
Enrolled set
Age: >=18 years
All subjects
N=18

Timepoint n (%) 95% CI
Month 6 Negative 3(16.7) (3.6, 41.4)

Positive 1( 5.6)

Missing 13 (72.2)

Not done 1( 5.6)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34b

Bone marrow MRD status by flow cytometry and time point by Gender

Enrolled set

Gender: Male

All subjects
N=44

Timepoint n (%) 95% CI
Day 28 Negative 28 ( 63.6) (47.8, 77.6)

Positive 2( 45)

Unknown 1( 2.3)

Missing 13 (29.5)
Month 3 Negative 17 ( 38.6) (24.4, 54.5)

Positive 6 (13.6)

Missing 21 (47.7)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.

Percentages are based on the number of subjects in the enrolled set (N).
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Table 34b
Bone marrow MRD status by flow cytometry and time point by Gender
Enrolled set
Gender: Male
All subjects
N=44

Timepoint n (%) 95% ClI
Month 6 Negative 16 ( 36.4) (22.4, 52.2)

Positive 2( 4.5)

Unknown 1(2.3)

Missing 24 (54.5)

Not done 1(23)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34b

Bone marrow MRD status by flow cytometry and time point by Gender

Enrolled set

Gender: Female

All subjects
N=30

Timepoint n (%) 95% CI
Day 28 Negative 16 ( 53.3) (34.3, 71.7)

Positive 2(6.7)

Unknown 1( 3.3)

Missing 11 ( 36.7)
Month 3 Negative 17 (56.7) (37.4, 74.5)

Positive 1(3.3)

Unknown 1(3.3)

Missing 11 ( 36.7)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.

Percentages are based on the number of subjects in the enrolled set (N).

Ivob/CCTLO019/hag/haq_eu_6/pgm/eff/t34b_gd_b2001x.sas@@/main/1 25AUG23:16:55

Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130c¢t2020

Table 34b
Bone marrow MRD status by flow cytometry and time point by Gender
Enrolled set
Gender: Female
All subjects
N=30

Timepoint n (%) 95% CI
Month 6 Negative 14 (46.7) (28.3, 65.7)

Unknown 2(6.7)

Missing 14 (46.7)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34c

Bone marrow MRD status by flow cytometry and time point by Response status at study entry

Enrolled set

Response status at study entry: Relapsed disease

All subjects
N=73

Timepoint n (%) 95% CI
Day 28 Negative 44 ( 60.3) (48.1, 71.5)

Positive 3(4.1)

Unknown 2(27)

Missing 24 (32.9)
Month 3 Negative 34 (46.6) (34.8, 58.6)

Positive 6( 8.2

Unknown 1( 1.4)

Missing 32 (43.8)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.

Percentages are based on the number of subjects in the enrolled set (N).
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Table 34c
Bone marrow MRD status by flow cytometry and time point by Response status at study entry
Enrolled set

Response status at study entry: Relapsed disease

All subjects
N=73

Timepoint n (%) 95% ClI
Month 6 Negative 30 (41.1) (29.7, 53.2)

Positive 2(27)

Unknown 3(4.1)

Missing 37 (50.7)

Not done 1( 1.4)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34c
Bone marrow MRD status by flow cytometry and time point by Response status at study entry
Enrolled set

Response status at study entry: Primary refractory

All subjects
N=1
Timepoint n (%) 95% CI
Day 28 Negative 0 (NE, NE)
Positive 1 (100.0)
Month 3 Negative 0 (NE, NE)
Positive 1(100.0)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34c
Bone marrow MRD status by flow cytometry and time point by Response status at study entry
Enrolled set

Response status at study entry: Primary refractory

All subjects
N=1
Timepoint n (%) 95% CI
Month 6 Negative 0 (NE, NE)
Missing 1 (100.0)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34d
Bone marrow MRD status by flow cytometry and time point by Region
Enrolled set
Region: Europe
All subjects
N=53
Timepoint n (%) 95% CI
Day 28 Negative 29 (54.7) (40.4, 68.4)
Positive 3(5.7)
Missing 21 (. 39.6)
Month 3 Negative 26 (49.1) (35.1, 63.2)
Positive 2( 3.8
Missing 25 (47.2)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34d
Bone marrow MRD status by flow cytometry and time point by Region
Enrolled set
Region: Europe
All subjects
N=53

Timepoint n (%) 95% CI
Month 6 Negative 24 (45.3) (31.6, 59.6)

Positive 2( 3.8)

Missing 25 (47.2)

Unknown 2( 3.8)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34d
Bone marrow MRD status by flow cytometry and time point by Region
Enrolled set
Region: US
All subjects
N=18
Timepoint n (%) 95% CI
Day 28 Negative 13 (72.2) (46.5, 90.3)
Positive 1( 5.6)
Unknown 2(11.1)
Missing 2(11.1)
Month 3 Negative 6 (33.3) (13.3, 59.0)
Positive 5(27.8)
Unknown 1( 5.6)
Missing 6 (33.3)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34d
Bone marrow MRD status by flow cytometry and time point by Region
Enrolled set
Region: US
All subjects
N=18

Timepoint n (%) 95% ClI
Month 6 Negative 4(22.2) (6.4, 47.6)

Unknown 1( 5.6)

Missing 12 (66.7)

Not done 1( 5.6)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34d
Bone marrow MRD status by flow cytometry and time point by Region
Enrolled set
Region: Rest of World
All subjects
N=3

Timepoint n (%) 95% CI
Day 28 Negative 2(66.7) (9.4,99.2)

Missing 1(33.3)
Month 3 Negative 2 (66.7) (9.4, 99.2)

Missing 1(33.3)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34d
Bone marrow MRD status by flow cytometry and time point by Region
Enrolled set
Region: Rest of World
All subjects
N=3
Timepoint n (%) 95% CI
Month 6 Negative 2 (66.7) (9.4, 99.2)
Missing 1(33.3)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34e

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy

Enrolled set

Prior SCT therapy: Yes

All subjects
N=45

Timepoint n (%) 95% CI
Day 28 Negative 29 ( 64.4) (48.8, 78.1)

Positive 1( 2.2)

Unknown 1(22)

Missing 14 (31.1)
Month 3 Negative 23 (51.1) (35.8, 66.3)

Positive 1( 2.2)

Unknown 1(22)

Missing 20 (44.4)

Cl=Confidence interval; MRD=Minimum residual disease.

The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34e
Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy
Enrolled set
Prior SCT therapy: Yes
All subjects
N=45

Timepoint n (%) 95% CI
Month 6 Negative 21 (46.7) (31.7, 62.1)

Positive 1(2.2)

Unknown 1(2.2)

Missing 22 (48.9)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34e

Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy

Enrolled set

Prior SCT therapy: No

All subjects
N=29

Timepoint n (%) 95% CI
Day 28 Negative 15 (51.7) (32.5, 70.6)

Positive 3(10.3)

Unknown 1( 3.4)

Missing 10 ( 34.5)
Month 3 Negative 11 (37.9) (20.7,57.7)

Positive 6 (20.7)

Missing 12 (41.4)

Cl=Confidence interval; MRD=Minimum residual disease.

The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34e
Bone marrow MRD status by flow cytometry and time point by Prior SCT therapy
Enrolled set
Prior SCT therapy: No
All subjects
N=29

Timepoint n (%) 95% CI
Month 6 Negative 9 (31.0) (15.3, 50.8)

Positive 1( 3.4)

Unknown 2(6.9

Missing 16 (55.2)

Not done 1( 3.4

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34f
Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor
burden
Enrolled set

Baseline bone marrow tumor burden: Low

All subjects
N=27

Timepoint n (%) 95% ClI
Day 28 Negative 19 (70.4) (49.8, 86.2)

Positive 1( 3.7)

Missing 7 (25.9)
Month 3 Negative 12 (44.4) (25.5, 64.7)

Positive 2(7.4)

Missing 13 (48.1)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34f
Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor
burden

Enrolled set

Baseline bone marrow tumor burden: Low

All subjects
N=27
Timepoint n (%) 95% ClI
Month 6 Negative 12 (44.4) (25.5, 64.7)
Positive 2(7.4
Missing 12 (44.4)
Unknown 1( 3.7)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34f
Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor
burden

Enrolled set

Baseline bone marrow tumor burden: High

All subjects
N=44

Timepoint n (%) 95% CI
Day 28 Negative 22 (150.0) (34.6, 65.4)

Positive 3( 6.8)

Unknown 2( 45)

Missing 17 ( 38.6)
Month 3 Negative 20 (45.5) (30.4, 61.2)

Positive 5(11.4)

Unknown 1( 2.3)

Missing 18 (40.9)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34f
Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor
burden

Enrolled set

Baseline bone marrow tumor burden: High

All subjects
N=44
Timepoint n (%) 95% ClI
Month 6 Negative 16 ( 36.4) (22.4, 52.2)
Unknown 2( 4.5)
Missing 25 (56.8)
Not done 1(23)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34f
Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor
burden

Enrolled set

Baseline bone marrow tumor burden:; Missing

All subjects
N=3
Timepoint n (%) 95% CI
Day 28 Negative 3(100.0) (29.2, 100.0)
Month 3 Negative 2 (66.7) (9.4, 99.2)

Missing 1(33.3)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34f

Bone marrow MRD status by flow cytometry and time point by Baseline bone marrow tumor
burden
Enrolled set

Baseline bone marrow tumor burden:; Missing

All subjects
N=3
Timepoint n (%) 95% CI
Month 6 Negative 2 (66.7) (9.4, 99.2)

Missing 1(33.3)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Bone marrow MRD status by flow cytomel-glb;ijdjc?me point by Number of previous relapses
Enrolled set
Number of previous relapses: 0
All subjects
N=7
Timepoint n (%) 95% CI
Day 28 Negative 4(57.1) (18.4, 90.1)
Positive 1(14.3)
Missing 2 (28.6)
Month 3 Negative 1(14.3) (0.4,57.9)
Positive 2 (28.6)
Missing 4(57.1)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Bone marrow MRD status by flow cytome-'lt-raybglgdic?me point by Number of previous relapses
Enrolled set
Number of previous relapses: 0
All subjects
N=7
Timepoint n (%) 95% CI
Month 6 Negative 1(14.3) (0.4,57.9)
Missing 5(71.4)
Unknown 1(14.3)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34g

Bone marrow MRD status by flow cytometry and time point by Number of previous relapses

Enrolled set

Number of previous relapses: 1

All subjects
N=32

Timepoint n (%) 95% CI
Day 28 Negative 16 ( 50.0) (31.9, 68.1)

Positive 2( 6.3

Unknown 2( 6.3

Missing 12 ( 37.5)
Month 3 Negative 15 (46.9) (29.1, 65.3)

Positive 2( 6.3)

Unknown 1( 3.1)

Missing 14 (43.8)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.

Percentages are based on the number of subjects in the enrolled set (N).
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Bone marrow MRD status by flow cytome-'lt-rayb:ilgdic?me point by Number of previous relapses
Enrolled set
Number of previous relapses: 1
All subjects
N=32
Timepoint n (%) 95% CI
Month 6 Negative 12 ( 37.5) (21.1, 56.3)
Positive 1(3.1)
Unknown 2( 6.3
Missing 16 ( 50.0)
Not done 1( 3.1)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Bone marrow MRD status by flow cytome-'lt-rayb:ilgdic?me point by Number of previous relapses
Enrolled set
Number of previous relapses: 2
All subjects
N=22
Timepoint n (%) 95% CI
Day 28 Negative 14 ( 63.6) (40.7, 82.8)
Positive 1( 4.5)
Missing 7 (31.8)
Month 3 Negative 11 (50.0) (28.2, 71.8)
Positive 1( 4.5)
Missing 10 ( 45.5)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 34g
Bone marrow MRD status by flow cytometry and time point by Number of previous relapses
Enrolled set
Number of previous relapses: 2
All subjects
N=22
Timepoint n (%) 95% CI
Month 6 Negative 12 (54.5) (32.2, 75.6)
Missing 10 ( 45.5)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Bone marrow MRD status by flow cytomel-glb;ijdjc?me point by Number of previous relapses
Enrolled set
Number of previous relapses: >=3
All subjects
N=13
Timepoint n (%) 95% CI
Day 28 Negative 10 ( 76.9) (46.2, 95.0)
Missing 3(23.1)
Month 3 Negative 7 (53.8) (25.1, 80.8)
Missing 4 (30.8)
Positive 2(15.4)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Bone marrow MRD status by flow cytome-'lt-?)/b;ﬁ?me point by Number of previous relapses
Enrolled set
Number of previous relapses: >=3
All subjects
N=13
Timepoint n (%) 95% CI
Month 6 Negative 5(38.5) (13.9, 68.4)
Missing 7 (53.8)
Positive 1(7.7)

Cl=Confidence interval; MRD=Minimum residual disease.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 39a
Event free survival (EFS) from enrollment censoring HSCT by Age
Enrolled set
Age: <10 years
All patients
N=37
Events/Total (%) 10/37 (27.0)
Maximum follow-up (months) 15.3
Median follow-up (months) 7.98
Percentiles (95% CI) [1]
25th 8.0 (3.9, NE)
50th NE (9.6, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 91.4 (75.6, 97.1)
Month 6 81.7 (63.6, 91.4)
Month 9 74.2 (54.5, 86.3)
Month 12 70.1 (49.8, 83.4)
Month 15 63.7 (41.3, 79.4)

Month 18

NE




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39a
Event free survival (EFS) from enrollment censoring HSCT by Age
Enrolled set
Age: >=10 years to <18 years
All patients
N=19
Events/Total (%) 8/19 (42.1)
Maximum follow-up (months) 17.2
Median follow-up (months) 10.55
Percentiles (95% CI) [1]
25th 6.7 (0.2, NE)
50th 17.2 (6.7, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 94.7 (68.1, 99.2)
Month 6 78.6 (52.5, 91.4)
Month 9 72.6 (45.9, 87.6)
Month 12 58.0 (30.8, 77.8)
Month 15 58.0 (30.8, 77.8)
Month 18 0.0 (NE, NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39a
Event free survival (EFS) from enrollment censoring HSCT by Age
Enrolled set
Age: >=18 years
All patients
N=18
Events/Total (%) 6/18 (33.3)
Maximum follow-up (months) 16.0
Median follow-up (months) 8.84
Percentiles (95% CI) [1]
25th 7.6 (0.0, NE)
50th NE ( 7.6, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 94.4 (66.6, 99.2)
Month 6 88.1 (60.2, 96.9)
Month 9 72.7 (41.9, 89.0)
Month 12 64.6 (34.0, 83.8)
Month 15 56.6 (27.0, 78.0)
Month 18 NE




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formulais used for Cls of KM estimates.
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Table 39b
Event free survival (EFS) from enrollment censoring HSCT by Gender
Enrolled set
Gender: Male
All patients
N=44
Events/Total (%) 16/44 (36.4)
Maximum follow-up (months) 15.3
Median follow-up (months) 9.84
Percentiles (95% CI) [1]
25th 7.3(3.9,10.5)
50th NE (10.1, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 93.2 (80.3, 97.7)
Month 6 81.4 (66.2, 90.2)
Month 9 70.6 (53.9, 82.2)
Month 12 61.3 (43.7, 74.8)
Month 15 57.9 (40.1, 72.1)

Month 18 NE




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39b
Event free survival (EFS) from enrollment censoring HSCT by Gender
Enrolled set
Gender: Female
All patients
N=30
Events/Total (%) 8/30 (26.7)
Maximum follow-up (months) 17.2
Median follow-up (months) 9.86
Percentiles (95% CI) [1]
25th 11.7 (2.5, NE)
50th 17.2 (11.7, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 92.3(72.6, 98.0)
Month 6 83.5 (61.7, 93.5)
Month 9 78.3 (55.1, 90.5)
Month 12 73.1(49.1, 87.1)
Month 15 65.8 (39.9, 82.6)

Month 18 0.0 (NE, NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39c
Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry
Enrolled set

Response status at study entry: Primary refractory

All patients
N=1
Events/Total (%) 1/1 (100.0)
Maximum follow-up (months) 3.5
Median follow-up (months) 3.48
Percentiles (95% CI) [1]
25th 3.5 (NE, NE)
50th 3.5 (NE, NE)
75th 3.5 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 0.0 (NE, NE )

Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enrollment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formulais used for Cls of KM estimates.
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Table 39c
Event free survival (EFS) from enrollment censoring HSCT by Response status at study entry
Enrolled set

Response status at study entry: Relapsed disease

All patients
N=73

Events/Total (%) 23/73 (31.5)
Maximum follow-up (months) 17.2
Median follow-up (months) 10.05
Percentiles (95% CI) [1]

25th 8.0 (5.6, 13.6)

50th 17.2 (13.6, NE)

75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 93.0 (84.0, 97.0)

Month 6 83.6 (72.4, 90.6)

Month 9 74.7 (61.8, 83.8)

Month 12 66.7 (52.9, 77.3)

Month 15 61.3 (46.6, 73.1)

Month 18 0.0 (NE, NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formulais used for Cls of KM estimates.
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Table 39d
Event free survival (EFS) from enrollment censoring HSCT by Region
Enrolled set
Region: Europe
All patients
N=53
Events/Total (%) 14/53 (26.4)
Maximum follow-up (months) 17.2
Median follow-up (months) 11.73
Percentiles (95% CI) [1]
25th 11.7 (4.6, NE)
50th 17.2 (NE, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 90.2 (78.1, 95.8)
Month 6 85.9 (72.7, 93.1)
Month 9 80.8 (66.1, 89.6)
Month 12 72.5 (56.2, 83.6)
Month 15 68.3 (50.5, 80.8)

Month 18 0.0 (NE, NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.

/vob/CCTLO19/hag/hag_eu_6/pgm/eff/t39a_gd_b2001x.sas@@/main/3 29AUG23:16:32 Final






CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 39d
Event free survival (EFS) from enrollment censoring HSCT by Region
Enrolled set
Region: US
All patients
N=18
Events/Total (%) 9/18 (50.0)
Maximum follow-up (months) 14.1
Median follow-up (months) 7.31
Percentiles (95% CI) [1]
25th 6.3 (5.1, 9.6)
50th 9.6 (5.7, NE)
75th NE (9.6, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 76.5 (48.8, 90.4)
Month 9 55.6 (28.1, 76.2)
Month 12 46.3 (19.6, 69.5)
Month 15 NE

Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.
If treatment failure occurs, it will be censored at the enrollment date.



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the
specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;

Greenwood formulais used for Cls of KM estimates.
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Table 39d
Event free survival (EFS) from enrollment censoring HSCT by Region
Enrolled set
Region: Rest of World
All patients
N=3
Events/Total (%) 1/3 (33.3)
Maximum follow-up (months) 14.3
Median follow-up (months) 12.09
Percentiles (95% CI) [1]
25th 3.9 (3.9, NE)
50th NE (3.9, NE)
75th NE (3.9, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 66.7 ( 5.4, 94.5)
Month 9 66.7 ( 5.4, 94.5)
Month 12 66.7 (5.4, 94.5)
Month 15 NE

Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.



If treatment failure occurs, it will be censored at the enrollment date.
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the
specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;

Greenwood formulais used for Cls of KM estimates.
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Table 39e
Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy
Enrolled set
Prior SCT therapy: Yes
All patients
N=45
Events/Total (%) 11/45 (24.4)
Maximum follow-up (months) 17.2
Median follow-up (months) 11.73
Percentiles (95% CI) [1]
25th 11.7 (7.6, NE)
50th 17.2 (13.6, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 93.2 (80.4, 97.8)
Month 6 90.8 (77.4, 96.5)
Month 9 87.8 (72.9, 94.8)
Month 12 74.8 (56.6, 86.2)
Month 15 69.0 (48.3, 82.8)
Month 18 0.0 (NE,NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39e
Event free survival (EFS) from enrollment censoring HSCT by Prior SCT therapy
Enrolled set
Prior SCT therapy: No
All patients
N=29
Events/Total (%) 13/29 (44.8)
Maximum follow-up (months) 16.0
Median follow-up (months) 6.34
Percentiles (95% CI) [1]
25th 5.6 (2.5, 7.3)
50th 8.0 (5.6, NE)
75th NE (12.0, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 92.8 (74.2, 98.2)
Month 6 67.8 (45.6, 82.5)
Month 9 49.7 (28.5, 67.8)
Month 12 49.7 (28.5, 67.8)
Month 15 44.8 (24.1, 63.5)

Month 18 NE




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39f

Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden

Enrolled set

Baseline bone marrow tumor burden: Low

All patients
N=27
Events/Total (%) 8/27 (29.6)
Maximum follow-up (months) 17.2
Median follow-up (months) 10.55
Percentiles (95% CI) [1]
25th 10.5 ( 6.7, NE)
50th 17.2 (10.5, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 96.3 (76.5, 99.5)
Month 6 96.3 (76.5, 99.5)
Month 9 86.1 (62.3, 95.4)
Month 12 69.2 (43.3, 85.0)
Month 15 60.5 (32.8, 79.8)
Month 18 0.0 (NE,NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formulais used for Cls of KM estimates.
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Table 39f
Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: High

All patients
N=44
Events/Total (%) 16/44 (36.4)
Maximum follow-up (months) 16.0
Median follow-up (months) 7.57
Percentiles (95% CI) [1]
25th 5.7 (3.5, 10.1)
50th NE ( 7.3, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 90.4 (76.4, 96.3)
Month 6 72.5(55.7, 83.7)
Month 9 63.4 (45.8, 76.6)
Month 12 60.1 (42.3, 73.9)
Month 15 56.7 (38.9, 71.2)

Month 18 NE




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 39f
Event free survival (EFS) from enrollment censoring HSCT by Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: Missing

All patients
N=3

Events/Total (%) 0/3 (0.0)
Maximum follow-up (months) 14.5
Median follow-up (months) 11.79
Percentiles (95% CI) [1]

25th NE

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 100 ( 100, 100)

Month 6 100 ( 100, 100)

Month 9 100 ( 100, 100)

Month 12 100 ( 100, 100)

Month 15 NE

Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.



If treatment failure occurs, it will be censored at the enrollment date.
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the
specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;

Greenwood formulais used for Cls of KM estimates.
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Table 39¢g
Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses
Enrolled set

Number of previous relapses: 0

All patients
N=7

Events/Total (%) 4/7 (57.1)
Maximum follow-up (months) 14.1
Median follow-up (months) 4.63
Percentiles (95% CI) [1]

25th 3.5(2.3, 5.6)

50th 5.1 (2.3, NE)

75th NE ( 3.5, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 83.3(27.3, 97.5)

Month 6 33.3 (4.6, 67.6)

Month 9 33.3 (4.6, 67.6)

Month 12 33.3 (4.6, 67.6)

Month 15 NE

Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.
If treatment failure occurs, it will be censored at the enrollment date.



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the
specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;

Greenwood formulais used for Cls of KM estimates.
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Table 399
Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses
Enrolled set

Number of previous relapses: 1

All patients
N=32
Events/Total (%) 10/32 (31.3)
Maximum follow-up (months) 17.2
Median follow-up (months) 7.57
Percentiles (95% CI) [1]
25th 8.0 (5.1, NE)
50th 17.2 (9.6, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 93.4 (76.1, 98.3)
Month 6 85.3 (65.1, 94.3)
Month 9 74.9 (51.6, 88.2)
Month 12 63.8 (39.4, 80.5)
Month 15 57.4 (32.8, 75.9)

Month 18 0.0 (NE, NE )




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formula is used for Cls of KM estimates.
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Table 399
Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses
Enrolled set

Number of previous relapses: 2

All patients
N=22
Events/Total (%) 5122 (22.7)
Maximum follow-up (months) 14.9
Median follow-up (months) 12.58
Percentiles (95% CI) [1]
25th 13.6 (0.2, NE)
50th NE (13.6, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 95.5(71.9, 99.3)
Month 6 90.9 (68.3, 97.6)
Month 9 86.1 (62.9, 95.3)
Month 12 80.0 (54.5, 92.1)
Month 15 NE

Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.



If treatment failure occurs, it will be censored at the enrollment date.
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the
specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;

Greenwood formulais used for Cls of KM estimates.
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Table 399
Event free survival (EFS) from enrollment censoring HSCT by Number of previous relapses
Enrolled set

Number of previous relapses: >=3

All patients
N=13
Events/Total (%) 5/13 (38.5)
Maximum follow-up (months) 15.3
Median follow-up (months) 13.50
Percentiles (95% CI) [1]
25th 7.6 (0.0, NE)
50th NE (6.7, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 92.3 (56.6, 98.9)
Month 6 84.6 (51.2, 95.9)
Month 9 68.4 (35.9, 86.8)
Month 12 59.8 (28.5, 81.0)
Month 15 59.8 (28.5, 81.0)

Month 18 NE




Cl=Confidence interval; HSCT=Hematopoietic stem cell transplant; NE=Not evaluable.

If treatment failure occurs, it will be censored at the enroliment date.

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of Brookmeyer and Crowley (1982).
[2] % Event-free probability estimate is the estimated probability that a patient will remain event-free up to the

specified time point. % Event-free probability estimates are obtained from the Kaplan-Meier survival estimates;
Greenwood formulais used for Cls of KM estimates.
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Table 136a
Overall survival (OS) by Age
Full analysis set

Age: <10 years

All patients
N=34
Events/Total (%) 3/34 (8.8)
Maximum follow-up (months) 24.4
Median follow-up (months) 11.68
Percentiles (95% CI) [1]
25th NE (0.9, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 90.7 (73.9, 96.9)
Month 6 90.7 (73.9, 96.9)
Month 9 90.7 (73.9, 96.9)
Month 12 90.7 (73.9, 96.9)
Month 15 90.7 (73.9, 96.9)
Month 18 90.7 (73.9, 96.9)
Month 21 90.7 (73.9, 96.9)



Age: <10 years

All patients
N=34
Month 24 90.7 (73.9, 96.9)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 136a
Overall survival (OS) by Age
Full analysis set

Age: >=10 years to <18 years

All patients
N=18
Events/Total (%) 3/18 (16.7)
Maximum follow-up (months) 15.1
Median follow-up (months) 11.86
Percentiles (95% CI) [1]
25th 15.1 ( 8.8, NE)
50th 15.1 (NE, NE)
75th 15.1 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 (100, 100)
Month 6 100 (100, 100)
Month 9 93.3 (61.3, 99.0)
Month 12 86.7 (56.4, 96.5)
Month 15 86.7 (56.4, 96.5)
Month 18 0.0 (NE, NE )




- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 136a
Overall survival (OS) by Age
Full analysis set

Age: >=18 years

All patients
N=17
Events/Total (%) 3/17 (17.6)
Maximum follow-up (months) 12.9
Median follow-up (months) 11.50
Percentiles (95% CI) [1]
25th 12.9 (1.0, NE)
50th 12.9 (NE, NE)
75th 12.9 (NE, NE)
% Event-free probability estimates (95% ClI) [2]
Month 3 93.8 (63.2, 99.1)
Month 6 93.8 (63.2, 99.1)
Month 9 85.2 (51.9, 96.2)
Month 12 85.2 (51.9, 96.2)
Month 15 0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of

Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 136b
Overall survival (OS) by Gender
Full analysis set

Gender: Male
All patients
N=41
Events/Total (%) 6/41 (14.6)
Maximum follow-up (months) 24.4
Median follow-up (months) 11.70
Percentiles (95% CI) [1]
25th 12.9 (8.8, NE)
50th NE (12.9, NE)
75th NE (12.9, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 95.1 (81.7, 98.7)
Month 6 95.1 (81.7, 98.7)
Month 9 88.7 (72.4, 95.7)
Month 12 85.4 (68.2, 93.7)
Month 15 64.1 (19.2, 88.7)
Month 18 64.1 (19.2, 88.7)
Month 21 64.1 (19.2, 88.7)



Gender: Male

All patients
N=41
Month 24 64.1 (19.2, 88.7)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 136b
Overall survival (OS) by Gender
Full analysis set

Gender: Female

All patients
N=28
Events/Total (%) 3/28 (10.7)
Maximum follow-up (months) 15.1
Median follow-up (months) 11.30
Percentiles (95% CI) [1]
25th 15.1 (1.0, NE)
50th 15.1 (NE, NE)
75th 15.1 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 92.3(72.6, 98.0)
Month 6 92.3 (72.6, 98.0)
Month 9 92.3 (72.6, 98.0)
Month 12 92.3 (72.6, 98.0)
Month 15 92.3 (72.6, 98.0)
Month 18 0.0 (NE, NE )




- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 136¢
Overall survival (OS) by Response status at study entry
Full analysis set

Response status at study entry: Primary refractory

All patients
N=1
Events/Total (%) 1/1 (100.0)
Maximum follow-up (months) 8.8
Median follow-up (months) 8.84
Percentiles (95% CI) [1]
25th 8.8 (NE, NE)
50th 8.8 (NE, NE)
75th 8.8 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 100 ( 100, 100)
Month 9 0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will



remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 136¢
Overall survival (OS) by Response status at study entry
Full analysis set

Response status at study entry: Relapsed disease

All patients
N=68
Events/Total (%) 8/68 (11.8)
Maximum follow-up (months) 24.4
Median follow-up (months) 11.68
Percentiles (95% CI) [1]
25th 15.1 (12.9, NE)
50th 15.1 (12.9, NE)
75th NE (15.1, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 93.9(84.5,97.7)
Month 6 93.9 (84.5, 97.7)
Month 9 91.9 (81.5, 96.6)
Month 12 89.8 (78.5, 95.3)
Month 15 77.0 (41.8, 92.4)
Month 18 38.5 (1.5, 80.6)

Month 21 38.5 (1.5, 80.6)



Response status at study entry: Relapsed disease

All patients
N=68
Month 24 38.5 (1.5, 80.6)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 136d
Overall survival (OS) by Region
Full analysis set

Region: Europe

All patients
N=48

Events/Total (%) 6/48 (12.5)
Maximum follow-up (months) 24.4
Median follow-up (months) 11.79

Percentiles (95% CI) [1]
25th
50th
75th
% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15
Month 18
Month 21

15.1 (12.9, NE)
15.1 (12.9, NE)
NE (15.1, NE)

95.7 (83.7, 98.9)
95.7 (83.7, 98.9)
93.1(79.9, 97.7)
90.4 (76.3, 96.3)
75.3 (35.0, 92.7)
37.7 (1.4, 79.9)
37.7 (1.4, 79.9)



Region: Europe

All patients
N=48
Month 24 37.7(1.4,79.9)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 136d
Overall survival (OS) by Region
Full analysis set

Region: US
All patients
N=18
Events/Total (%) 2/18 (11.1)
Maximum follow-up (months) 13.0
Median follow-up (months) 6.93
Percentiles (95% CI) [1]
25th NE ( 0.4, NE)
50th NE (7.2, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 94.4 (66.6, 99.2)
Month 6 94.4 (66.6, 99.2)
Month 9 84.0 (46.8, 96.0)
Month 12 84.0 (46.8, 96.0)
Month 15 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 136d
Overall survival (OS) by Region
Full analysis set

Region: Rest of World

All patients
N=3

Events/Total (%) 1/3 (33.3)
Maximum follow-up (months) 12.5
Median follow-up (months) 12.09
Percentiles (95% CI) [1]

25th 0.6 (0.6, NE)

50th NE ( 0.6, NE)

75th NE ( 0.6, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 66.7 (5.4, 94.5)

Month 6 66.7 (5.4, 94.5)

Month 9 66.7 (5.4, 94.5)

Month 12 66.7 (5.4, 94.5)

Month 15 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of

Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 136e
Overall survival (OS) by Prior SCT therapy
Full analysis set

Prior SCT therapy: Yes

All patients
N=42
Events/Total (%) 6/42 (14.3)
Maximum follow-up (months) 15.1
Median follow-up (months) 11.79
Percentiles (95% CI) [1]
25th 12.9 (9.7, NE)
50th 15.1 (12.9, NE)
75th 15.1 (12.9, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 95.1 (81.9, 98.8)
Month 6 95.1 (81.9, 98.8)
Month 9 92.3 (78.0, 97.5)
Month 12 89.4 (74.2, 95.9)
Month 15 67.1 (18.4, 91.0)

Month 18 0.0 (NE, NE )




- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 136e
Overall survival (OS) by Prior SCT therapy
Full analysis set

Prior SCT therapy: No

All patients
N=27
Events/Total (%) 3/27 (11.1)
Maximum follow-up (months) 24.4
Median follow-up (months) 7.85
Percentiles (95% CI) [1]
25th NE ( 0.6, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 92.1(72.1, 98.0)
Month 6 92.1 (72.1, 98.0)
Month 9 85.1 (58.5, 95.2)
Month 12 85.1 (58.5, 95.2)
Month 15 85.1 (58.5, 95.2)
Month 18 85.1 (58.5, 95.2)

Month 21 85.1 (58.5, 95.2)



Prior SCT therapy: No

All patients
N=27
Month 24 85.1 (58.5, 95.2)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 136f

Overall survival (OS) by Baseline bone marrow tumor burden

Full analysis set

Baseline bone marrow tumor burden: Low

All patients
N=26

Events/Total (%) 4/26 (15.4)
Maximum follow-up (months) 24.4
Median follow-up (months) 11.79

Percentiles (95% CI) [1]
25th
50th
75th
% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15
Month 18
Month 21

12.9 (7.2, 15.1)
15.1 (12.9, NE)
NE (12.9, NE)

100 ( 100, 100)
100 ( 100, 100)
95.0 (69.5, 99.3)
90.0 (65.6, 97.4)
60.0 (8.1, 90.1)
30.0 (1.0, 72.8)
30.0 (1.0, 72.8)



Baseline bone marrow tumor burden: Low

All patients
N=26
Month 24 30.0 (1.0, 72.8)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 136f
Overall survival (OS) by Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: High

All patients
N=40
Events/Total (%) 5/40 (12.5)
Maximum follow-up (months) 13.8
Median follow-up (months) 11.61
Percentiles (95% CI) [1]
25th NE ( 1.0, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 89.3 (74.0, 95.9)
Month 6 89.3 (74.0, 95.9)
Month 9 85.6 (68.4, 93.8)
Month 12 85.6 (68.4, 93.8)
Month 15 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 136f

Overall survival (OS) by Baseline bone marrow tumor burden

Full analysis set

Baseline bone marrow tumor burden: Missing

All patients
N=3

Events/Total (%) 0/3 (0.0)
Maximum follow-up (months) 12.2
Median follow-up (months) 10.94
Percentiles (95% CI) [1]

25th NE

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 100 ( 100, 100)

Month 6 100 ( 100, 100)

Month 9 100 ( 100, 100)

Month 12 100 ( 100, 100)

Month 15 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of

Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 1369
Overall survival (OS) by Number of previous relapses
Full analysis set

Number of previous relapses: 0

All patients
N=6

Events/Total (%) 2/6 (33.3)
Maximum follow-up (months) 13.1
Median follow-up (months) 10.32
Percentiles (95% CI) [1]

25th 8.8 (0.9, NE)

50th NE (0.9, NE)

75th NE ( 8.8, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 83.3 (27.3, 97.5)

Month 6 83.3 (27.3, 97.5)

Month 9 62.5 (14.2, 89.3)

Month 12 62.5 (14.2, 89.3)

Month 15 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 1369

Overall survival (OS) by Number of previous relapses

Full analysis set

Number of previous relapses: 1

All patients
N=30
Events/Total (%) 4/30 (13.3)
Maximum follow-up (months) 15.1
Median follow-up (months) 10.83
Percentiles (95% CI) [1]
25th 12.9 (1.0, NE)
50th 15.1 (12.9, NE)
75th 15.1 (12.9, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 93.0(74.7, 98.2)
Month 6 93.0 (74.7, 98.2)
Month 9 93.0 (74.7, 98.2)
Month 12 93.0 (74.7, 98.2)
Month 15 69.7 (16.9, 92.9)
Month 18 0.0 (NE, NE )




- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 1369
Overall survival (OS) by Number of previous relapses
Full analysis set

Number of previous relapses: 2

All patients
N=21
Events/Total (%) 1/21 (4.8)
Maximum follow-up (months) 24.4
Median follow-up (months) 11.79
Percentiles (95% CI) [1]
25th NE ( 0.6, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 95.0 (69.5, 99.3)
Month 6 95.0 (69.5, 99.3)
Month 9 95.0 (69.5, 99.3)
Month 12 95.0 (69.5, 99.3)
Month 15 95.0 (69.5, 99.3)
Month 18 95.0 (69.5, 99.3)

Month 21 95.0 (69.5, 99.3)



Number of previous relapses: 2

All patients
N=21
Month 24 95.0 (69.5, 99.3)
Month 27 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 1369
Overall survival (OS) by Number of previous relapses
Full analysis set

Number of previous relapses: >=3

All patients
N=12
Events/Total (%) 2/12 (16.7)
Maximum follow-up (months) 12.4
Median follow-up (months) 11.48
Percentiles (95% CI) [1]
25th NE ( 7.2, NE)
50th NE ( 7.2, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 100 ( 100, 100)
Month 9 88.9 (43.3,98.4)
Month 12 77.8 (36.5, 93.9)
Month 15 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of

Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 137a
Overall survival (OS) by Age
Enrolled set
Age: <10 years
All patients
N=37

Events/Total (%) 5/37 (13.5)
Maximum follow-up (months) 27.6
Median follow-up (months) 13.34
Percentiles (95% CI) [1]

25th NE (3.9, NE)

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 91.3 (75.5, 97.1)

Month 6 85.1 (67.8, 93.5)

Month 9 85.1 (67.8, 93.5)

Month 12 85.1 (67.8, 93.5)

Month 15 85.1 (67.8, 93.5)

Month 18 85.1 (67.8, 93.5)

Month 21 85.1 (67.8, 93.5)



Age: <10 years

All patients
N=37
Month 24 85.1 (67.8, 93.5)
Month 27 85.1 (67.8, 93.5)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 137a
Overall survival (OS) by Age
Enrolled set
Age: >=10 years to <18 years
All patients
N=19

Events/Total (%) 4/19 (21.1)
Maximum follow-up (months) 17.2
Median follow-up (months) 13.27
Percentiles (95% CI) [1]

25th 17.2 (0.2, NE)

50th 17.2 (NE, NE)

75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 94.7 (68.1, 99.2)

Month 6 94.7 (68.1, 99.2)

Month 9 94.7 (68.1, 99.2)

Month 12 82.1 (53.9, 93.9)

Month 15 82.1 (53.9, 93.9)

Month 18 0.0 (NE, NE )




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137a
Overall survival (OS) by Age
Enrolled set
Age: >=18 years
All patients
N=18
Events/Total (%) 4/18 (22.2)
Maximum follow-up (months) 16.0
Median follow-up (months) 13.24
Percentiles (95% CI) [1]
25th 15.7 ( 2.0, NE)
50th 15.7 (15.7, NE)
75th NE (15.7, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 88.9 (62.4, 97.1)
Month 6 88.9 (62.4, 97.1)
Month 9 88.9 (62.4, 97.1)
Month 12 81.5 (52.3, 93.7)
Month 15 81.5 (52.3, 93.7)

Month 18

NE




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137b
Overall survival (OS) by Gender
Enrolled set
Gender: Male
All patients
N=44

Events/Total (%) 9/44 (20.5)
Maximum follow-up (months) 27.6
Median follow-up (months) 13.29
Percentiles (95% CI) [1]

25th 15.7 (5.3, NE)

50th NE (15.7, NE)

75th NE (15.7, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 93.2 (80.3, 97.7)

Month 6 88.6 (74.7, 95.1)

Month 9 88.6 (74.7, 95.1)

Month 12 80.0 (63.7, 89.5)

Month 15 80.0 (63.7, 89.5)

Month 18 53.3 (10.0, 84.2)

Month 21 53.3 (10.0, 84.2)



Gender: Male

All patients
N=44
Month 24 53.3(10.0, 84.2)
Month 27 53.3(10.0, 84.2)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 137b
Overall survival (OS) by Gender
Enrolled set
Gender: Female
All patients
N=30

Events/Total (%) 4/30 (13.3)
Maximum follow-up (months) 17.2
Median follow-up (months) 12.76
Percentiles (95% CI) [1]

25th 17.2 (2.5, NE)

50th 17.2 (NE, NE)

75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 88.7 (69.0, 96.2)

Month 6 88.7 (69.0, 96.2)

Month 9 88.7 (69.0, 96.2)

Month 12 88.7 (69.0, 96.2)

Month 15 88.7 (69.0, 96.2)

Month 18 0.0 (NE, NE )




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137c
Overall survival (OS) by Response status at study entry
Enrolled set

Response status at study entry: Primary refractory

All patients
N=1
Events/Total (%) 1/1 (100.0)
Maximum follow-up (months) 9.3
Median follow-up (months) 9.33
Percentiles (95% CI) [1]
25th 9.3 (NE, NE)
50th 9.3 (NE, NE)
75th 9.3 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 100 ( 100, 100)
Month 9 100 ( 100, 100)
Month 12 0.0 (NE, NE )

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 137c
Overall survival (OS) by Response status at study entry
Enrolled set

Response status at study entry: Relapsed disease

All patients
N=73
Events/Total (%) 12/73 (16.4)
Maximum follow-up (months) 27.6
Median follow-up (months) 13.27
Percentiles (95% CI) [1]
25th 15.7 (11.2, NE)
50th 17.2 (15.7, NE)
75th NE (17.2, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 91.5(82.1, 96.1)
Month 6 88.6 (78.4, 94.1)
Month 9 88.6 (78.4, 94.1)
Month 12 84.8 (73.4, 91.6)
Month 15 84.8 (73.4, 91.6)
Month 18 36.3 (1.6, 78.0)

Month 21 36.3 (1.6, 78.0)



Response status at study entry: Relapsed disease

All patients
N=73
Month 24 36.3 (1.6, 78.0)
Month 27 36.3 (1.6, 78.0)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.

/vob/CCTLO019/hag/haq_eu_6/pgm/eff/t137_gd_b2001x.sas@@/main/1 25JUN21:16:03 Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 137d
Overall survival (OS) by Region
Enrolled set
Region: Europe
All patients
N=53

Events/Total (%) 10/53 (18.9)
Maximum follow-up (months) 27.6
Median follow-up (months) 13.31
Percentiles (95% CI) [1]

25th 15.7 (9.3, NE)

50th 17.2 (15.7, NE)

75th NE (17.2, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 88.2 (75.7, 94.5)

Month 6 88.2 (75.7, 94.5)

Month 9 88.2 (75.7, 94.5)

Month 12 83.5 (69.5, 91.4)

Month 15 83.5(69.5,91.4)

Month 18 34.8 (1.6, 76.3)

Month 21 34.8 (1.6, 76.3)



Region: Europe

All patients
N=53
Month 24 34.8 (1.6, 76.3)
Month 27 34.8 (1.6, 76.3)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 137d
Overall survival (OS) by Region
Enrolled set
Region: US
All patients
N=18
Events/Total (%) 2/18 (11.1)
Maximum follow-up (months) 17.0
Median follow-up (months) 10.12
Percentiles (95% CI) [1]
25th NE (5.3, NE)
50th NE (10.6, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 94.1 (65.0, 99.1)
Month 9 94.1 (65.0, 99.1)
Month 12 83.7 (46.5, 95.9)
Month 15 83.7 (46.5, 95.9)

Month 18

NE




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137d
Overall survival (OS) by Region
Enrolled set
Region: Rest of World
All patients
N=3
Events/Total (%) 1/3 (33.3)
Maximum follow-up (months) 15.3
Median follow-up (months) 14.29
Percentiles (95% CI) [1]
25th 3.9 (3.9, NE)
50th NE (3.9, NE)
75th NE (3.9, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 66.7 ( 5.4, 94.5)
Month 9 66.7 ( 5.4, 94.5)
Month 12 66.7 (5.4, 94.5)
Month 15 66.7 (5.4, 94.5)

Month 18

NE




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137e
Overall survival (OS) by Prior SCT therapy
Enrolled set
Prior SCT therapy: Yes
All patients
N=45
Events/Total (%) 8/45 (17.8)
Maximum follow-up (months) 17.2
Median follow-up (months) 13.50
Percentiles (95% CI) [1]
25th 15.7 (10.6, NE)
50th 17.2 (15.7, NE)
75th 17.2 (15.7, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 91.0 (77.7, 96.5)
Month 6 91.0 (77.7, 96.5)
Month 9 91.0 (77.7, 96.5)
Month 12 85.6 (70.6, 93.3)
Month 15 85.6 (70.6, 93.3)

Month 18 0.0 (NE, NE )




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137e
Overall survival (OS) by Prior SCT therapy
Enrolled set
Prior SCT therapy: No
All patients
N=29

Events/Total (%) 5/29 (17.2)
Maximum follow-up (months) 27.6
Median follow-up (months) 9.33
Percentiles (95% CI) [1]

25th NE ( 2.5, NE)

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 92.8 (74.2, 98.2)

Month 6 84.9 (64.6, 94.1)

Month 9 84.9 (64.6, 94.1)

Month 12 79.3 (56.3, 91.0)

Month 15 79.3 (56.3, 91.0)

Month 18 79.3 (56.3, 91.0)

Month 21 79.3 (56.3, 91.0)



Prior SCT therapy: No

All patients
N=29
Month 24 79.3 (56.3, 91.0)
Month 27 79.3 (56.3, 91.0)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 137f

Overall survival (OS) by Baseline bone marrow tumor burden

Enrolled set

Baseline bone marrow tumor burden: Low

All patients
N=27

Events/Total (%) 5/27 (18.5)
Maximum follow-up (months) 27.6
Median follow-up (months) 13.40

Percentiles (95% CI) [1]
25th
50th
75th
% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15
Month 18
Month 21

15.7 (10.6, 17.2)
17.2 (15.7, NE)
NE (15.7, NE)

96.3 (76.5, 99.5)
96.3 (76.5, 99.5)
96.3 (76.5, 99.5)
86.7 (63.8, 95.5)
86.7 (63.8, 95.5)
28.9(1.1,71.2)
28.9(1.1,71.2)



Baseline bone marrow tumor burden: Low

All patients
N=27
Month 24 28.9(1.1,71.2)
Month 27 28.9(1.1,71.2)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 137f

Overall survival (OS) by Baseline bone marrow tumor burden

Enrolled set

Baseline bone marrow tumor burden: High

All patients
N=44
Events/Total (%) 8/44 (18.2)
Maximum follow-up (months) 17.0
Median follow-up (months) 12.48
Percentiles (95% CI) [1]
25th NE ( 2.9, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 88.1 (73.6, 94.9)
Month 6 83.2(67.9, 91.6)
Month 9 83.2(67.9, 91.6)
Month 12 80.0 (63.7, 89.5)
Month 15 80.0 (63.7, 89.5)

Month 18

NE




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 137f

Overall survival (OS) by Baseline bone marrow tumor burden

Enrolled set

Baseline bone marrow tumor burden: Missing

All patients
N=3

Events/Total (%) 0/3 (0.0)
Maximum follow-up (months) 14.5
Median follow-up (months) 13.63
Percentiles (95% CI) [1]

25th NE

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 100 ( 100, 100)

Month 6 100 ( 100, 100)

Month 9 100 ( 100, 100)

Month 12 100 ( 100, 100)

Month 15 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis



product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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Table 1379
Overall survival (OS) by Number of previous relapses
Enrolled set

Number of previous relapses: 0

All patients
N=7

Events/Total (%) 217 (28.6)
Maximum follow-up (months) 14.5
Median follow-up (months) 9.59
Percentiles (95% CI) [1]

25th 9.3 (2.3, NE)

50th NE (2.3, NE)

75th NE (9.3, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 83.3(27.3, 97.5)

Month 6 83.3(27.3, 97.5)

Month 9 83.3(27.3, 97.5)

Month 12 66.7 (19.5, 90.4)

Month 15 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility



[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of

Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 137g

Overall survival (OS) by Number of previous relapses

Enrolled set

Number of previous relapses: 1

All patients
N=32
Events/Total (%) 6/32 (18.8)
Maximum follow-up (months) 17.2
Median follow-up (months) 12.06
Percentiles (95% CI) [1]
25th 15.7 ( 2.9, NE)
50th 17.2 (15.7, NE)
75th 17.2 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 90.1 (72.2, 96.7)
Month 6 86.3 (67.4, 94.7)
Month 9 86.3 (67.4, 94.7)
Month 12 86.3 (67.4, 94.7)
Month 15 86.3 (67.4, 94.7)
Month 18 0.0 (NE, NE )




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.

/vob/CCTLO19/hag/haqg_eu_6/pgm/eff/t137_gd_b2001x.sas@@/main/1 25JUN21:16:04 Final



CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 1379
Overall survival (OS) by Number of previous relapses
Enrolled set

Number of previous relapses: 2

All patients
N=22
Events/Total (%) 2122 (9.1)
Maximum follow-up (months) 27.6
Median follow-up (months) 13.62
Percentiles (95% CI) [1]
25th NE ( 0.2, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 95.5 (71.9, 99.3)
Month 6 90.9 (68.3, 97.6)
Month 9 90.9 (68.3, 97.6)
Month 12 90.9 (68.3, 97.6)
Month 15 90.9 (68.3, 97.6)
Month 18 90.9 (68.3, 97.6)

Month 21 90.9 (68.3, 97.6)



Number of previous relapses: 2

All patients
N=22
Month 24 90.9 (68.3, 97.6)
Month 27 90.9 (68.3, 97.6)
Month 30 NE

-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of
KM estimates.
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Table 1379
Overall survival (OS) by Number of previous relapses
Enrolled set

Number of previous relapses: >=3

All patients
N=13
Events/Total (%) 3/13 (23.1)
Maximum follow-up (months) 15.3
Median follow-up (months) 13.50
Percentiles (95% CI) [1]
25th 11.2 (2.0, NE)
50th NE (10.6, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 92.3 (56.6, 98.9)
Month 6 92.3 (56.6, 98.9)
Month 9 92.3 (56.6, 98.9)
Month 12 71.8 (34.9, 90.1)
Month 15 71.8 (34.9, 90.1)

Month 18 NE




-Enrolled set = All patients who meet all inclusion/exclusion criteria, and whose apheresis
product is received and accepted by the manufacturing facility

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.

/vob/CCTLO019/hag/haq_eu_6/pgm/eff/t137_gd_b2001x.sas@@/main/1 25JUN21:16:04

Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 138a
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
Full analysis set

Age: <10 years

All patients
N=34

n(%)  95%Cl

Best overall response (BOR)

CR 16 (47.1)
CRi 11 (32.4)
No response 0

Unknown (UNK) 7 (20.6)

Overall Remission Rate (ORR: CR+CRi) 27 (79.4) (62.1,91.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138a
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
Full analysis set

Age: >=10 years to <18 years

All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 13 (72.2)
CRi 4(22.2)
No response 1(5.6)
Unknown (UNK) 0

Overall Remission Rate (ORR: CR+CRi) 17 (94.4) (72.7,99.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.

The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).

/vob/CCTLO019/hag/haq_eu_6/pgm/eff/t138_gd_b2001x.sas@@/main/5 25JUN21:16:05 Final



CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 138a
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
Full analysis set

Age: >=18 years

All patients
N=17

n®)  95%Cl

Best overall response (BOR)

CR 4 (23.5)
CRi 9 (52.9)
No response 2 (11.8)
Unknown (UNK) 2 (11.8)

Overall Remission Rate (ORR: CR+CRi) 13 (76.5) (50.1,93.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138b
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender
Full analysis set

Gender: Male

All patients
N=41

n(%)  95%Cl

Best overall response (BOR)

CR 20 (48.8)
CRi 16 (39.0)
No response 1(2.4)
Unknown (UNK) 4(9.8)

Overall Remission Rate (ORR: CR+CRi) 36 (87.8) (73.8,95.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138b
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender
Full analysis set

Gender: Female

All patients
N=28

n®)  95%Cl

Best overall response (BOR)

CR 13 (46.4)
CRi 8 (28.6)
No response 2(7.2)
Unknown (UNK) 5(17.9)

Overall Remission Rate (ORR: CR+CRi) 21 (75.0) (55.1,89.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138c
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Response status at study entry
Full analysis set

Response status at study entry: Primary refractory

All patients
N=1
n (%) 95% Cl

Best overall response (BOR)

CR 1 (100)

CRi 0

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 1(100) (0.0,97.5)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138c
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Response status at study entry
Full analysis set

Response status at study entry: Relapsed disease

All patients
N=68
n (%) 95% ClI

Best overall response (BOR)

CR 32 (47.1)

CRi 24 (35.3)

No response 3(4.4)

Unknown (UNK) 9(13.2)
Overall Remission Rate (ORR: CR+CRIi) 56 (82.4) (71.2,90.5)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138d
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region
Full analysis set

Region: Europe

All patients
N=48

n(%)  95%Cl

Best overall response (BOR)

CR 28 (58.3)
CRi 14 (29.2)
No response 1(2.1)
Unknown (UNK) 5(10.4)

Overall Remission Rate (ORR: CR+CRi) 42 (87.5) (74.8,95.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138d
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region
Full analysis set

Region: US

All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 3 (16.7)
CRi 10 (55.6)
No response 2(11.1)
Unknown (UNK) 3(16.7)

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138d
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region
Full analysis set

Region: Rest of World

All patients
N=3

n(%)  95% Cl

Best overall response (BOR)

CR 2 (66.7)
CRi 0
No response 0
Unknown (UNK) 1(33.3)

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) (9.4,99.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138e
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy
Full analysis set

Prior SCT therapy: Yes

All patients
N=42

n(%)  95%Cl

Best overall response (BOR)

CR 21 (50.0)
CRi 16 (38.1)
No response 2(4.8)
Unknown (UNK) 3(7.1)

Overall Remission Rate (ORR: CR+CRi) 37 (88.1) (74.4,96.0)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138e
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTLO019 infusion by Prior SCT therapy
Full analysis set

Prior SCT therapy: No

All patients
N=27

n®)  95%Cl

Best overall response (BOR)

CR 12 (44.4)
CRi 8 (29.6)
No response 1(3.7)
Unknown (UNK) 6 (22.2)

Overall Remission Rate (ORR: CR+CRi) 20 (74.1) (53.7,88.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138f
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: Low

All patients
N=26
n (%) 95% ClI
Best overall response (BOR)
CR 13 (50.0)
CRi 10 (38.5)
No response 1(3.8)
Unknown (UNK) 2(7.7)

Overall Remission Rate (ORR: CR+CRIi) 23 (88.5) (69.8,97.6)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138f
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: High

All patients
N=40
n (%) 95% ClI
Best overall response (BOR)
CR 18 (45.0)
CRi 13 (32.5)
No response 2 (5.0
Unknown (UNK) 7 (17.5)

Overall Remission Rate (ORR: CR+CRIi) 31 (77.5) (61.5,89.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138f
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: Missing

All patients
N=3
n (%) 95% ClI

Best overall response (BOR)

CR 2 (66.7)

CRi 1(33.3)

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 3(100) (0.0,70.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: 0

All patients
N=6

n (%) 95% ClI

Best overall response (BOR)

CR 4 (66.7)
CRi 1(16.7)
No response 0

Unknown (UNK) 1(16.7)

Overall Remission Rate (ORR: CR+CRi) 5(83.3) (35.9,99.6)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: 1

All patients
N=30

n (%) 95% ClI

Best overall response (BOR)

CR 10 (33.3)
CRi 12 (40.0)
No response 2(6.7)
Unknown (UNK) 6 (20.0)

Overall Remission Rate (ORR: CR+CRi) 22 (73.3) (54.1,87.7)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: 2

All patients
N=21

n (%) 95% ClI

Best overall response (BOR)

CR 12 (57.1)
CRi 7 (33.3)
No response 0

Unknown (UNK) 2(9.5)

Overall Remission Rate (ORR: CR+CRi) 19 (90.5) (69.6,98.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 138g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTLO019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: >=3

All patients
N=12
n (%) 95% ClI
Best overall response (BOR)

CR 7 (58.3)
CRi 4(33.3)
No response 1(8.3)
Unknown (UNK) 0

Overall Remission Rate (ORR: CR+CRi) 11 (91.7) (61.5,99.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).

/vob/CCTLO19/hag/haq_eu_6/pgm/eff/t138_gd_ b2001x.sas@@/main/5 25JUN21:16:06 Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 139a
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
Enrolled set

Age: <10 years

All patients
N=37

n(%)  95%Cl

Best overall response (BOR)

CR 16 (43.2)
CRi 11 (29.7)
No response 0

Unknown (UNK) 10 (27.0)

Overall Remission Rate (ORR: CR+CRi) 27 (73.0) (55.9,86.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139a
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
Enrolled set

Age: >=10 years to <18 years

All patients
N=19

n®)  95%Cl

Best overall response (BOR)

CR 13 (68.4)
CRIi 4 (21.1)
No response 1(5.3)
Unknown (UNK) 1(5.3)

Overall Remission Rate (ORR: CR+CRi) 17 (89.5) (66.9,98.7)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.

The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139a
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Age
Enrolled set

Age: >=18 years

All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 4(22.2)
CRi 9 (50.0)
No response 2(11.1)
Unknown (UNK) 3(16.7)

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139b
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender
Enrolled set
Gender: Male
All patients
N=44

n(%)  95%Cl

Best overall response (BOR)

CR 20 (45.5)
CRi 16 (36.4)
No response 1(2.3)
Unknown (UNK) 7 (15.9)

Overall Remission Rate (ORR: CR+CRi) 36 (81.8) (67.3,91.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139b
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Gender
Enrolled set

Gender: Female

All patients
N=30

n®)  95%Cl

Best overall response (BOR)

CR 13 (43.3)
CRi 8 (26.7)
No response 2(6.7)
Unknown (UNK) 7 (23.3)

Overall Remission Rate (ORR: CR+CRi) 21 (70.0) (50.6,85.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139c
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Response status at study entry
Enrolled set

Response status at study entry: Primary refractory

All patients
N=1
n (%) 95% ClI

Best overall response (BOR)

CR 1 (100)

CRi 0

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 1(100) (0.0,97.5)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139c
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Response status at study entry
Enrolled set

Response status at study entry: Relapsed disease

All patients
N=73
n (%) 95% ClI

Best overall response (BOR)

CR 32 (43.8)

CRi 24 (32.9)

No response 3(4.1)

Unknown (UNK) 14 (19.2)
Overall Remission Rate (ORR: CR+CRIi) 56 (76.7) (65.4,85.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139d
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region
Enrolled set

Region: Europe

All patients
N=53

n(%)  95%Cl

Best overall response (BOR)

CR 28 (52.8)
CRi 14 (26.4)
No response 1(1.9

Unknown (UNK) 10 (18.9)

Overall Remission Rate (ORR: CR+CRi) 42 (79.2) (65.9,89.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139d
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region
Enrolled set
Region: US
All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 3 (16.7)
CRi 10 (55.6)
No response 2(11.1)
Unknown (UNK) 3(16.7)

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139d
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Region
Enrolled set

Region: Rest of World

All patients
N=3

n(%)  95% Cl

Best overall response (BOR)

CR 2 (66.7)
CRi 0
No response 0
Unknown (UNK) 1(33.3)

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) (9.4,99.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy
Enrolled set

Prior SCT therapy: Yes

All patients
N=45

n(%)  95%Cl

Best overall response (BOR)

CR 21 (46.7)
CRi 16 (35.6)
No response 2(4.4)
Unknown (UNK) 6 (13.3)

Overall Remission Rate (ORR: CR+CRi) 37 (82.2) (67.9,92.0)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139e
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by Prior SCT therapy
Enrolled set

Prior SCT therapy: No

All patients
N=29

n®)  95%Cl

Best overall response (BOR)

CR 12 (41.4)
CRi 8 (27.6)
No response 1(3.4)
Unknown (UNK) 8 (27.6)

Overall Remission Rate (ORR: CR+CRi) 20 (69.0) (49.2,84.7)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139f
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: Low

All patients
N=27
n (%) 95% ClI
Best overall response (BOR)

CR 13 (48.1)
CRi 10 (37.0)
No response 1(3.7)

Unknown (UNK) 3(11.1)

Overall Remission Rate (ORR: CR+CRI) 23 (85.2) (66.3,95.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139f
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: High

All patients
N=44
n (%) 95% ClI
Best overall response (BOR)
CR 18 (40.9)
CRi 13 (29.5)
No response 2(4.5)
Unknown (UNK) 11 (25.0)

Overall Remission Rate (ORR: CR+CRIi) 31 (70.5) (54.8,83.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139f
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: Missing

All patients
N=3
n (%) 95% ClI

Best overall response (BOR)

CR 2 (66.7)

CRi 1(33.3)

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 3(100) (0.0,70.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139¢g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: 0

All patients
N=7

n (%) 95% ClI

Best overall response (BOR)

CR 4 (57.1)
CRi 1(14.3)
No response 0

Unknown (UNK) 2 (28.6)

Overall Remission Rate (ORR: CR+CRi) 5(71.4) (29.0,96.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139¢g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: 1

All patients
N=32

n (%) 95% ClI

Best overall response (BOR)

CR 10 (31.3)
CRi 12 (37.5)
No response 2(6.3)
Unknown (UNK) 8 (25.0)

Overall Remission Rate (ORR: CR+CRi) 22 (68.8) (50.0,83.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139¢g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: 2

All patients
N=22

n (%) 95% ClI

Best overall response (BOR)

CR 12 (54.5)
CRi 7 (31.8)
No response 0

Unknown (UNK) 3(13.6)

Overall Remission Rate (ORR: CR+CRi) 19 (86.4) (65.1,97.1)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 139¢g
Best overall response (BOR) and overall remission rate (ORR) within 3 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: >=3

All patients
N=13
n (%) 95% ClI
Best overall response (BOR)
CR 7 (53.8)
CRi 4 (30.8)
No response 1(7.7)
Unknown (UNK) 1(7.7)

Overall Remission Rate (ORR: CR+CRi) 11 (84.6) (54.6,98.1)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.

Percentages are based on the number of subjects in the enrolled set (N).
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Table 140a
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
Full analysis set

Age: <10 years

All patients
N=34

n(%)  95%Cl

Best overall response (BOR)

CR 21 (61.8)
CRi 6 (17.6)
No response 0

Unknown (UNK) 7 (20.6)

Overall Remission Rate (ORR: CR+CRi) 27 (79.4) (62.1,91.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140a
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
Full analysis set

Age: >=10 years to <18 years

All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 13 (72.2)
CRi 4(22.2)
No response 1(5.6)
Unknown (UNK) 0

Overall Remission Rate (ORR: CR+CRi) 17 (94.4) (72.7,99.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.

The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140a
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
Full analysis set

Age: >=18 years

All patients
N=17

n®)  95%Cl

Best overall response (BOR)

CR 5 (29.4)
CRi 8 (47.1)
No response 2 (11.8)
Unknown (UNK) 2 (11.8)

Overall Remission Rate (ORR: CR+CRi) 13 (76.5) (50.1,93.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140b
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender
Full analysis set

Gender: Male

All patients
N=41

n(%)  95%Cl

Best overall response (BOR)

CR 24 (58.5)
CRi 12 (29.3)
No response 1(2.4)
Unknown (UNK) 4(9.8)

Overall Remission Rate (ORR: CR+CRi) 36 (87.8) (73.8,95.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140b
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender
Full analysis set

Gender: Female

All patients
N=28

n®)  95%Cl

Best overall response (BOR)

CR 15 (53.6)
CRi 6 (21.4)
No response 2(7.2)
Unknown (UNK) 5(17.9)

Overall Remission Rate (ORR: CR+CRi) 21 (75.0) (55.1,89.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140c
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Response status at study entry
Full analysis set

Response status at study entry: Primary refractory

All patients
N=1
n (%) 95% Cl

Best overall response (BOR)

CR 1 (100)

CRi 0

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 1(100) (0.0,97.5)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140c
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Response status at study entry
Full analysis set

Response status at study entry: Relapsed disease

All patients
N=68
n (%) 95% ClI

Best overall response (BOR)

CR 38 (55.9)

CRi 18 (26.5)

No response 3(4.4)

Unknown (UNK) 9(13.2)
Overall Remission Rate (ORR: CR+CRIi) 56 (82.4) (71.2,90.5)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140d
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region
Full analysis set

Region: Europe

All patients
N=48

n(%)  95%Cl

Best overall response (BOR)

CR 32 (66.7)
CRi 10 (20.8)
No response 1(2.1)
Unknown (UNK) 5(10.4)

Overall Remission Rate (ORR: CR+CRi) 42 (87.5) (74.8,95.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140d
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region
Full analysis set

Region: US

All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 5 (27.8)
CRi 8 (44.4)
No response 2(11.1)
Unknown (UNK) 3(16.7)

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140d
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region
Full analysis set

Region: Rest of World

All patients
N=3

n(%)  95% Cl

Best overall response (BOR)

CR 2 (66.7)
CRi 0
No response 0
Unknown (UNK) 1(33.3)

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) (9.4,99.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140e
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy
Full analysis set

Prior SCT therapy: Yes

All patients
N=42

n(%)  95%Cl

Best overall response (BOR)

CR 26 (61.9)
CRi 11 (26.2)
No response 2(4.8)
Unknown (UNK) 3(7.1)

Overall Remission Rate (ORR: CR+CRi) 37 (88.1) (74.4,96.0)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140e
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy
Full analysis set

Prior SCT therapy: No

All patients
N=27

n®)  95%Cl

Best overall response (BOR)

CR 13 (48.1)
CRi 7 (25.9)
No response 1(3.7)
Unknown (UNK) 6 (22.2)

Overall Remission Rate (ORR: CR+CRi) 20 (74.1) (53.7,88.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140f
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: Low

All patients
N=26
n (%) 95% ClI
Best overall response (BOR)
CR 16 (61.5)
CRi 7 (26.9)
No response 1(3.8)
Unknown (UNK) 2(7.7)

Overall Remission Rate (ORR: CR+CRIi) 23 (88.5) (69.8,97.6)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140f
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: High

All patients
N=40
n (%) 95% ClI
Best overall response (BOR)
CR 21 (52.5)
CRi 10 (25.0)
No response 2 (5.0
Unknown (UNK) 7 (17.5)

Overall Remission Rate (ORR: CR+CRIi) 31 (77.5) (61.5,89.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140f
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden
Full analysis set

Baseline bone marrow tumor burden: Missing

All patients
N=3
n (%) 95% ClI

Best overall response (BOR)

CR 2 (66.7)

CRi 1(33.3)

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 3(100) (0.0,70.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140g
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: 0

All patients
N=6

n (%) 95% ClI

Best overall response (BOR)

CR 4 (66.7)
CRi 1(16.7)
No response 0

Unknown (UNK) 1(16.7)

Overall Remission Rate (ORR: CR+CRi) 5(83.3) (35.9,99.6)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140g
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: 1

All patients
N=30

n (%) 95% ClI

Best overall response (BOR)

CR 12 (40.0)
CRi 10 (33.3)
No response 2(6.7)
Unknown (UNK) 6 (20.0)

Overall Remission Rate (ORR: CR+CRi) 22 (73.3) (54.1,87.7)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140g
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: 2

All patients
N=21

n (%) 95% ClI

Best overall response (BOR)

CR 15 (71.4)
CRi 4 (19.0)
No response 0

Unknown (UNK) 2(9.5)

Overall Remission Rate (ORR: CR+CRi) 19 (90.5) (69.6,98.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 140g
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Full analysis set

Number of previous relapses: >=3

All patients
N=12
n (%) 95% ClI
Best overall response (BOR)

CR 8 (66.7)
CRi 3(25.0)
No response 1(8.3)
Unknown (UNK) 0

Overall Remission Rate (ORR: CR+CRi) 11 (91.7) (61.5,99.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the full analysis set (N).
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Table 141a
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
Enrolled set

Age: <10 years

All patients
N=37

n(%)  95%Cl

Best overall response (BOR)

CR 21 (56.8)
CRi 6 (16.2)
No response 0

Unknown (UNK) 10 (27.0)

Overall Remission Rate (ORR: CR+CRi) 27 (73.0) (55.9,86.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 141a
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
Enrolled set

Age: >=10 years to <18 years

All patients
N=19

n®)  95%Cl

Best overall response (BOR)

CR 13 (68.4)
CRIi 4 (21.1)
No response 1(5.3)
Unknown (UNK) 1(5.3)

Overall Remission Rate (ORR: CR+CRi) 17 (89.5) (66.9,98.7)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.

The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 141a
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Age
Enrolled set

Age: >=18 years

All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 5 (27.8)
CRi 8 (44.4)
No response 2(11.1)
Unknown (UNK) 3(16.7)

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 141b
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender
Enrolled set
Gender: Male
All patients
N=44

n(%)  95%Cl

Best overall response (BOR)

CR 24 (54.5)
CRi 12 (27.3)
No response 1(2.3)
Unknown (UNK) 7 (15.9)

Overall Remission Rate (ORR: CR+CRi) 36 (81.8) (67.3,91.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 141b
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Gender
Enrolled set

Gender: Female

All patients
N=30

n®%)  95%Cl

Best overall response (BOR)

CR 15 (50.0)
CRi 6 (20.0)
No response 2(6.7)
Unknown (UNK) 7 (23.3)

Overall Remission Rate (ORR: CR+CRi) 21 (70.0) (50.6,85.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 141c
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Response status at study entry
Enrolled set

Response status at study entry: Primary refractory

All patients
N=1
n (%) 95% Cl

Best overall response (BOR)

CR 1 (100)

CRi 0

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 1(100) (0.0,97.5)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 141c
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Response status at study entry
Enrolled set

Response status at study entry: Relapsed disease

All patients
N=73
n (%) 95% ClI

Best overall response (BOR)

CR 38 (52.1)

CRi 18 (24.7)

No response 3(4.1)

Unknown (UNK) 14 (19.2)
Overall Remission Rate (ORR: CR+CRIi) 56 (76.7) (65.4,85.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 141d
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region
Enrolled set

Region: Europe

All patients
N=53

n(%)  95%Cl

Best overall response (BOR)

CR 32 (60.4)
CRi 10 (18.9)
No response 1(1.9

Unknown (UNK) 10 (18.9)

Overall Remission Rate (ORR: CR+CRi) 42 (79.2) (65.9,89.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 141d
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region
Enrolled set
Region: US
All patients
N=18

n®)  95%Cl

Best overall response (BOR)

CR 5 (27.8)
CRi 8 (44.4)
No response 2(11.1)
Unknown (UNK) 3(16.7)

Overall Remission Rate (ORR: CR+CRi) 13 (72.2) (46.5,90.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 141d
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Region
Enrolled set

Region: Rest of World

All patients
N=3

n(%)  95% Cl

Best overall response (BOR)

CR 2 (66.7)
CRi 0
No response 0
Unknown (UNK) 1(33.3)

Overall Remission Rate (ORR: CR+CRi) 2 (66.7) (9.4,99.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 141e
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy
Enrolled set

Prior SCT therapy: Yes

All patients
N=45

n(%)  95%Cl

Best overall response (BOR)

CR 26 (57.8)
CRi 11 (24.4)
No response 2(4.4)
Unknown (UNK) 6 (13.3)

Overall Remission Rate (ORR: CR+CRi) 37 (82.2) (67.9,92.0)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 141e
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by Prior SCT therapy
Enrolled set

Prior SCT therapy: No

All patients
N=29

n®)  95%Cl

Best overall response (BOR)

CR 13 (44.8)
CRi 7 (24.1)
No response 1(3.4)
Unknown (UNK) 8 (27.6)

Overall Remission Rate (ORR: CR+CRi) 20 (69.0) (49.2,84.7)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 141f
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: Low

All patients
N=27
n (%) 95% ClI
Best overall response (BOR)

CR 16 (59.3)
CRi 7 (25.9)
No response 1(3.7)

Unknown (UNK) 3(11.1)

Overall Remission Rate (ORR: CR+CRI) 23 (85.2) (66.3,95.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 141f
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: High

All patients
N=44
n (%) 95% ClI
Best overall response (BOR)
CR 21 (47.7)
CRi 10 (22.7)
No response 2(4.5)
Unknown (UNK) 11 (25.0)

Overall Remission Rate (ORR: CR+CRi) 31 (70.5) (54.8,83.2)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 141f
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Baseline bone marrow tumor burden
Enrolled set

Baseline bone marrow tumor burden: Missing

All patients
N=3
n (%) 95% ClI

Best overall response (BOR)

CR 2 (66.7)

CRi 1(33.3)

No response 0

Unknown (UNK) 0
Overall Remission Rate (ORR: CR+CRIi) 3(100) (0.0,70.8)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 1419
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: 0

All patients
N=7

n (%) 95% ClI

Best overall response (BOR)

CR 4 (57.1)
CRi 1(14.3)
No response 0

Unknown (UNK) 2 (28.6)

Overall Remission Rate (ORR: CR+CRi) 5(71.4) (29.0,96.3)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 1419
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: 1

All patients
N=32

n (%) 95% ClI

Best overall response (BOR)

CR 12 (37.5)
CRi 10 (31.3)
No response 2(6.3)
Unknown (UNK) 8 (25.0)

Overall Remission Rate (ORR: CR+CRi) 22 (68.8) (50.0,83.9)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).

/vob/CCTLO019/hag/haq_eu_6/pgm/eff/t141_gd_b2001x.sas@@/main/5 25JUN21:16:16 Final



CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 1419
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: 2

All patients
N=22

n (%) 95% ClI

Best overall response (BOR)

CR 15 (68.2)
CRi 4 (18.2)
No response 0

Unknown (UNK) 3(13.6)

Overall Remission Rate (ORR: CR+CRi) 19 (86.4) (65.1,97.1)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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Table 141g
Best overall response (BOR) and overall remission rate (ORR) within 6 months post CTL019 infusion by
Number of previous relapses
Enrolled set

Number of previous relapses: >=3

All patients
N=13
n (%) 95% ClI
Best overall response (BOR)
CR 8 (61.5)
CRi 3(23.1)
No response 1(7.7)
Unknown (UNK) 1(7.7)

Overall Remission Rate (ORR: CR+CRi) 11 (84.6) (54.6,98.1)

Cl=Confidence interval; Response: CR=Complete remission, CRi=CR with incomplete blood count recovery.
The 95% Cls are exact Clopper-Pearson Cls.
Percentages are based on the number of subjects in the enrolled set (N).
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 142a

Relapse free survival (RFS) censoring HSCT by Age

Full analysis set

Age: <10 years

All patients
N=27
Events/Responders (%) 5/27 (18.5)
Maximum follow-up (months) 115
Median follow-up (months) 8.84
Percentiles (95% CI) [1]
25th 11.1 (2.7, NE)
50th NE (11.1, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 92.0 (71.6, 97.9)
Month 6 87.8 (66.8, 95.9)
Month 9 82.9 (60.5, 93.3)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).



[2] % Event-free probability estimate is the estimated probability that a patient will
remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Relapse free survival (RFS) censoring HSCT by Age

Table 142a

Full analysis set

Age: >=10 years to <18 years

All patients
N=17
Events/Responders (%) 6/17 (35.3)
Maximum follow-up (months) 14.4
Median follow-up (months) 9.13
Percentiles (95% CI) [1]
25th 8.0 (2.1, NE)
50th 14.4 ( 8.0, NE)
75th 14.4 (NE, NE)

% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15

87.8 (59.5, 96.8)
80.5 (50.6, 93.3)
73.2 (43.0, 89.1)
65.1 (34.7, 84.0)

0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142a
Relapse free survival (RFS) censoring HSCT by Age
Full analysis set

Age: >=18 years

All patients
N=13
Events/Responders (%) 4/13 (30.8)
Maximum follow-up (months) 11.3
Median follow-up (months) 8.90
Percentiles (95% CI) [1]
25th 7.6 (1.7, NE)
50th NE ( 3.3, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 92.3 (56.6, 98.9)
Month 6 75.5 (41.6, 91.4)
Month 9 66.1 (32.5, 85.8)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 142b
Relapse free survival (RFS) censoring HSCT by Gender
Full analysis set

Gender: Male

All patients
N=36
Events/Responders (%) 10/36 (27.8)
Maximum follow-up (months) 115
Median follow-up (months) 8.07
Percentiles (95% CI) [1]
25th 7.6 (2.8, NE)
50th NE ( 8.0, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 88.3 (71.7, 95.4)
Month 6 78.9 (60.7, 89.4)
Month 9 68.2 (48.6, 81.6)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).



[2] % Event-free probability estimate is the estimated probability that a patient will
remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formulais used for Cls of

KM estimates.
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Relapse free survival (RFS) censoring HSCT by Gender

Table 142b

Full analysis set

Gender: Female

All patients
N=21
Events/Responders (%) 5/21 (23.8)
Maximum follow-up (months) 14.4
Median follow-up (months) 10.58
Percentiles (95% CI) [1]
25th 11.1 (2.7, NE)
50th 14.4 (11.1, NE)
75th 14.4 (NE, NE)

% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15

95.0 (69.5, 99.3)
89.4 (63.8, 97.3)
89.4 (63.8, 97.3)
71.7 (38.7, 89.0)
0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 142c
Relapse free survival (RFS) censoring HSCT by Response status at study entry
Full analysis set

Response status at study entry: Primary refractory

All patients
N=1
Events/Responders (%) 1/1 (100.0)
Maximum follow-up (months) 21
Median follow-up (months) 2.10
Percentiles (95% CI) [1]
25th 2.1 (NE, NE)
50th 2.1 (NE, NE)
75th 2.1 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL0O19

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of
KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142c
Relapse free survival (RFS) censoring HSCT by Response status at study entry
Full analysis set

Response status at study entry: Relapsed disease

All patients
N=56
Events/Responders (%) 14/56 (25.0)
Maximum follow-up (months) 14.4
Median follow-up (months) 9.02
Percentiles (95% CI) [1]
25th 9.1 (4.7, NE)
50th 14.4 (NE, NE)
75th 14.4 (NE, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 92.4 (81.1, 97.1)
Month 6 84.2 (70.8, 91.8)
Month 9 77.4 (62.7, 86.8)
Month 12 69.6 (51.8, 82.0)
Month 15 0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Relapse free survival (RFS) censoring HSCT by Region

Table 142d

Full analysis set

Region: Europe

All patients
N=42
Events/Responders (%) 9/42 (21.4)
Maximum follow-up (months) 14.4
Median follow-up (months) 10.63
Percentiles (95% CI) [1]
25th 11.1 (5.0, NE)
50th 14.4 (NE, NE)
75th 14.4 (NE, NE)

% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15

95.0 (81.4, 98.7)
89.5 (74.3, 95.9)
83.5 (66.8, 92.3)
74.3 (53.5, 86.9)

0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142d

Relapse free survival (RFS) censoring HSCT by Region

Full analysis set

Region: US
All patients
N=13
Events/Responders (%) 6/13 (46.2)
Maximum follow-up (months) 10.9
Median follow-up (months) 4.70
Percentiles (95% CI) [1]
25th 3.3(1.7, 6.9)
50th 6.9 (2.7, NE)
75th NE (6.9, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 75.5 (41.6, 91.4)
Month 6 57.5 (25.7, 79.9)
Month 9 46.0 (16.2, 71.9)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).



[2] % Event-free probability estimate is the estimated probability that a patient will
remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142d

Relapse free survival (RFS) censoring HSCT by Region

Full analysis set

Region: Rest of World

All patients
N=2

Events/Responders (%) 0/2 (0.0)
Maximum follow-up (months) 11.1
Median follow-up (months) 9.68
Percentiles (95% CI) [1]

25th NE

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 100 ( 100, 100)

Month 6 100 ( 100, 100)

Month 9 100 ( 100, 100)

Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Relapse free survival (RFS) censoring HSCT by Prior SCT therapy

Table 142e

Full analysis set

Prior SCT therapy: Yes

All patients
N=37
Events/Responders (%) 7137 (18.9)
Maximum follow-up (months) 14.4
Median follow-up (months) 10.28
Percentiles (95% CI) [1]
25th 11.1 (7.6, NE)
50th 14.4 (11.1, NE)
75th 14.4 (NE, NE)

% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15

100 ( 100, 100)
97.0 (80.4, 99.6)
86.2 (67.2, 94.6)
74.4 (49.3, 88.4)
0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142e

Relapse free survival (RFS) censoring HSCT by Prior SCT therapy

Full analysis set

Prior SCT therapy: No

All patients
N=20
Events/Responders (%) 8/20 (40.0)
Maximum follow-up (months) 11.1
Median follow-up (months) 6.52
Percentiles (95% CI) [1]
25th 2.8 (1.7, NE)
50th NE ( 2.8, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 74.1 (48.5, 88.3)
Month 6 57.0 (32.0, 75.8)
Month 9 57.0 (32.0, 75.8)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).



[2] % Event-free probability estimate is the estimated probability that a patient will
remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.

/vob/CCTLO019/hag/haq_eu_6/pgm/eff/t142_gd_b2001x.sas@@/main/1 25JUN21:16:19 Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 142f

Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden

Full analysis set

Baseline bone marrow tumor burden: Low

All patients
N=23
Events/Responders (%) 7123 (30.4)
Maximum follow-up (months) 14.4
Median follow-up (months) 9.13
Percentiles (95% CI) [1]
25th 9.1 (3.3, NE)
50th 14.4 (9.1, NE)
75th 14.4 (11.1, NE)

% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15

100 ( 100, 100)
90.2 (66.2, 97.5)
78.9 (53.0, 91.6)
57.9 (24.0, 81.1)
0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142f

Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden

Full analysis set

Baseline bone marrow tumor burden: High

All patients
N=31
Events/Responders (%) 8/31 (25.8)
Maximum follow-up (months) 115
Median follow-up (months) 8.90
Percentiles (95% CI) [1]
25th 7.6 (2.4, NE)
50th NE
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 83.2 (64.1, 92.6)
Month 6 75.6 (55.4, 87.6)
Month 9 71.4 (50.6, 84.7)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).



[2] % Event-free probability estimate is the estimated probability that a patient will
remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 142f

Relapse free survival (RFS) censoring HSCT by Baseline bone marrow tumor burden

Full analysis set

Baseline bone marrow tumor burden: Missing

All patients
N=3

Events/Responders (%) 0/3 (0.0)
Maximum follow-up (months) 11.3
Median follow-up (months) 8.21
Percentiles (95% CI) [1]

25th NE

50th NE

75th NE
% Event-free probability estimates (95% CI) [2]

Month 3 100 ( 100, 100)

Month 6 100 ( 100, 100)

Month 9 100 ( 100, 100)

Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 142g

Relapse free survival (RFS) censoring HSCT by Number of previous relapses

Full analysis set

Number of previous relapses: 0

All patients
N=5

Events/Responders (%) 3/5 (60.0)
Maximum follow-up (months) 111
Median follow-up (months) 2.66
Percentiles (95% CI) [1]

25th 2.4 (2.1,NE)

50th 2.7 (2.1, NE)

75th NE (2.1, NE)
% Event-free probability estimates (95% CI) [2]

Month 3 40.0 (5.2, 75.3)

Month 6 40.0 (5.2, 75.3)

Month 9 40.0 (5.2, 75.3)

Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of
Brookmeyer and Crowley (1982).



[2] % Event-free probability estimate is the estimated probability that a patient will
remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Relapse free survival (RFS) censoring HSCT by Number of previous relapses

Table 142g

Full analysis set

Number of previous relapses: 1

All patients
N=22
Events/Responders (%) 6/22 (27.3)
Maximum follow-up (months) 14.4
Median follow-up (months) 8.07
Percentiles (95% CI) [1]
25th 9.1 (1.7, NE)
50th 14.4 (9.1, NE)
75th 14.4 (NE, NE)

% Event-free probability estimates (95% CI) [2]
Month 3
Month 6
Month 9
Month 12
Month 15

95.5 (71.9, 99.3)
84.2 (58.4, 94.7)
77.7 (50.5, 91.1)
69.1 (39.4, 86.4)

0.0 (NE, NE )

- Full analysis set (FAS) = All patients who received an infusion of CTL019

[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 142g
Relapse free survival (RFS) censoring HSCT by Number of previous relapses
Full analysis set

Number of previous relapses: 2

All patients
N=19
Events/Responders (%) 3/19 (15.8)
Maximum follow-up (months) 11.1
Median follow-up (months) 10.68
Percentiles (95% CI) [1]
25th 11.1 ( 2.8, NE)
50th NE (11.1, NE)
75th NE (11.1, NE)
% Event-free probability estimates (95% CI) [2]
Month 3 94.7 (68.1, 99.2)
Month 6 94.7 (68.1, 99.2)
Month 9 88.0 (59.4, 96.9)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 142g

Relapse free survival (RFS) censoring HSCT by Number of previous relapses

Full analysis set

Number of previous relapses: >=3

All patients
N=11
Events/Responders (%) 3/11 (27.3)
Maximum follow-up (months) 115
Median follow-up (months) 10.78
Percentiles (95% CI) [1]
25th 8.0 (3.3, NE)
50th NE ( 3.3, NE)
75th NE
% Event-free probability estimates (95% CI) [2]
Month 3 100 ( 100, 100)
Month 6 80.0 (40.9, 94.6)
Month 9 70.0 (32.9, 89.2)
Month 12 NE

- Full analysis set (FAS) = All patients who received an infusion of CTL019
[1] Percentiles with 95% Cls are calculated from PROC LIFETEST output using method of



Brookmeyer and Crowley (1982).

[2] % Event-free probability estimate is the estimated probability that a patient will

remain event-free up to the specified time point. % Event-free probability estimates are
obtained from the Kaplan-Meier survival estimates; Greenwood formula is used for Cls of

KM estimates.
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Table 143a

Adverse events post CTL0O19 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age

Safety Set
Timing: within 8 weeks post CTL019 infusion, Age: <10 years
All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 34 (100) 6 (17.6) 3(8.8) 8 (23.5) 17 (50.0)
Blood and lymphatic system disorders

-Total 16 (47.1) 3(8.8) 2(5.9) 7 (20.6) 4 (11.8)

Anaemia 9 (26.5) 3(8.8) 1(2.9) 5(14.7) 0

Neutropenia 6 (17.6) 0 0 2(5.9) 4(11.8)

Disseminated intravascular coagulation 2(5.9) 0 2(5.9) 0 0

Febrile neutropenia 2(5.9) 0 0 2((5.9) 0
Cardiac disorders

-Total 7 (20.6) 4 (11.8) 2(5.9) 1(2.9) 0

Sinus tachycardia 3(8.8) 3(8.8) 0 0 0

Tachycardia 3(8.8) 2(5.9) 1(2.9) 0 0

Sinus bradycardia 2(5.9) 2(5.9) 0 0 0

Cardiac hypertrophy 1(2.9) 0 1(2.9) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Left ventricular dysfunction 1(2.9) 0 0 1(2.9) 0

Pericardial effusion 1(2.9) 0 1(2.9) 0 0
Endocrine disorders

-Total 1(2.9) 1(2.9) 0

Precocious puberty 1(2.9) 1(2.9) 0
Eye disorders

-Total 3(8.8) 1(2.9) 2(5.9) 0 0

Blepharospasm 1(2.9) 1(2.9) 0 0 0

Diplopia 1(2.9) 0 1(2.9) 0 0

Dry eye 1(2.9) 1(2.9) 0 0 0

Ocular hypertension 1(2.9) 0 1(2.9) 0 0
Gastrointestinal disorders

-Total 17 (50.0) 7 (20.6) 7 (20.6) 3(8.8) 0

Diarrhoea 10 (29.4) 8 (23.5) 1(2.9) 1(2.9) 0

Vomiting 6 (17.6) 4 (11.8) 2(5.9) 0 0

Abdominal pain 514.7) 3(8.8) 2(5.9) 0 0

Nausea 4 (11.8) 0 4 (11.8) 0 0

Paraesthesia oral 2(5.9) 1(2.9) 1(2.9) 0 0

Abdominal distension 1(2.9) 1(2.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Anal fissure 1(2.9) 0 1(2.9) 0 0
Anal fistula 1(2.9) 1(2.9) 0 0 0
Anal haemorrhage 1(2.9) 1(2.9) 0 0 0
Gastrointestinal haemorrhage 1(2.9) 0 0 1(2.9) 0
Hypoaesthesia oral 1(2.9) 1(2.9) 0 0 0
Lip dry 1(2.9) 1(2.9) 0 0 0
Lip haemorrhage 1(2.9) 1(2.9) 0 0 0
Proctalgia 1(2.9) 1(2.9) 0 0 0
Rectal ulcer 1(2.9) 0 0 1(2.9) 0
Stomatitis 1(2.9) 0 1(2.9) 0 0
Upper gastrointestinal haemorrhage 1(2.9) 1(2.9) 0 0 0
General disorders and administration site
conditions
-Total 18 (52.9) 8 (23.5) 6 (17.6) 3(8.8) 1(2.9)
Pyrexia 14 (41.2) 8 (23.5) 5(14.7) 1(2.9) 0
Face oedema 4 (11.8) 4 (11.8) 0 0 0
Fatigue 3(8.8) 1(2.9) 2(5.9) 0 0
Catheter site pain 2(5.9) 2(5.9) 0 0 0
Drug withdrawal syndrome 1(2.9) 0 0 1(2.9) 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Localised oedema 1(2.9) 1(2.9) 0 0 0
Mucosal inflammation 1(2.9) 0 0 1(2.9) 0
Multiple organ dysfunction syndrome 1(2.9) 0 0 0 1(2.9)
Non-cardiac chest pain 1(2.9) 1(2.9) 0 0 0
Oedema peripheral 1(2.9) 1(2.9) 0 0 0
Pain 1(2.9) 1(2.9) 0 0 0
Hepatobiliary disorders
-Total 4 (11.8) 1(2.9) 1(2.9) 1(2.9) 1(2.9)
Cholestasis 1(2.9) 0 0 1(2.9) 0
Gallbladder oedema 1(2.9) 1(2.9) 0 0 0
Hepatic failure 1(2.9) 0 1(2.9) 0 0
Hepatosplenomegaly 1(2.9) 0 0 0 1(2.9)
Immune system disorders

-Total 28 (82.4) 5 (14.7) 10 (29.4) 5 (14.7) 8 (23.5)
Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5)
Hypogammaglobulinaemia 12 (35.3) 3(8.8) 8 (23.5) 1(2.9) 0
Allergy to immunoglobulin therapy 2(5.9) 1(2.9) 1(2.9) 0 0
Atopy 1(2.9) 1(2.9) 0 0 0

Infections and infestations



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

-Total 11 (32.4) 2(5.9) 4(11.8) 4(11.8) 1(2.9)
Bronchopulmonary aspergillosis 1(2.9) 0 1(2.9) 0 0
Candida infection 1(2.9) 1(2.9) 0 0 0
Cellulitis 1(2.9) 0 1(2.9) 0 0
Device related infection 1(2.9) 0 1(2.9) 0 0
Helminthic infection 1(2.9) 1(2.9) 0 0 0
Influenza 1(2.9) 1(2.9) 0 0 0
Meningitis aseptic 1(2.9) 0 0 1(2.9) 0
Nail infection 1(2.9) 1(2.9) 0 0 0
Parotitis 1(2.9) 1(2.9) 0 0 0
Pneumonia 1(2.9) 0 0 1(2.9) 0
Pneumonia viral 1(2.9) 0 1(2.9) 0 0
Rash pustular 1(2.9) 1(2.9) 0 0 0
Respiratory tract infection 1(2.9) 1(2.9) 0 0 0
Sepsis 1(2.9) 0 0 0 1(2.9)
Sinusitis 1(2.9) 0 0 1(2.9) 0
Upper respiratory tract infection 1(2.9) 0 1(2.9) 0 0
Urinary tract infection viral 1(2.9) 0 1(2.9) 0 0
Vascular device infection 1(2.9) 0 0 1(2.9) 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Viral upper respiratory tract infection 1(2.9) 0 1(2.9) 0 0
Injury, poisoning and procedural
complications
-Total 5 (14.7) 1(2.9) 4 (11.8) 0 0
Allergic transfusion reaction 2(5.9) 0 2((5.9) 0 0
Contusion 1(2.9) 1(2.9) 0 0 0
Fall 1(2.9) 1(2.9) 0 0 0
Infusion related reaction 1(2.9) 0 1(2.9) 0 0
Post procedural haemorrhage 1(2.9) 1(2.9) 0 0 0
Stoma site erythema 1(2.9) 0 1(2.9) 0 0
Stoma site haemorrhage 1(2.9) 1(2.9) 0 0 0
Subcutaneous haematoma 1(2.9) 1(2.9) 0 0 0
Transfusion reaction 1(2.9) 1(2.9) 0 0 0
Investigations
-Total 21 (61.8) 2(5.9) 2(5.9) 6 (17.6) 11 (32.4)
White blood cell count decreased 9 (26.5) 0 2(5.9) 3(8.8) 4 (11.8)
Neutrophil count decreased 7 (20.6) 1(2.9) 0 1(2.9) 5(14.7)
Platelet count decreased 514.7) 1(2.9) 1(2.9) 1(2.9) 2((.9)
Blood fibrinogen decreased 4 (11.8) 0 1(2.9) 3(8.8) 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Aspartate aminotransferase increased 3(8.8) 1(2.9) 1(2.9) 1(2.9) 0
Alanine aminotransferase increased 2((5.9) 1(2.9) 0 1(2.9) 0
Blood bilirubin increased 2(5.9) 0 0 1(2.9) 1(2.9)
Lymphocyte count decreased 2(5.9) 0 0 2((5.9) 0
Prothrombin time prolonged 2(5.9) 2((.9) 0 0 0
Activated partial thromboplastin time 1(2.9) 1(2.9) 0 0 0
prolonged

Ammonia increased 1(2.9) 1(2.9) 0 0
Blood alkaline phosphatase increased 1(2.9) 1(2.9) 0 0
Blood creatine phosphokinase increased 1(2.9) 0 0 1(2.9)
Blood creatinine increased 1(2.9) 0 1(2.9) 0 0
Blood magnesium increased 1(2.9) 0 0 1(2.9) 0
Blood urea decreased 1(2.9) 1(2.9) 0 0 0
Blood urine present 1(2.9) 0 1(2.9) 0 0
C-reactive protein increased 1(2.9) 1(2.9) 0 0 0
Chest x-ray abnormal 1(2.9) 1(2.9) 0 0 0
Haemoglobin decreased 1(2.9) 0 0 1(2.9) 0
Heart sounds abnormal 1(2.9) 1(2.9) 0 0 0
International normalised ratio increased 1(2.9) 1(2.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lipase increased 1(2.9) 1(2.9) 0 0 0
Serum ferritin increased 1(2.9) 1(2.9) 0 0 0
Metabolism and nutrition disorders
-Total 18 (52.9) 6 (17.6) 3(8.8) 7 (20.6) 2(5.9)
Hypokalaemia 11 (32.4) 4 (11.8) 1(2.9) 6 (17.6) 0
Hypophosphataemia 7 (20.6) 4(11.8) 1(2.9) 2((5.9) 0
Hypoalbuminaemia 4(11.8) 1(2.9) 3(8.8) 0 0
Hypocalcaemia 4(11.8) 0 0 2((5.9) 2(5.9)
Decreased appetite 3(8.8) 2((.9) 1(2.9) 0 0
Hypomagnesaemia 2(5.9) 2(5.9) 0 0 0
Dehydration 1(2.9) 0 0 1(2.9) 0
Fluid overload 1(2.9) 0 1(2.9) 0 0
Hypernatraemia 1(2.9) 0 1(2.9) 0 0
Hyperuricaemia 1(2.9) 1(2.9) 0 0 0
Hyponatraemia 1(2.9) 0 0 1(2.9) 0
Tumour lysis syndrome 1(2.9) 0 0 0 1(2.9)
Musculoskeletal and connective tissue
disorders
-Total 8 (23.5) 4 (11.8) 3(8.8) 1(2.9) 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Myalgia 4 (11.8) 4 (11.8) 0 0 0
Pain in extremity 4 (11.8) 2(5.9) 2(5.9) 0 0
Muscular weakness 2(5.9) 0 1(2.9) 1(2.9) 0
Bone pain 1(2.9) 0 1(2.9) 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 1(2.9) 0 0 0 1(2.9)
Leukaemia 1(2.9) 1(2.9)
Nervous system disorders
-Total 11 (32.4) 6 (17.6) 2(5.9) 3(8.8) 0
Headache 6 (17.6) 5(14.7) 1(2.9) 0 0
Seizure 3(8.8) 0 1(2.9) 2(5.9) 0
Tremor 3(8.8) 3(8.8) 0 0 0
Depressed level of consciousness 1(2.9) 0 0 1(2.9) 0
Dysgeusia 1(2.9) 1(2.9) 0 0 0
Encephalopathy 1(2.9) 0 0 1(2.9) 0
Lethargy 1(2.9) 0 1(2.9) 0 0
Nervous system disorder 1(2.9) 0 1(2.9) 0 0

Psychiatric disorders



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 9 (26.5) 4 (11.8) 4 (11.8) 1(2.9) 0
Agitation 3(8.8) 0 2(.9) 1(2.9) 0
Anxiety 3(8.8) 2(5.9) 1(2.9) 0 0
Confusional state 2(5.9) 0 1(2.9) 1(2.9) 0
Insomnia 2(5.9) 1(2.9) 1(2.9) 0 0
Irritability 2(5.9) 2(5.9) 0 0 0
Delirium 1(2.9) 0 1(2.9) 0 0
Renal and urinary disorders
-Total 7 (20.6) 2(5.9) 3(8.8) 1(2.9) 1(2.9)
Acute kidney injury 3(8.8) 0 1(2.9) 1(2.9) 1(2.9)
Haematuria 2(5.9) 2(5.9) 0 0 0
Dysuria 1(2.9) 0 1(2.9) 0 0
Polyuria 1(2.9) 1(2.9) 0 0 0
Proteinuria 1(2.9) 1(2.9) 0 0 0
Urinary incontinence 1(2.9) 1(2.9) 0 0 0
Urinary tract disorder 1(2.9) 0 1(2.9) 0 0
Reproductive system and breast disorders

-Total 1(2.9) 1(2.9) 0
Scrotal oedema 1(2.9) 1(2.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory, thoracic and mediastinal
disorders
-Total 12 (35.3) 5 (14.7) 3(8.8) 3(8.8) 1(2.9)
Cough 5 (14.7) 3(8.8) 2(5.9) 0 0
Hypoxia 5 (14.7) 1(2.9) 1(2.9) 2(5.9) 1(2.9)
Epistaxis 2(5.9) 1(2.9) 1(2.9) 0 0
Oropharyngeal pain 2(5.9) 2((.9) 0 0 0
Apnoea 1(2.9) 0 0 1(2.9) 0
Pleural effusion 1(2.9) 1(2.9) 0 0 0
Rhinorrhoea 1(2.9) 1(2.9) 0 0 0
Tachypnoea 1(2.9) 1(2.9) 0 0 0
Skin and subcutaneous tissue disorders
-Total 14 (41.2) 12 (35.3) 1(29) 1(29) 0
Rash 5 (14.7) 4(11.8) 0 1(2.9) 0
Erythema 3(8.8) 2(5.9) 1(2.9) 0 0
Pruritus 3(8.8) 3(8.8) 0 0 0
Dry skin 2(5.9) 2(5.9) 0 0 0
Papule 2(5.9) 2(5.9) 0 0 0
Hangnail 1(2.9) 1(2.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Skin exfoliation 1(2.9) 1(2.9) 0 0 0
Skin lesion 1(2.9) 1(2.9) 0 0 0
Urticaria 1(2.9) 1(2.9) 0 0 0
Vascular disorders
-Total 8 (23.5) 5 (14.7) 2(5.9) 1(2.9) 0
Hypertension 4(11.8) 3(8.8) 1(2.9) 0 0
Hypotension 3(8.8) 2((.9) 0 1(2.9) 0
Lymphoedema 1(2.9) 1(2.9) 0 0 0
Venous thrombosis limb 1(2.9) 0 1(2.9) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age
Safety Set

Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 18 (100) 1(5.6) 4 (22.2) 5(27.8) 8 (44.4)
Blood and lymphatic system disorders

-Total 10 (55.6) 0 2(11.1) 6 (33.3) 2(11.1)

Anaemia 2(11.2) 0 1(5.6) 1(5.6) 0

Febrile neutropenia 2(11.2) 0 0 2(11.2) 0

Neutropenia 2(11.2) 0 0 0 2(11.2)

Thrombocytopenia 2(11.1) 0 1(5.6) 1(5.6) 0

Bone marrow failure 1(5.6) 0 0 1(5.6) 0

Coagulation factor deficiency 1(5.6) 0 0 1(5.6) 0

Leukopenia 1(5.6) 0 0 1(5.6) 0

Pancytopenia 1(5.6) 0 0 1(5.6) 0
Cardiac disorders

-Total 5 (27.8) 4(22.2) 1(5.6) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tachycardia 3(16.7) 2(11.1) 1(5.6) 0 0
Bradycardia 1(5.6) 1(5.6) 0 0 0
Cardiac discomfort 1(5.6) 1(5.6) 0 0 0
Sinus bradycardia 1(5.6) 1(5.6) 0 0 0
Congenital, familial and genetic
disorders
-Total 1(5.6) 1(5.6) 0 0 0
Talipes 1(5.6) 1(5.6) 0
Ear and labyrinth disorders
-Total 1(5.6) 1(5.6) 0
Vertigo 1(5.6) 1(5.6) 0
Eye disorders
-Total 2(11.1) 1(5.6) 0 1(5.6) 0
Amaurosis 1(5.6) 0 0 1(5.6) 0
Conjunctival haemorrhage 1(5.6) 1(5.6) 0 0 0
Optic atrophy 1(5.6) 0 1(5.6) 0 0
Vitreous opacities 1(5.6) 1(5.6) 0 0 0
Gastrointestinal disorders
-Total 9 (50.0) 4 (22.2) 3(16.7) 2(11.2) 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Nausea 5 (27.8) 1(5.6) 3 (16.7) 1(5.6) 0
Vomiting 4 (22.2) 3(16.7) 1(5.6) 0 0
Diarrhoea 3 (16.7) 2 (11.2) 0 1(5.6) 0
Abdominal pain upper 1(5.6) 1(5.6) 0 0 0
Constipation 1(5.6) 1(5.6) 0 0 0
Dyspepsia 1(5.6) 1(5.6) 0 0 0
Gastrointestinal pain 1(5.6) 1(5.6) 0 0 0
Gingival swelling 1(5.6) 0 1(5.6) 0 0
General disorders and administration
site conditions
-Total 11 (61.1) 6 (33.3) 3(16.7) 2(11.1) 0
Pyrexia 4 (22.2) 2(11.1) 1(5.6) 1(5.6) 0
Pain 2 (11.1) 0 2(11.1) 0 0
Asthenia 1(5.6) 1(5.6) 0 0 0
Catheter site erythema 1(5.6) 1(5.6) 0 0 0
Catheter site pruritus 1(5.6) 1(5.6) 0 0 0
Face oedema 1(5.6) 0 0 1(5.6) 0
Fatigue 1(5.6) 0 1(5.6) 0 0
Localised oedema 1(5.6) 0 0 1(5.6) 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Oedema 1(5.6) 0 1(5.6) 0 0

Oedema peripheral 1(5.6) 1(5.6) 0 0 0
Hepatobiliary disorders

-Total 2 (11.1) 1(5.6) 0 1(5.6) 0

Hepatic steatosis 1(5.6) 1(5.6) 0 0 0

Hepatocellular injury 1(5.6) 0 0 1(5.6) 0
Immune system disorders

-Total 13 (72.2) 3(16.7) 4(22.2) 3(16.7) 3(16.7)

Cytokine release syndrome 12 (66.7) 3(16.7) 3(16.7) 3(16.7) 3(16.7)

Haemophagocytic lymphohistiocytosis 3 (16.7) 0 1(5.6) 2(11.2) 0

Hypogammaglobulinaemia 3(16.7) 1(5.6) 2(11.1) 0 0
Infections and infestations

-Total 6 (33.3) 0 4(22.2) 2(11.1) 0

Bacterial infection 1(5.6) 0 0 1(5.6) 0

Eye infection 1(5.6) 0 1(5.6) 0 0

Paronychia 1(5.6) 0 1(5.6) 0 0

Sepsis 1(5.6) 0 0 1(5.6) 0

Systemic infection 1(5.6) 0 0 1(5.6) 0

Upper respiratory tract infection 1(5.6) 0 1(5.6) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vulvitis 1(5.6) 0 1(56) 0 0
Injury, poisoning and procedural
complications
-Total 3(16.7) 0 2 (11.1) 1(5.6) 0
Femoral neck fracture 1(5.6) 0 1(5.6) 0 0
Periorbital haematoma 1(5.6) 0 0 1(5.6) 0
Procedural pain 1(5.6) 0 1(5.6) 0 0
Thermal burn 1(5.6) 0 1(5.6) 0 0
Investigations
-Total 8 (44.4) 0 4(22.2) 1(5.6) 3(16.7)
Neutrophil count decreased 3(16.7) 0 0 1(5.6) 2(11.1)
Immunoglobulins decreased 2(11.2) 0 1(5.6) 1(5.6) 0
Platelet count decreased 2(11.1) 0 0 1(5.6) 1(5.6)
White blood cell count decreased 2(11.2) 0 0 0 2(11.2)
Alanine aminotransferase increased 1(5.6) 1(5.6) 0 0 0
Antithrombin iii decreased 1(5.6) 0 1(5.6) 0 0
Aspartate aminotransferase increased 1(5.6) 1(5.6) 0 0 0
Blood bilirubin increased 1(5.6) 0 1(5.6) 0 0
Blood chloride increased 1(5.6) 1(5.6) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Blood lactate dehydrogenase 1(5.6) 1(5.6) 0 0 0
increased

Blood potassium decreased 1(5.6) 0 1(5.6) 0 0

Blood uric acid increased 1(5.6) 0 1(5.6) 0 0

C-reactive protein increased 1(5.6) 0 1(5.6) 0 0

Electrocardiogram repolarisation 1(5.6) 1(5.6) 0 0 0
abnormality

Lymphocyte count decreased 1(5.6) 0 0 1(5.6) 0

Protein total decreased 1(5.6) 1(5.6) 0 0
Metabolism and nutrition disorders

-Total 8 (44.4) 3(16.7) 4(22.2) 1(5.6) 0

Decreased appetite 3 (16.7) 2(11.2) 0 1(5.6) 0

Hypoalbuminaemia 3(16.7) 1(5.6) 1(5.6) 1(5.6) 0

Hyperglycaemia 2(11.2) 1(5.6) 0 1(5.6) 0

Hypocalcaemia 2(11.1) 0 2(11.1) 0 0

Dehydration 1(5.6) 0 1(5.6) 0 0

Hyperkalaemia 1(5.6) 0 1(5.6) 0 0

Hyperuricaemia 1(5.6) 1(5.6) 0 0 0

Hypokalaemia 1(5.6) 0 1(5.6) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hyponatraemia 1(5.6) 0 1(5.6) 0 0
Hypophosphataemia 1(5.6) 1(5.6) 0 0 0
Vitamin d deficiency 1(5.6) 1(5.6) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 5(27.8) 3(16.7) 1(5.6) 1(5.6) 0
Arthralgia 1(5.6) 0 0 1(5.6) 0
Back pain 1(5.6) 1(5.6) 0 0 0
Joint stiffness 1(5.6) 1(5.6) 0 0 0
Myalgia 1(5.6) 0 1(5.6) 0 0
Osteonecrosis 1(5.6) 1(5.6) 0 0 0
Osteopenia 1(5.6) 1(5.6) 0 0 0
Nervous system disorders
-Total 9 (50.0) 1(5.6) 7 (38.9) 1(5.6) 0
Headache 5 (27.8) 0 4 (22.2) 1(5.6) 0
Intention tremor 2 (11.2) 1(5.6) 1(5.6) 0 0
Seizure 2 (11.2) 0 2(11.2) 0 0
Cerebral atrophy 1(5.6) 1(5.6) 0 0 0
Neurological decompensation 1(5.6) 0 1(5.6) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tremor 1(5.6) 0 1(5.6) 0 0
Psychiatric disorders
-Total 2(11.1) 1(5.6) 1(5.6) 0 0
Delirium 1(5.6) 1(5.6) 0 0 0
Disorientation 1(5.6) 0 1(5.6) 0 0
Hallucination 1(5.6) 0 1(5.6) 0 0
Renal and urinary disorders
-Total 2(11.1) 1(5.6) 1(5.6) 0
Dysuria 1(5.6) 1(5.6) 0 0
Polyuria 1(5.6) 0 1(5.6) 0
Respiratory, thoracic and mediastinal
disorders
-Total 3(16.7) 2 (11.1) 0 1(5.6) 0
Cough 1(5.6) 1(5.6) 0 0 0
Hypoxia 1(5.6) 0 0 1(5.6) 0
Increased upper airway secretion 1(5.6) 1(5.6) 0 0 0
Oropharyngeal pain 1(5.6) 0 1(5.6) 0 0
Skin and subcutaneous tissue disorders
-Total 5 (27.8) 3(16.7) 2(11.2) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Petechiae 2 (11.2) 1(5.6) 1(5.6) 0 0
Pruritus 2 (11.2) 1(5.6) 1(5.6) 0 0
Rash 2 (11.1) 2 (11.1) 0 0 0
Dermatitis acneiform 1(5.6) 1(5.6) 0 0 0
Skin discolouration 1(5.6) 1(5.6) 0 0 0
Vascular disorders
-Total 6 (33.3) 1(5.6) 0 5 (27.8) 0
Hypertension 3(16.7) 0 0 3(16.7) 0
Hot flush 1(5.6) 1(5.6) 0 0 0
Hypotension 1(5.6) 0 0 1(5.6) 0
Jugular vein thrombosis 1(5.6) 0 0 1(5.6) 0
Vascular occlusion 1(5.6) 1(5.6) 0 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all

grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age

Safety Set
Timing: within 8 weeks post CTLO19 infusion, Age: >=18 years
All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 17 (100) 0 5 (29.4) 7 (41.2) 5(29.4)
Blood and lymphatic system disorders

-Total 8 (47.1) 3(17.6) 2 (11.8) 2 (11.8) 1(5.9)

Anaemia 2 (11.8) 2 (11.8) 0 0 0

Thrombocytopenia 2 (11.8) 0 0 1(5.9) 1(5.9)

B-cell aplasia 1(5.9) 0 1(5.9) 0 0

Bone marrow failure 1(5.9) 0 0 1(5.9) 0

Disseminated intravascular coagulation 1(5.9) 0 0 1(5.9) 0

Febrile neutropenia 1(5.9) 0 1(5.9) 0 0

Splenomegaly 1(5.9) 1(5.9) 0 0 0
Cardiac disorders

-Total 3(17.6) 2 (11.8) 0 1(5.9) 0



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tachycardia 2 (11.8) 2 (11.8) 0 0 0
Left ventricular dysfunction 1(5.9) 0 0 1(5.9) 0
Eye disorders
-Total 2 (11.8) 2 (11.8) 0
Dry eye 1(5.9) 1(5.9) 0
Vision blurred 1(5.9) 1(5.9) 0 0 0
Gastrointestinal disorders
-Total 8 (47.1) 2 (11.8) 6 (35.3) 0 0
Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0
Constipation 2 (11.8) 1(5.9) 1(5.9) 0 0
Diarrhoea 2 (11.8) 1(5.9) 1(5.9) 0 0
Nausea 2 (11.8) 0 2 (11.8) 0 0
Abdominal pain 1(5.9) 1(5.9) 0 0 0
Anal incontinence 1(5.9) 1(5.9) 0 0 0
Gingival bleeding 1(5.9) 0 1(5.9) 0 0
Rectal haemorrhage 1(5.9) 0 1(5.9) 0 0
General disorders and administration site
conditions
-Total 8 (47.1) 2 (11.8) 4 (23.5) 2 (11.8) 0



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pyrexia 7 (41.2) 3(17.6) 2 (11.8) 2 (11.8) 0
Fatigue 3(17.6) 2 (11.8) 1(5.9) 0 0
Catheter site haemorrhage 2 (11.8) 1(5.9) 0 1(5.9) 0
Oedema peripheral 2 (11.8) 2 (11.8) 0 0 0
Asthenia 1(5.9) 1(5.9) 0 0 0
Chills 1(5.9) 0 1(5.9) 0 0
Pain 1(5.9) 0 0 1(5.9) 0
Immune system disorders
-Total 11 (64.7) 3(17.6) 4 (23.5) 2 (11.8) 2 (11.8)
Cytokine release syndrome 9 (52.9) 2 (11.8) 3(17.6) 2 (11.8) 2 (11.8)
Allergy to immunoglobulin therapy 1(5.9) 1(5.9) 0 0 0
Drug hypersensitivity 1(5.9) 0 1(5.9) 0 0
Hypogammaglobulinaemia 1(5.9) 0 1(5.9) 0 0
Infections and infestations

-Total 9 (52.9) 0 5 (29.4) 3(17.6) 1(5.9)
Aspergillus infection 1(5.9) 0 0 1(5.9) 0
Candida infection 1(5.9) 0 0 1(5.9) 0
Cellulitis orbital 1(5.9) 0 0 1(5.9) 0
Central nervous system infection 1(5.9) 0 0 0 1(5.9)



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cerebral fungal infection 1(5.9) 0 0 0 1(5.9)
Cystitis 1(5.9) 0 1(5.9) 0 0
Device related infection 1(5.9) 0 1(5.9) 0 0
Herpes zoster 1(5.9) 0 1(5.9) 0 0
Infection 1(5.9) 0 0 1(5.9) 0
Nasopharyngitis 1(5.9) 1(5.9) 0 0 0
Oral fungal infection 1(5.9) 0 1(5.9) 0 0
Pseudomembranous colitis 1(5.9) 0 1(5.9) 0 0
Respiratory syncytial virus infection 1(5.9) 0 1(5.9) 0 0
Vascular device infection 1(5.9) 0 0 1(5.9) 0
Investigations

-Total 10 (58.8) 3(17.6) 3(17.6) 3(17.6) 1(5.9)
Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0
Immunoglobulins decreased 2 (11.8) 0 1(5.9) 0 1(5.9)
Platelet count decreased 2 (11.8) 0 1(5.9) 1(5.9) 0
Aspartate aminotransferase increased 1(5.9) 1(5.9) 0 0 0
Blood alkaline phosphatase increased 1(5.9) 1(5.9) 0 0 0
Blood fibrinogen decreased 1(5.9) 0 1(5.9) 0 0
Blood fibrinogen increased 1(5.9) 1(5.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blood urea increased 1(5.9) 1(5.9) 0 0 0
Clostridium test positive 1(5.9) 0 1(5.9) 0 0
Fungal test positive 1(5.9) 0 0 1(5.9) 0
Gamma-glutamyltransferase increased 1(5.9) 0 1(5.9) 0 0
Monocyte count decreased 1(5.9) 1(5.9) 0 0 0
Neutrophil count decreased 1(5.9) 0 0 1(5.9) 0
Prothrombin time prolonged 1(5.9) 1(5.9) 0 0 0
Serum ferritin increased 1(5.9) 1(5.9) 0 0 0
Metabolism and nutrition disorders
-Total 5(29.4) 3(17.6) 1(5.9) 1(5.9) 0
Hypokalaemia 3(17.6) 3(17.6) 0 0 0
Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0
Dehydration 1(5.9) 0 0 1(5.9) 0
Fluid retention 1(5.9) 0 1(5.9) 0 0
Hypercalcaemia 1(5.9) 1(5.9) 0 0 0
Hypocalcaemia 1(5.9) 1(5.9) 0 0 0
Hypomagnesaemia 1(5.9) 1(5.9) 0 0 0
Hypophosphataemia 1(5.9) 1(5.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Musculoskeletal and connective tissue
disorders
-Total 5(29.4) 2(11.8) 2(11.8) 1(5.9) 0
Arthralgia 3(17.6) 1(5.9) 2 (11.8) 0 0
Bone pain 1(5.9) 0 1(5.9) 0 0
Joint effusion 1(5.9) 0 0 1(5.9) 0
Muscular weakness 1(5.9) 1(5.9) 0 0 0
Myalgia 1(5.9) 1(5.9) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 2 (11.8) 1(5.9) 1(5.9)
Acute lymphocytic leukaemia recurrent 1(5.9) 0 1(5.9)
Neoplasm progression 1(5.9) 1(5.9) 0
Nervous system disorders
-Total 7 (41.2) 2 (11.8) 2 (11.8) 2 (11.8) 1(5.9)
Somnolence 2(11.8) 0 0 2(11.8) 0
Dizziness 1(5.9) 1(5.9) 0 0 0
Dyskinesia 1(5.9) 0 0 1(5.9) 0
Encephalopathy 1(5.9) 0 0 0 1(5.9)



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Head discomfort 1(5.9) 1(5.9) 0 0 0

Headache 1(5.9) 0 1(5.9) 0 0

Hyperkinesia 1(5.9) 1(5.9) 0 0 0

Neuralgia 1(5.9) 0 1(5.9) 0 0

Seizure 1(5.9) 1(5.9) 0 0 0
Product issues

-Total 1(5.9) 1(5.9) 0

Device occlusion 1(5.9) 1(5.9) 0
Psychiatric disorders

-Total 4 (23.5) 2 (11.8) 2 (11.8) 0 0

Insomnia 2 (11.8) 0 2 (11.8) 0 0

Anxiety 1(5.9) 0 1(5.9) 0 0

Disorientation 1(5.9) 1(5.9) 0 0 0

Initial insomnia 1(5.9) 1(5.9) 0 0 0

Restlessness 1(5.9) 0 1(5.9) 0 0
Renal and urinary disorders

-Total 2 (11.8) 1(5.9) 1(5.9) 0

Chromaturia 1(5.9) 1(5.9) 0 0

Renal impairment 1(5.9) 0 1(5.9) 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory, thoracic and mediastinal
disorders
-Total 5 (29.4) 1(5.9) 3(17.6) 1(5.9) 0
Hypoxia 2 (11.8) 0 2 (11.8) 0 0
Tachypnoea 2 (11.8) 2 (11.8) 0 0 0
Dyspnoea 1(5.9) 1(5.9) 0 0 0
Epistaxis 1(5.9) 1(5.9) 0 0 0
Lung disorder 1(5.9) 0 0 1(5.9) 0
Pleural effusion 1(5.9) 0 1(5.9) 0 0
Rhinorrhoea 1(5.9) 1(5.9) 0 0 0
Skin and subcutaneous tissue disorders
-Total 6 (35.3) 4 (23.5) 2 (11.8) 0 0
Erythema 2 (11.8) 2 (11.8) 0 0 0
Petechiae 2 (11.8) 2 (11.8) 0 0 0
Rash 2 (11.8) 1(5.9) 1(5.9) 0 0
Acne 1(5.9) 1(5.9) 0 0 0
Decubitus ulcer 1(5.9) 0 1(5.9) 0 0
Dry skin 1(5.9) 0 1(5.9) 0 0
Ingrowing nail 1(5.9) 1(5.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pruritus 1(5.9) 1(5.9) 0 0 0
Urticaria 1(5.9) 0 1(5.9) 0 0
Vascular disorders
-Total 4 (23.5) 2 (11.8) 1(5.9) 1(5.9) 0
Hypotension 2 (11.8) 2 (11.8) 0 0 0
Capillary leak syndrome 1(5.9) 0 0 1(5.9) 0
Pallor 1(5.9) 0 1(5.9) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age
Safety Set

Timing: >8 weeks to 1 year post CTLO19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 22 (78.6) 4(14.3) 6 (21.4) 7 (25.0) 5 (17.9)
Blood and lymphatic system disorders

-Total 8 (28.6) 2(7.1) 3(10.7) 3(10.7) 0

Anaemia 5(17.9) 1(3.6) 2(7.1) 2(7.1) 0

Febrile neutropenia 1(3.6) 1(3.6) 0 0 0

Leukocytosis 1(3.6) 0 1(3.6) 0 0

Lymphopenia 1(3.6) 0 0 1(3.6) 0

Neutropenia 1(3.6) 1(3.6) 0 0 0

Thrombocytopenia 1(3.6) 0 1(3.6) 0 0
Cardiac disorders

-Total 2(7.1) 2(7.1) 0

Sinus tachycardia 2(7.1) 2(7.1) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Sinus bradycardia 1(3.6) 1(3.6) 0 0 0
Tachycardia 1(3.6) 1(3.6) 0 0 0
Ear and labyrinth disorders
-Total 1(3.6) 1(3.6) 0 0 0
Ear pain 1(3.6) 1(3.6) 0 0 0
Endocrine disorders
-Total 2(7.1) 1(3.6) 1(3.6) 0 0
Hypothyroidism 1(3.6) 0 1(3.6) 0 0
Inappropriate antidiuretic hormone 1(3.6) 1(3.6) 0 0 0
secretion
Eye disorders
-Total 4 (14.3) 3(10.7) 1(3.6) 0 0
Eye pain 2(7.1) 1(3.6) 1(3.6) 0 0
Blepharitis 1(3.6) 1(3.6) 0 0 0
Blindness unilateral 1(3.6) 1(3.6) 0 0 0
Eye pruritus 1(3.6) 1(3.6) 0 0 0
Ocular hyperaemia 1(3.6) 1(3.6) 0 0 0
Visual impairment 1(3.6) 1(3.6) 0 0 0

Gastrointestinal disorders



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 9 (32.1) 5 (17.9) 4 (14.3) 0 0
Constipation 4 (14.3) 3(10.7) 1(3.6) 0 0
Vomiting 4 (14.3) 2(7.1) 2(7.1) 0 0
Abdominal pain 3(10.7) 2(7.1) 1(3.6) 0 0
Abdominal distension 2(7.1) 1(3.6) 1(3.6) 0 0
Diarrhoea 2(7.1) 0 2(7.1) 0 0
Stomatitis 2(7.1) 0 2(7.1) 0 0
Abdominal pain lower 1(3.6) 1(3.6) 0 0 0
Abdominal pain upper 1(3.6) 1(3.6) 0 0 0
Dental caries 1(3.6) 1(3.6) 0 0 0
Gastrointestinal motility disorder 1(3.6) 0 1(3.6) 0 0
Gingival bleeding 1(3.6) 1(3.6) 0 0 0
Nausea 1(3.6) 0 1(3.6) 0 0
Oral pain 1(3.6) 0 1(3.6) 0 0
Periodontal disease 1(3.6) 1(3.6) 0 0 0
Proctalgia 1(3.6) 0 1(3.6) 0 0
General disorders and administration site
conditions
-Total 8 (28.6) 4 (14.3) 3(10.7) 1(3.6) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pyrexia 7 (25.0) 3(10.7) 3(10.7) 1(3.6) 0
Axillary pain 1(3.6) 0 1(3.6) 0 0
Chills 1(3.6) 0 1(3.6) 0 0
Face oedema 1(3.6) 1(3.6) 0 0 0
Facial pain 1(3.6) 0 1(3.6) 0 0
Fatigue 1(3.6) 1(3.6) 0 0 0
Gait disturbance 1(3.6) 1(3.6) 0 0 0
Generalised oedema 1(3.6) 0 1(3.6) 0 0
Localised oedema 1(3.6) 1(3.6) 0 0 0
Malaise 1(3.6) 0 1(3.6) 0 0
Non-cardiac chest pain 1(3.6) 0 1(3.6) 0 0
Pain 1(3.6) 1(3.6) 0 0 0
Immune system disorders
-Total 6 (21.4) 3(10.7) 2(7.1) 1(3.6) 0
Hypogammaglobulinaemia 3(10.7) 1(3.6) 1(3.6) 1(3.6) 0
Allergy to immunoglobulin therapy 2(7.1) 1(3.6) 1(3.6) 0 0
Drug hypersensitivity 2(7.1) 1(3.6) 1(3.6) 0 0
Infections and infestations
-Total 17 (60.7) 5 (17.9) 7 (25.0) 5(17.9) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Upper respiratory tract infection 5(17.9) 2(71) 3(10.7) 0 0
Nasopharyngitis 4 (14.3) 3(10.7) 1(3.6) 0 0
Gastroenteritis 3 (10.7) 3(10.7) 0 0 0
Rash pustular 3(10.7) 3(10.7) 0 0 0
Rhinitis 2(7.1) 2(7.1) 0 0 0
Alternaria infection 1(3.6) 0 0 13.6) 0
Aspergillus infection 1(3.6) 0 0 13.6) 0
Bacterial infection 1(3.6) 0 0 13.6) 0
Body tinea 1(3.6) 0 1(3.6) 0 0
Bronchitis 1(3.6) 0 1(3.6) 0 0
Candida infection 1(3.6) 0 0 1(3.6) 0
Catheter site infection 1(3.6) 0 1(3.6) 0 0
Cellulitis 1(3.6) 0 1(3.6) 0 0
Conjunctivitis 1(3.6) 0 1(3.6) 0 0
Conjunctivitis viral 1(3.6) 0 1(3.6) 0 0
Device related infection 1(3.6) 0 0 1(3.6) 0
Enterococcal infection 1(3.6) 0 0 1(3.6) 0
Enterovirus infection 1(3.6) 0 1(3.6) 0 0
Folliculitis 1(3.6) 1(3.6) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Gastrointestinal infection 1(3.6) 0 0 1(3.6) 0
Herpes zoster 1(3.6) 0 1(3.6) 0 0
Impetigo 1(3.6) 0 1(3.6) 0 0
Laryngitis 1(3.6) 1(3.6) 0 0 0
Meningitis aseptic 1(3.6) 0 0 13.6) 0
Molluscum contagiosum 1(3.6) 1(3.6) 0 0 0
Mucosal infection 1(3.6) 0 1(3.6) 0 0
Oral herpes 1(3.6) 0 1(3.6) 0 0
Otitis externa 1(3.6) 1(3.6) 0 0 0
Otitis media 1(3.6) 1(3.6) 0 0 0
Otitis media acute 1(3.6) 0 1(3.6) 0 0
Parainfluenzae virus infection 1(3.6) 0 1(3.6) 0 0
Paronychia 1(3.6) 0 1(3.6) 0 0
Periorbital cellulitis 1(3.6) 0 0 1(3.6) 0
Pharyngitis 1(3.6) 0 1(3.6) 0 0
Pneumonia 1(3.6) 0 0 1(3.6) 0
Rhinovirus infection 1(3.6) 0 1(3.6) 0 0
Sinusitis 1(3.6) 0 0 1(3.6) 0
Skin infection 1(3.6) 1(3.6) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tinea pedis 1(3.6) 0 1(3.6) 0 0
Injury, poisoning and procedural
complications
-Total 4 (14.3) 2(7.1) 2(7.1) 0 0
Contusion 2(7.1) 2(7.1) 0 0 0
Fall 1(3.6) 0 1(3.6) 0 0
Infusion related reaction 1(3.6) 0 1(3.6) 0 0
Skin abrasion 1(3.6) 0 1(3.6) 0 0
Splinter 1(3.6) 1(3.6) 0 0 0
Investigations
-Total 10 (35.7) 1(3.6) 3(10.7) 2(7.1) 4 (14.3)
Platelet count decreased 5(17.9) 2(7.1) 1(3.6) 0 2(7.1)
Alanine aminotransferase increased 3 (10.7) 0 1(3.6) 1(3.6) 1(3.6)
Aspartate aminotransferase increased 3 (10.7) 1(3.6) 0 1(3.6) 1(3.6)
Neutrophil count decreased 3(10.7) 0 0 1(3.6) 2(7.1)
White blood cell count decreased 3 (10.7) 1(3.6) 0 1(3.6) 1(3.6)
Blood alkaline phosphatase increased 1(3.6) 1(3.6) 0 0 0
Gamma-glutamyltransferase increased 1(3.6) 0 1(3.6) 0 0
Weight decreased 1(3.6) 0 1(3.6) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Metabolism and nutrition disorders
-Total 5 (17.9) 4 (14.3) 0 1(3.6) 0
Decreased appetite 2(7.1) 2(71) 0 0 0
Hyperglycaemia 2(7.1) 1(3.6) 0 13.6) 0
Hyperkalaemia 2(7.1) 2(7.1) 0 0 0
Hyperuricaemia 1(3.6) 1(3.6) 0 0 0
Hypokalaemia 1(3.6) 0 0 13.6) 0
Hypomagnesaemia 1(3.6) 1(3.6) 0 0 0
Hypophosphataemia 1(3.6) 1(3.6) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 5 (17.9) 1(3.6) 4 (14.3) 0 0
Arthralgia 4 (14.3) 0 4 (14.3) 0 0
Back pain 2(7.1) 1(3.6) 1(3.6) 0 0
Pain in extremity 2(7.1) 0 2(7.1) 0 0
Muscular weakness 1(3.6) 1(3.6) 0 0 0
Neck pain 1(3.6) 1(3.6) 0 0 0
Osteopenia 1(3.6) 1(3.6) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 1(3.6) 1(3.6)
B precursor type acute leukaemia 1(3.6) 0 1(3.6)
Nervous system disorders
-Total 7 (25.0) 3(10.7) 4 (14.3) 0 0
Headache 5 (17.9) 4 (14.3) 1(3.6) 0 0
Dizziness 1(3.6) 1(3.6) 0 0 0
Dysarthria 1(3.6) 0 1(3.6) 0 0
Facial paralysis 1(3.6) 0 1(3.6) 0 0
Hemiparesis 1(3.6) 0 1(3.6) 0 0
Intracranial pressure increased 1(3.6) 1(3.6) 0 0 0
Lethargy 1(3.6) 1(3.6) 0 0 0
Neuropathy peripheral 1(3.6) 0 1(3.6) 0 0
Subdural hygroma 1(3.6) 0 1(3.6) 0 0
Psychiatric disorders
-Total 3(10.7) 2(7.1) 1(3.6) 0 0
Agitation 1(3.6) 0 1(3.6) 0
Anxiety 1(3.6) 1(3.6) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Insomnia 1(3.6) 1(3.6) 0 0 0
Renal and urinary disorders
-Total 2(7.1) 1(3.6) 0 1(3.6)
Haematuria 2(7.1) 1(3.6) 0 13.6) 0
Proteinuria 1(3.6) 0 1(3.6) 0 0
Reproductive system and breast disorders
-Total 1(3.6) 0 1(3.6) 0 0
Perineal pain 1(3.6) 1(3.6) 0 0 0
Vulvovaginal pain 1(3.6) 0 1(3.6) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 8 (28.6) 6 (21.4) 1(3.6) 1(3.6) 0
Cough 6 (21.4) 6 (21.4) 0 0 0
Epistaxis 3 (10.7) 2(71) 1(3.6) 0 0
Nasal congestion 3 (10.7) 3(10.7) 0 0 0
Dyspnoea 1(3.6) 0 1(3.6) 0 0
Hypoxia 1(3.6) 0 0 1(3.6) 0
Nasal septum perforation 1(3.6) 0 1(3.6) 0 0
Oropharyngeal pain 1(3.6) 0 1(3.6) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Productive cough 1(3.6) 1(3.6) 0 0 0
Rhinalgia 1(3.6) 1(3.6) 0 0 0
Rhinorrhoea 1(3.6) 0 1(3.6) 0 0
Rhonchi 1(3.6) 1(3.6) 0 0 0
Sinus pain 1(3.6) 1(3.6) 0 0 0
Tachypnoea 1(3.6) 0 1(3.6) 0 0
Skin and subcutaneous tissue disorders
-Total 8 (28.6) 7 (25.0) 1(3.6) 0 0
Eczema 2(7.1) 2(7.1) 0 0 0
Petechiae 2(7.1) 2(7.1) 0 0 0
Pruritus 2(7.1) 2(7.1) 0 0 0
Rash 2(7.1) 1(3.6) 1(3.6) 0 0
Alopecia 1(3.6) 1(3.6) 0 0 0
Dermatitis 1(3.6) 1(3.6) 0 0 0
Dermatitis bullous 1(3.6) 1(3.6) 0 0 0
Dry skin 1(3.6) 1(3.6) 0 0 0
Skin ulcer 1(3.6) 1(3.6) 0 0 0
Vascular disorders
-Total 4 (14.3) 2(7.1) 2(7.1) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: <10 years

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pallor 2(7.1) 2(7.1) 0 0 0
Embolism 1(3.6) 0 1(3.6) 0 0
Flushing 1(3.6) 1(3.6) 0 0 0
Hypertension 1(3.6) 0 1(3.6) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age
Safety Set

Timing: >8 weeks to 1 year post CTLO19 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one 12 (66.7) 3(16.7) 1(5.6) 6 (33.3) 2(11.1)
AE
Blood and lymphatic system disorders

-Total 2 (11.1) 2 (11.1)

Anaemia 1(5.6) 1(5.6) 0

Thrombocytopenia 1(5.6) 1(5.6)
Cardiac disorders

-Total 1(5.6) 1(5.6) 0

Tachycardia 1(5.6) 1(5.6) 0
Eye disorders

-Total 2 (11.1) 1(5.6) 1(5.6) 0 0

Astigmatism 1(5.6) 1(5.6) 0 0

Conjunctivitis allergic 1(5.6) 0 1(5.6) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypermetropia 1(5.6) 1(5.6) 0 0 0
Gastrointestinal disorders
-Total 6 (33.3) 4 (22.2) 2(11.1) 0 0
Nausea 4 (22.2) 2(11.2) 2(11.1) 0 0
Abdominal pain 1(5.6) 1(5.6) 0 0 0
Constipation 1(5.6) 1(5.6) 0 0 0
Diarrhoea 1(5.6) 1(5.6) 0 0 0
Vomiting 1(5.6) 1(5.6) 0 0 0
General disorders and administration
site conditions
-Total 5 (27.8) 2 (11.1) 3(16.7)
Pyrexia 4 (22.2) 1(5.6) 3(16.7) 0
Chills 1(5.6) 1(5.6) 0
Hepatobiliary disorders
-Total 1(5.6) 1(5.6) 0
Hepatotoxicity 1(5.6) 1(5.6)
Immune system disorders
-Total 1(5.6) 1(5.6) 0
Hypogammaglobulinaemia 1(5.6) 1(5.6) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Infections and infestations
-Total 11 (61.1) 4(22.2) 2 (11.1) 4(22.2) 1(5.6)
Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0
Rhinitis 3(16.7) 2(11.2) 1(5.6) 0 0
Herpes zoster 2(11.1) 0 1(5.6) 1(5.6) 0
Atypical pneumonia 1(5.6) 0 0 1(5.6) 0
Device related infection 1(5.6) 0 0 1(5.6) 0
Enterovirus infection 1(5.6) 1(5.6) 0 0 0
Otitis externa 1(5.6) 0 1(5.6) 0 0
Otitis media 1(5.6) 1(5.6) 0 0 0
Pneumonia 1(5.6) 0 0 1(5.6) 0
Sepsis 1(5.6) 0 0 0 1(5.6)
Tooth infection 1(5.6) 0 1(5.6) 0 0
Viral upper respiratory tract infection 1(5.6) 0 1(5.6) 0 0
Injury, poisoning and procedural
complications
-Total 1(5.6) 0 1(5.6) 0 0
Ligament sprain 1(5.6) 0 1(5.6) 0 0

Investigations



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 6 (33.3) 2 (11.1) 1(5.6) 2 (11.1) 1(5.6)
White blood cell count decreased 3 (16.7) 1(5.6) 0 1(5.6) 1(5.6)
Lymphocyte count decreased 2 (11.2) 1(5.6) 0 1(5.6) 0
Neutrophil count decreased 2(11.1) 0 0 1(5.6) 1(5.6)
Platelet count decreased 2(11.1) 0 1(5.6) 1(5.6) 0
Activated partial thromboplastin time 1(5.6) 1(5.6) 0 0 0
prolonged
Alanine aminotransferase increased 1(5.6) 1(5.6) 0
Aspartate aminotransferase increased 1(5.6) 1(5.6) 0
Blood lactate dehydrogenase 1(5.6) 1(5.6)
increased
Cytomegalovirus test positive 1(5.6) 1(5.6) 0 0
Immunoglobulins decreased 1(5.6) 0 0 1(5.6) 0
Lymph node palpable 1(5.6) 0 1(5.6) 0 0
Metabolism and nutrition disorders
-Total 2(11.1) 0 1(5.6) 1(5.6) 0
Dehydration 1(5.6) 0 1(5.6) 0 0
Hypercalcaemia 1(5.6) 1(5.6) 0 0 0
Hyperuricaemia 1(5.6) 1(5.6) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypomagnesaemia 1(5.6) 1(5.6) 0 0 0
Lactic acidosis 1(5.6) 0 0 1(5.6) 0
Musculoskeletal and connective tissue
disorders
-Total 3(16.7) 1(5.6) 1(5.6) 1(5.6) 0
Arthralgia 1(5.6) 0 0 1(5.6) 0
Back pain 1(5.6) 0 1(5.6) 0 0
Bone pain 1(5.6) 0 1(5.6) 0 0
Neck pain 1(5.6) 0 1(5.6) 0 0
Pain in extremity 1(5.6) 1(5.6) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 1(5.6) 1(5.6) 0
Acute lymphocytic leukaemia 1(5.6) 1(5.6)
recurrent
Reproductive system and breast
disorders
-Total 1(5.6) 1(5.6) 0
Ovarian failure 1(5.6) 1(5.6) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory, thoracic and mediastinal
disorders
-Total 5(27.8) 1(5.6) 3(16.7) 1(5.6) 0
Cough 2(11.1) 0 2(11.1) 0 0
Epistaxis 2(11.1) 2(11.2) 0 0 0
Oropharyngeal pain 2(11.1) 1(5.6) 1(5.6) 0 0
Dyspnoea 1(5.6) 0 1(5.6) 0 0
Nasal congestion 1(5.6) 1(5.6) 0 0 0
Pharyngeal erythema 1(5.6) 0 1(5.6) 0 0
Pulmonary granuloma 1(5.6) 0 0 1(5.6) 0
Stridor 1(5.6) 0 1(5.6) 0 0
Skin and subcutaneous tissue
disorders
-Total 2(11.1) 1(5.6) 1(5.6) 0
Dry skin 1(5.6) 1(5.6) 0
Ingrowing nail 1(5.6) 0 1(5.6) 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.



- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age
Safety Set

Timing: >8 weeks to 1 year post CTLO19 infusion, Age: >=18 years

All patients
N=14
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 14 (100) 2 (14.3) 5(35.7) 6 (42.9) 1(7.1)
Blood and lymphatic system disorders

-Total 3(21.4) 0 1(7.1) 2 (14.3) 0

Thrombocytopenia 2 (14.3) 0 1(7.1) 1(7.1) 0

B-cell aplasia 1(7.1) 0 0 1(7.1) 0

Neutropenia 1(7.1) 0 1(7.1) 0 0
Eye disorders

-Total 1(7.1) 1(7.1) 0

Lacrimation increased 1(7.1) 1(7.1) 0 0 0
Gastrointestinal disorders

-Total 2 (14.3) 2 (14.3)

Abdominal pain 1(7.1) 0 1(7.1) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years

All patients
N=14
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Constipation 1(7.1) 0 1(7.1) 0 0
Diarrhoea 1(7.1) 0 1(7.1) 0 0
Nausea 1(7.1) 1(7.1) 0 0 0
Toothache 1(7.1) 1(7.1) 0 0 0
General disorders and administration site
conditions
-Total 5(35.7) 2 (14.3) 3(21.4) 0 0
Pyrexia 3(21.4) 0 3(21.4) 0 0
Catheter site erythema 1(7.1) 1(7.1) 0 0 0
Chills 1(7.1) 0 1(7.1) 0 0
Gait disturbance 1(7.1) 1(7.1) 0 0 0
Oedema peripheral 1(7.1) 0 1(7.1) 0 0
Immune system disorders
-Total 2 (14.3) 1(7.1) 1(7.1) 0 0
Cytokine release syndrome 1(7.1) 0 1(7.1)
Hypogammaglobulinaemia 1(7.1) 1(7.1) 0
Infections and infestations
-Total 7 (50.0) 0 3(21.4) 4 (28.6) 0
Bronchitis 1(7.1) 1(7.1) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years

All patients
N=14
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Central nervous system infection 1(7.1) 0 1(7.1) 0 0
Escherichia urinary tract infection 1(7.1) 0 1(7.1) 0 0
Herpes zoster 1(7.1) 0 1(7.1) 0 0
Influenza 1(7.1) 0 0 1(7.1) 0
Oral herpes 1(7.1) 0 1(7.1) 0 0
Pneumonia haemophilus 1(7.1) 0 0 1(7.1) 0
Respiratory syncytial virus infection 1(7.1) 0 0 1(7.1) 0
Septic shock 1(7.1) 0 0 1(7.1) 0
Sinusitis 1(7.1) 0 1(7.1) 0 0
Tonsillitis 1(7.1) 0 0 1(7.1) 0
Injury, poisoning and procedural
complications
-Total 1(7.1) 1(7.1)
Procedural pain 1(7.1) 1(7.1) 0
Investigations
-Total 4 (28.6) 2(14.3) 1(7.1) 1(7.1) 0
Alanine aminotransferase increased 2(14.3) 2 (14.3) 0 0 0
Aspartate aminotransferase increased 2(14.3) 2 (14.3) 0 0 0
Chlamydia test positive 1(7.1) 0 1(7.1) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years

All patients
N=14
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Neutrophil count decreased 1(7.1) 0 0 1(7.1) 0
Platelet count decreased 1(7.1) 1(7.1) 0 0 0
Vitamin d decreased 1(7.1) 1(7.1) 0 0 0
White blood cell count decreased 1(7.1) 0 0 1(7.1) 0
Metabolism and nutrition disorders
-Total 3(21.4) 0 3(21.4) 0 0
Hypomagnesaemia 2 (14.3) 1(7.1) 1(7.1) 0 0
Hyperferritinaemia 1(7.1) 0 1(7.1) 0 0
Hypoalbuminaemia 1(7.1) 1(7.1) 0 0 0
Hypocalcaemia 1(7.1) 0 1(7.1) 0 0
Hypokalaemia 1(7.1) 1(7.1) 0 0 0
Hypophosphataemia 1(7.1) 0 1(7.1) 0 0
Musculoskeletal and connective tissue
disorders
-Total 4 (28.6) 2 (14.3) 2(14.3) 0 0
Back pain 2(14.3) 2 (14.3) 0 0 0
Arthralgia 1(7.1) 1(7.1) 0 0 0
Osteoporosis 1(7.1) 0 1(7.1) 0 0
Pain in extremity 1(7.1) 0 1(7.1) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years

All patients
N=14
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 2 (14.3) 1(7.1) 1(7.1)
Acute lymphocytic leukaemia 1(7.1) 1(7.1) 0
Acute lymphocytic leukaemia recurrent 1(7.1) 0 1(7.1)
Nervous system disorders
-Total 1(7.1) 0 1(7.1) 0 0
Neuralgia 1(7.1) 1(7.1)
Psychiatric disorders
-Total 1(7.1) 1(7.1)
Confusional state 1(7.1) 1(7.1)
Reproductive system and breast disorders
-Total 2 (14.3) 2(14.3)
Metrorrhagia 1(7.1) 1(7.1)
Vulvovaginal dryness 1(7.1) 1(7.1)
Respiratory, thoracic and mediastinal
disorders
-Total 2 (14.3) 2 (14.3) 0 0 0

Cough 2 (14.3) 2 (14.3)



Timing: >8 weeks to 1 year post CTL019 infusion, Age: >=18 years

All patients
N=14
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Skin and subcutaneous tissue disorders
-Total 4 (28.6) 2 (14.3) 2 (14.3) 0 0
Eczema 1(7.1) 0 1(7.1) 0 0
Erythema 1(7.1) 1(7.1) 0 0 0
Hangnail 1(7.1) 1(7.1) 0 0 0
Ingrowing nail 1(7.1) 0 1(7.1) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Age

Safety Set
Timing: >1 year post-CTLO019 infusion, Age: <10 years
All patients
N=9
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 3(33.3) 1(11.1) 0 2(22.2) 0
Eye disorders

-Total 1(11.1) 0 0 1(11.1)

Keratitis 1(11.2) 0 0 1(11.2)
Infections and infestations

-Total 1(11.1) 1(11.1)

Rhinitis 1(11.1) 1(11.1)
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)

-Total 1(11.1) 0 0 1(11.2) 0

Acute lymphocytic leukaemia recurrent 1(11.1) 0 0 1(11.1)

- A patient with multiple adverse events within a primary system organ class is



counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.

/vob/CCTLO019/hag/haq_eu_6/pgm/saf/t143 gd b2001x.sas@@/main/4 25JUN21:16:24 Final



CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143a
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Age
Safety Set

Timing: >1 year post-CTL019 infusion, Age: >=10 years to <18 years

All patients
N=7
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 2 (28.6) 1(14.3) 1(14.3) 0 0
Infections and infestations

-Total 1 (14.3) 0 1 (14.3)

Infection 1(14.3) 0 1(14.3)
Investigations

-Total 1 (14.3) 1 (14.3)

Lymphocyte count decreased 1(14.3) 1(14.3)

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.



vob/CCTLO019/hag/haq_eu_6/pgm/saf/t143 gd_b2001x.sas@@/main/4 25JUN21:16:24 Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 143a
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Age

Safety Set
Timing: >1 year post-CTL019 infusion, Age: >=18 years
All patients
N=4
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

No records met the criteria

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Age

Safety Set
Timing: Any time post CTLO19 infusion, Age: <10 years
All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 34 (100) 3(8.8) 3(8.8) 9 (26.5) 19 (55.9)
Blood and lymphatic system disorders
-Total 18 (52.9) 2(5.9) 4 (11.8) 8 (23.5) 4 (11.8)
Anaemia 10 (29.4) 2(5.9) 2(5.9) 6 (17.6) 0
Neutropenia 7 (20.6) 1(2.9) 0 2(5.9) 4(11.8)
Febrile neutropenia 3(8.8) 1(2.9) 0 2(5.9) 0
Disseminated intravascular coagulation 2((.9) 0 2(5.9) 0 0
Leukocytosis 1(2.9) 0 1(2.9) 0 0
Lymphopenia 1(2.9) 0 0 1(2.9) 0
Thrombocytopenia 1(2.9) 0 1(2.9) 0 0

Cardiac disorders

-Total 7 (20.6) 4 (11.8) 2(5.9) 1(2.9) 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Sinus tachycardia 4(11.8) 4(11.8) 0 0 0

Tachycardia 4(11.8) 3(8.8) 1(2.9) 0 0

Sinus bradycardia 2((5.9) 2(5.9) 0 0 0

Cardiac hypertrophy 1(2.9) 0 1(2.9) 0 0

Left ventricular dysfunction 1(2.9) 0 0 1(2.9) 0

Pericardial effusion 1(2.9) 0 1(2.9) 0 0
Ear and labyrinth disorders

-Total 1(2.9) 1(2.9) 0

Ear pain 1(2.9) 1(2.9) 0 0 0
Endocrine disorders

-Total 2(5.9) 1(2.9) 1(2.9) 0 0

Hypothyroidism 1(2.9) 0 1(2.9) 0 0

Inappropriate antidiuretic hormone secretion 1(2.9) 1(2.9) 0 0 0

Precocious puberty 1(2.9) 1(2.9) 0 0 0
Eye disorders

-Total 6 (17.6) 2(5.9) 3(8.8) 1(2.9) 0

Eye pain 2(.9) 1(2.9) 1(2.9) 0 0

Blepharitis 1(2.9) 1(2.9) 0 0 0

Blepharospasm 1(2.9) 1(2.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blindness unilateral 1(2.9) 1(2.9) 0 0 0
Diplopia 1(2.9) 0 1(2.9) 0 0
Dry eye 1(2.9) 1(2.9) 0 0 0
Eye pruritus 1(2.9) 1(2.9) 0 0 0
Keratitis 1(2.9) 0 0 1(2.9) 0
Ocular hyperaemia 1(2.9) 1(2.9) 0 0 0
Ocular hypertension 1(2.9) 0 1(2.9) 0 0
Visual impairment 1(2.9) 1(2.9) 0 0 0
Gastrointestinal disorders
-Total 20 (58.8) 8 (23.5) 9 (26.5) 3(8.8) 0
Diarrhoea 10 (29.4) 7 (20.6) 2(5.9) 1(2.9) 0
Vomiting 8 (23.5) 4(11.8) 4(11.8) 0 0
Abdominal pain 5(14.7) 2(5.9) 3(8.8) 0 0
Nausea 5(14.7) 0 514.7) 0 0
Constipation 4(11.8) 3(8.8) 1(2.9) 0 0
Abdominal distension 3(8.8) 2(5.9) 1(2.9) 0 0
Stomatitis 3(8.8) 0 3(8.8) 0 0
Paraesthesia oral 2(.9) 1(2.9) 1(2.9) 0 0
Proctalgia 2(.9) 1(2.9) 1(2.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Abdominal pain lower 1(2.9) 1(2.9) 0 0 0
Abdominal pain upper 1(2.9) 1(2.9) 0 0 0
Anal fissure 1(2.9) 0 1(2.9) 0 0
Anal fistula 1(2.9) 1(2.9) 0 0 0
Anal haemorrhage 1(2.9) 1(2.9) 0 0 0
Dental caries 1(2.9) 1(2.9) 0 0 0
Gastrointestinal haemorrhage 1(2.9) 0 0 1(2.9) 0
Gastrointestinal motility disorder 1(2.9) 0 1(2.9) 0 0
Gingival bleeding 1(2.9) 1(2.9) 0 0 0
Hypoaesthesia oral 1(2.9) 1(2.9) 0 0 0
Lip dry 1(2.9) 1(2.9) 0 0 0
Lip haemorrhage 1(2.9) 1(2.9) 0 0 0
Oral pain 1(2.9) 0 1(2.9) 0 0
Periodontal disease 1(2.9) 1(2.9) 0 0 0
Rectal ulcer 1(2.9) 0 0 1(2.9) 0
Upper gastrointestinal haemorrhage 1(2.9) 1(2.9) 0 0 0
General disorders and administration site
conditions
-Total 21 (61.8) 10 (29.4) 6 (17.6) 4(11.8) 1(2.9)



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pyrexia 18 (52.9) 9 (26.5) 7 (20.6) 2(5.9) 0
Face oedema 514.7) 5(14.7) 0 0 0
Fatigue 3(8.8) 1(2.9) 2(5.9) 0 0
Catheter site pain 2(5.9) 2(5.9) 0 0 0
Localised oedema 2(5.9) 2(5.9) 0 0 0
Non-cardiac chest pain 2(5.9) 1(2.9) 1(2.9) 0 0
Pain 2(5.9) 2(5.9) 0 0 0
Axillary pain 1(2.9) 0 1(2.9) 0 0
Chills 1(2.9) 0 1(2.9) 0 0
Drug withdrawal syndrome 1(2.9) 0 0 1(2.9) 0
Facial pain 1(2.9) 0 1(2.9) 0 0
Gait disturbance 1(2.9) 1(2.9) 0 0 0
Generalised oedema 1(2.9) 0 1(2.9) 0 0
Malaise 1(2.9) 0 1(2.9) 0 0
Mucosal inflammation 1(2.9) 0 0 1(2.9) 0
Multiple organ dysfunction syndrome 1(2.9) 0 0 0 1(2.9)
Oedema peripheral 1(2.9) 1(2.9) 0 0 0
Hepatobiliary disorders

-Total 4(11.8) 1(2.9) 1(2.9) 1(2.9) 1(2.9)



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cholestasis 1(2.9) 0 0 1(2.9) 0
Gallbladder oedema 1(2.9) 1(2.9) 0 0 0
Hepatic failure 1(2.9) 0 1(2.9) 0 0
Hepatosplenomegaly 1(2.9) 0 0 0 1(2.9)
Immune system disorders
-Total 29 (85.3) 4 (11.8) 11 (32.4) 6 (17.6) 8 (23.5)
Cytokine release syndrome 25 (73.5) 7 (20.6) 6 (17.6) 4 (11.8) 8 (23.5)
Hypogammaglobulinaemia 15 (44.1) 4(11.8) 9 (26.5) 2(5.9) 0
Allergy to immunoglobulin therapy 3(8.8) 1(2.9) 2(5.9) 0 0
Drug hypersensitivity 2(5.9) 1(2.9) 1(2.9) 0 0
Atopy 1(2.9) 1(2.9) 0 0 0
Infections and infestations

-Total 22 (64.7) 4(11.8) 10 (29.4) 7 (20.6) 1(2.9)
Upper respiratory tract infection 6 (17.6) 2(5.9) 4(11.8) 0 0
Nasopharyngitis 4 (11.8) 3(8.8) 1(2.9) 0 0
Gastroenteritis 3(8.8) 3(8.8) 0 0 0
Rash pustular 3(8.8) 3(8.8) 0 0 0
Candida infection 2(.9) 1(2.9) 0 1(2.9) 0
Cellulitis 2(5.9) 0 2(5.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Device related infection 2(5.9) 0 1(2.9) 1(2.9) 0
Pneumonia 2((5.9) 0 0 2(5.9) 0
Rhinitis 2(5.9) 2(5.9) 0 0 0
Sinusitis 2(5.9) 0 0 2(5.9) 0
Alternaria infection 1(2.9) 0 0 1(2.9) 0
Aspergillus infection 1(2.9) 0 0 1(2.9) 0
Bacterial infection 1(2.9) 0 0 1(2.9) 0
Body tinea 1(2.9) 0 1(2.9) 0 0
Bronchitis 1(2.9) 0 1(2.9) 0 0
Bronchopulmonary aspergillosis 1(2.9) 0 1(2.9) 0 0
Catheter site infection 1(2.9) 0 1(2.9) 0 0
Conjunctivitis 1(2.9) 0 1(2.9) 0 0
Conjunctivitis viral 1(2.9) 0 1(2.9) 0 0
Enterococcal infection 1(2.9) 0 0 1(2.9) 0
Enterovirus infection 1(2.9) 0 1(2.9) 0 0
Folliculitis 1(2.9) 1(2.9) 0 0 0
Gastrointestinal infection 1(2.9) 0 0 1(2.9) 0
Helminthic infection 1(2.9) 1(2.9) 0 0 0
Herpes zoster 1(2.9) 0 1(2.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Impetigo 1(2.9) 0 1(2.9) 0 0
Influenza 1(2.9) 1(2.9) 0 0 0
Laryngitis 1(2.9) 1(2.9) 0 0 0
Meningitis aseptic 1(2.9) 0 0 1(2.9) 0
Molluscum contagiosum 1(2.9) 1(2.9) 0 0 0
Mucosal infection 1(2.9) 0 1(2.9) 0 0
Nail infection 1(2.9) 1(2.9) 0 0 0
Oral herpes 1(2.9) 0 1(2.9) 0 0
Otitis externa 1(2.9) 1(2.9) 0 0 0
Otitis media 1(2.9) 1(2.9) 0 0 0
Otitis media acute 1(2.9) 0 1(2.9) 0 0
Parainfluenzae virus infection 1(2.9) 0 1(2.9) 0 0
Paronychia 1(2.9) 0 1(2.9) 0 0
Parotitis 1(2.9) 1(2.9) 0 0 0
Periorbital cellulitis 1(2.9) 0 0 1(2.9) 0
Pharyngitis 1(2.9) 0 1(2.9) 0 0
Pneumonia viral 1(2.9) 0 1(2.9) 0 0
Respiratory tract infection 1(2.9) 1(2.9) 0 0 0
Rhinovirus infection 1(2.9) 0 1(2.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Sepsis 1(2.9) 0 0 0 1(2.9)
Skin infection 1(2.9) 1(2.9) 0 0 0
Tinea pedis 1(2.9) 0 1(2.9) 0 0
Urinary tract infection viral 1(2.9) 0 1(2.9) 0 0
Vascular device infection 1(2.9) 0 0 1(2.9) 0
Viral upper respiratory tract infection 1(2.9) 0 1(2.9) 0 0
Injury, poisoning and procedural complications
-Total 8 (23.5) 3(8.8) 5 (14.7) 0 0
Contusion 3(8.8) 3(8.8) 0 0 0
Allergic transfusion reaction 2((.9) 0 2(5.9) 0 0
Fall 2(5.9) 1(2.9) 1(2.9) 0 0
Infusion related reaction 1(2.9) 0 1(2.9) 0 0
Post procedural haemorrhage 1(2.9) 1(2.9) 0 0 0
Skin abrasion 1(2.9) 0 1(2.9) 0 0
Splinter 1(2.9) 1(2.9) 0 0 0
Stoma site erythema 1(2.9) 0 1(2.9) 0 0
Stoma site haemorrhage 1(2.9) 1(2.9) 0 0 0
Subcutaneous haematoma 1(2.9) 1(2.9) 0 0 0
Transfusion reaction 1(2.9) 1(2.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Investigations
-Total 21 (61.8) 2(5.9) 1(2.9) 6 (17.6) 12 (35.3)
White blood cell count decreased 10 (29.4) 0 2(5.9) 3(8.8) 5(14.7)
Neutrophil count decreased 7 (20.6) 1(2.9) 0 1(2.9) 5(14.7)
Platelet count decreased 6 (17.6) 1(2.9) 1(2.9) 0 4 (11.8)
Aspartate aminotransferase increased 5(14.7) 1(2.9) 1(2.9) 2(5.9) 1(2.9)
Alanine aminotransferase increased 4(11.8) 0 1(2.9) 2(5.9) 1(2.9)
Blood fibrinogen decreased 4(11.8) 0 1(2.9) 3(8.8) 0
Blood bilirubin increased 2(5.9) 0 0 1(2.9) 1(2.9)
Lymphocyte count decreased 2((.9) 0 0 2(5.9) 0
Prothrombin time prolonged 2((.9) 2(5.9) 0 0 0
Activated partial thromboplastin time prolonged 1(2.9) 1(2.9) 0 0 0
Ammonia increased 1(2.9) 1(2.9) 0 0 0
Blood alkaline phosphatase increased 1(2.9) 1(2.9) 0 0 0
Blood creatine phosphokinase increased 1(2.9) 0 0 0 1(2.9)
Blood creatinine increased 1(2.9) 0 1(2.9) 0 0
Blood magnesium increased 1(2.9) 0 0 1(2.9) 0
Blood urea decreased 1(2.9) 1(2.9) 0 0 0
Blood urine present 1(2.9) 0 1(2.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
C-reactive protein increased 1(2.9) 1(2.9) 0 0 0
Chest x-ray abnormal 1(2.9) 1(2.9) 0 0 0
Gamma-glutamyltransferase increased 1(2.9) 0 1(2.9) 0 0
Haemoglobin decreased 1(2.9) 0 0 1(2.9) 0
Heart sounds abnormal 1(2.9) 1(2.9) 0 0 0
International normalised ratio increased 1(2.9) 1(2.9) 0 0 0
Lipase increased 1(2.9) 1(2.9) 0 0 0
Serum ferritin increased 1(2.9) 1(2.9) 0 0 0
Weight decreased 1(2.9) 0 1(2.9) 0 0
Metabolism and nutrition disorders

-Total 19 (55.9) 7 (20.6) 2(5.9) 8 (23.5) 2(5.9)
Hypokalaemia 11 (32.4) 3(8.8) 1(2.9) 7 (20.6) 0
Hypophosphataemia 7 (20.6) 4 (11.8) 1(2.9) 2(5.9) 0
Decreased appetite 5(14.7) 4(11.8) 1(2.9) 0 0
Hypoalbuminaemia 4 (11.8) 1(2.9) 3(8.8) 0 0
Hypocalcaemia 4 (11.8) 0 0 2((.9) 2((.9)
Hypomagnesaemia 3(8.8) 3(8.8) 0 0 0
Hyperglycaemia 2(.9) 1(2.9) 0 1(2.9) 0
Hyperkalaemia 2(.9) 2((.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hyperuricaemia 2(5.9) 2(5.9) 0 0 0
Dehydration 1(2.9) 0 0 1(2.9) 0
Fluid overload 1(2.9) 0 1(2.9) 0 0
Hypernatraemia 1(2.9) 0 1(2.9) 0 0
Hyponatraemia 1(2.9) 0 0 1(2.9) 0
Tumour lysis syndrome 1(2.9) 0 0 0 1(2.9)
Musculoskeletal and connective tissue disorders
-Total 9 (26.5) 3(8.8) 5 (14.7) 1(2.9) 0
Pain in extremity 5(14.7) 2(5.9) 3(8.8) 0 0
Arthralgia 4 (11.8) 0 4 (11.8) 0 0
Myalgia 4 (11.8) 4 (11.8) 0 0 0
Back pain 2((.9) 1(2.9) 1(2.9) 0 0
Muscular weakness 2((.9) 0 1(2.9) 1(2.9) 0
Bone pain 1(2.9) 0 1(2.9) 0 0
Neck pain 1(2.9) 1(2.9) 0 0 0
Osteopenia 1(2.9) 1(2.9) 0 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 3(8.8) 0 0 1(2.9) 2(5.9)



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Acute lymphocytic leukaemia recurrent 1(2.9) 0 0 1(2.9) 0
B precursor type acute leukaemia 1(2.9) 0 0 0 1(2.9)
Leukaemia 1(2.9) 0 0 0 1(2.9)
Nervous system disorders

-Total 15 (44.1) 6 (17.6) 6 (17.6) 3(8.8) 0
Headache 10 (29.4) 8 (23.5) 2(5.9) 0 0
Seizure 3(8.8) 0 1(2.9) 2(5.9) 0
Tremor 3(8.8) 3(8.8) 0 0 0
Lethargy 2(5.9) 1(2.9) 1(2.9) 0 0
Depressed level of consciousness 1(2.9) 0 0 1(2.9) 0
Dizziness 1(2.9) 1(2.9) 0 0 0
Dysarthria 1(2.9) 0 1(2.9) 0 0
Dysgeusia 1(2.9) 1(2.9) 0 0 0
Encephalopathy 1(2.9) 0 0 1(2.9) 0
Facial paralysis 1(2.9) 0 1(2.9) 0 0
Hemiparesis 1(2.9) 0 1(2.9) 0 0
Intracranial pressure increased 1(2.9) 1(2.9) 0 0 0
Nervous system disorder 1(2.9) 0 1(2.9) 0 0
Neuropathy peripheral 1(2.9) 0 1(2.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Subdural hygroma 1(2.9) 0 1(2.9) 0 0
Psychiatric disorders
-Total 10 (29.4) 5 (14.7) 4(11.8) 1(2.9) 0
Agitation 3(8.8) 0 2(5.9) 1(2.9) 0
Anxiety 3(8.8) 2(5.9) 1(2.9) 0 0
Insomnia 3(8.8) 2(5.9) 1(2.9) 0 0
Confusional state 2(5.9) 0 1(2.9) 1(2.9) 0
Irritability 2(5.9) 2(5.9) 0 0 0
Delirium 1(2.9) 0 1(2.9) 0 0
Renal and urinary disorders

-Total 9 (26.5) 3(8.8) 3(8.8) 2(5.9) 1(2.9)
Haematuria 4(11.8) 3(8.8) 0 1(2.9) 0
Acute kidney injury 3(8.8) 0 1(2.9) 1(2.9) 1(2.9)
Proteinuria 2((.9) 1(2.9) 1(2.9) 0 0
Dysuria 1(2.9) 0 1(2.9) 0 0
Polyuria 1(2.9) 1(2.9) 0 0 0
Urinary incontinence 1(2.9) 1(2.9) 0 0 0
Urinary tract disorder 1(2.9) 0 1(2.9) 0 0

Reproductive system and breast disorders



Timing: Any time post CTL0O19 infusion, Age: <10 years
All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 2(5.9) 1(2.9) 1(2.9) 0 0
Perineal pain 1(2.9) 1(2.9) 0 0 0
Scrotal oedema 1(2.9) 1(2.9) 0 0 0
Vulvovaginal pain 1(2.9) 0 1(2.9) 0 0
Respiratory, thoracic and mediastinal disorders

-Total 15 (44.1) 7 (20.6) 3(8.8) 4(11.8) 1(2.9)
Cough 10 (29.4) 8 (23.5) 2(5.9) 0 0
Epistaxis 5 (14.7) 3(8.8) 2(5.9) 0 0
Hypoxia 5 (14.7) 1(2.9) 0 3(8.8) 1(2.9)
Nasal congestion 3(8.8) 3(8.8) 0 0 0
Oropharyngeal pain 3(8.8) 2(5.9) 1(2.9) 0 0
Rhinorrhoea 2((.9) 1(2.9) 1(2.9) 0 0
Apnoea 1(2.9) 0 0 1(2.9) 0
Dyspnoea 1(2.9) 0 1(2.9) 0 0
Nasal septum perforation 1(2.9) 0 1(2.9) 0 0
Pleural effusion 1(2.9) 1(2.9) 0 0 0
Productive cough 1(2.9) 1(2.9) 0 0 0
Rhinalgia 1(2.9) 1(2.9) 0 0 0
Rhonchi 1(2.9) 1(2.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Sinus pain 1(2.9) 1(2.9) 0 0 0
Tachypnoea 1(2.9) 0 1(2.9) 0 0
Skin and subcutaneous tissue disorders
-Total 17 (50.0) 14 (41.2) 2(5.9) 1(2.9) 0
Rash 6 (17.6) 4(11.8) 1(2.9) 1(2.9) 0
Pruritus 5 (14.7) 5 (14.7) 0 0 0
Dry skin 3(8.8) 3(8.8) 0 0 0
Erythema 3(8.8) 2(5.9) 1(2.9) 0 0
Eczema 2(5.9) 2(5.9) 0 0 0
Papule 2(5.9) 2(5.9) 0 0 0
Petechiae 2(5.9) 2(5.9) 0 0 0
Alopecia 1(2.9) 1(2.9) 0 0 0
Dermatitis 1(2.9) 1(2.9) 0 0 0
Dermatitis bullous 1(2.9) 1(2.9) 0 0 0
Hangnalil 1(2.9) 1(2.9) 0 0 0
Skin exfoliation 1(2.9) 1(2.9) 0 0 0
Skin lesion 1(2.9) 1(2.9) 0 0 0
Skin ulcer 1(2.9) 1(2.9) 0 0 0
Urticaria 1(2.9) 1(2.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: <10 years

All patients
N=34
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vascular disorders
-Total 11 (32.4) 6 (17.6) 4(11.8) 1(2.9) 0
Hypertension 5114.7) 3(8.8) 2(5.9) 0 0
Hypotension 3(8.8) 2(5.9) 0 1(2.9) 0
Pallor 2(5.9) 2(5.9) 0 0 0
Embolism 1(2.9) 0 1(2.9) 0 0
Flushing 1(2.9) 1(2.9) 0 0 0
Lymphoedema 1(2.9) 1(2.9) 0 0 0
Venous thrombosis limb 1(2.9) 0 1(2.9) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Age
Safety Set

Timing: Any time post CTLO019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 18 (100) 0 1(5.6) 8 (44.4) 9 (50.0)
Blood and lymphatic system disorders
-Total 10 (55.6) 0 1(5.6) 7 (38.9) 2(11.2)
Anaemia 2(11.1) 0 1(5.6) 1(5.6) 0
Febrile neutropenia 2(11.1) 0 0 2(11.1) 0
Neutropenia 2(11.1) 0 0 0 2(11.1)
Thrombocytopenia 2(11.1) 0 0 2(11.1) 0
Bone marrow failure 1(5.6) 0 0 1(5.6) 0
Coagulation factor deficiency 1(5.6) 0 0 1(5.6) 0
Leukopenia 1(5.6) 0 0 1(5.6) 0
Pancytopenia 1(5.6) 0 0 1(5.6) 0

Cardiac disorders



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

-Total 5 (27.8) 4(22.2) 1(5.6) 0 0

Tachycardia 3(16.7) 2(11.1) 1(5.6) 0 0

Bradycardia 1(5.6) 1(5.6) 0 0 0

Cardiac discomfort 1(5.6) 1(5.6) 0 0 0

Sinus bradycardia 1(5.6) 1(5.6) 0 0 0
Congenital, familial and genetic disorders

-Total 1(5.6) 1(5.6) 0 0

Talipes 1(5.6) 1(5.6) 0
Ear and labyrinth disorders

-Total 1(5.6) 1(5.6)

Vertigo 1(5.6) 1(5.6) 0
Eye disorders

-Total 4(22.2) 2(11.1) 1(5.6) 1(5.6) 0

Amaurosis 1(5.6) 0 0 1(5.6) 0

Astigmatism 1(5.6) 1(5.6) 0 0 0

Conjunctival haemorrhage 1(5.6) 1(5.6) 0 0 0

Conjunctivitis allergic 1(5.6) 0 1(5.6) 0 0

Hypermetropia 1(5.6) 1(5.6) 0 0 0

Optic atrophy 1(5.6) 0 1(5.6) 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vitreous opacities 1(5.6) 1(5.6) 0 0 0
Gastrointestinal disorders
-Total 13 (72.2) 7 (38.9) 4(22.2) 2(11.1) 0
Nausea 8 (44.4) 3(16.7) 4(22.2) 1(5.6) 0
Vomiting 5(27.8) 4 (22.2) 1(5.6) 0 0
Diarrhoea 4(22.2) 3 (16.7) 0 1(5.6) 0
Abdominal pain 1(5.6) 1(5.6) 0 0 0
Abdominal pain upper 1(5.6) 1(5.6) 0 0 0
Constipation 1(5.6) 1(5.6) 0 0 0
Dyspepsia 1(5.6) 1(5.6) 0 0 0
Gastrointestinal pain 1(5.6) 1(5.6) 0 0 0
Gingival swelling 1(5.6) 0 1(5.6) 0 0
General disorders and administration site
conditions
-Total 13 (72.2) 6 (33.3) 5(27.8) 2(11.1) 0
Pyrexia 6 (33.3) 2(11.1) 3(16.7) 1(5.6) 0
Pain 2(11.2) 0 2(11.2) 0 0
Asthenia 1(5.6) 1(5.6) 0 0 0
Catheter site erythema 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Catheter site pruritus 1(5.6) 1(5.6) 0 0 0

Chills 1(5.6) 1(5.6) 0 0 0

Face oedema 1(5.6) 0 0 1(5.6) 0

Fatigue 1(5.6) 0 1(5.6) 0 0

Localised oedema 1(5.6) 0 0 1(5.6) 0

Oedema 1(5.6) 0 1(5.6) 0 0

Oedema peripheral 1(5.6) 1(5.6) 0 0 0
Hepatobiliary disorders

-Total 3(16.7) 1(5.6) 1(5.6) 1(5.6) 0

Hepatic steatosis 1(5.6) 1(5.6) 0 0 0

Hepatocellular injury 1(5.6) 0 0 1(5.6) 0

Hepatotoxicity 1(5.6) 0 1(5.6) 0 0
Immune system disorders

-Total 13 (72.2) 2 (11.1) 5 (27.8) 3(16.7) 3 (16.7)

Cytokine release syndrome 12 (66.7) 3(16.7) 3(16.7) 3(16.7) 3(16.7)

Hypogammaglobulinaemia 4 (22.2) 1(5.6) 3 (16.7) 0 0

Haemophagocytic lymphohistiocytosis 3(16.7) 0 1(5.6) 2(11.1) 0
Infections and infestations

-Total 12 (66.7) 2 (11.1) 4(22.2) 5 (27.8) 1(5.6)



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Nasopharyngitis 4 (22.2) 4 (22.2) 0 0 0
Rhinitis 3(16.7) 2(11.1) 1(5.6) 0 0
Herpes zoster 2(11.1) 0 1(5.6) 1(5.6) 0
Sepsis 2 (11.1) 0 0 1(5.6) 1(5.6)
Atypical pneumonia 1(5.6) 0 0 1(5.6) 0
Bacterial infection 1(5.6) 0 0 1(5.6) 0
Device related infection 1(5.6) 0 0 1(5.6) 0
Enterovirus infection 1(5.6) 1(5.6) 0 0 0
Eye infection 1(5.6) 0 1(5.6) 0 0
Infection 1(5.6) 0 1(5.6) 0 0
Otitis externa 1(5.6) 0 1(5.6) 0 0
Otitis media 1(5.6) 1(5.6) 0 0 0
Paronychia 1(5.6) 0 1(5.6) 0 0
Pneumonia 1(5.6) 0 0 1(5.6) 0
Systemic infection 1(5.6) 0 0 1(5.6) 0
Tooth infection 1(5.6) 0 1(5.6) 0 0
Upper respiratory tract infection 1(5.6) 0 1(5.6) 0 0
Viral upper respiratory tract infection 1(5.6) 0 1(5.6) 0 0
Vulvitis 1(5.6) 0 1(5.6) 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Injury, poisoning and procedural
complications
-Total 3(16.7) 0 2 (11.1) 1(5.6) 0
Femoral neck fracture 1(5.6) 0 1(5.6) 0 0
Ligament sprain 1(5.6) 0 1(5.6) 0 0
Periorbital haematoma 1(5.6) 0 0 1(5.6) 0
Procedural pain 1(5.6) 0 1(5.6) 0 0
Thermal burn 1(5.6) 0 1(5.6) 0 0
Investigations
-Total 8 (44.4) 0 3(16.7) 2 (11.1) 3 (16.7)
Immunoglobulins decreased 3(16.7) 0 1(5.6) 2(11.1) 0
Lymphocyte count decreased 3(16.7) 1(5.6) 0 2(11.1) 0
Neutrophil count decreased 3(16.7) 0 0 0 3 (16.7)
White blood cell count decreased 3(16.7) 1(5.6) 0 0 2(11.1)
Platelet count decreased 2(11.1) 0 0 1(5.6) 1(5.6)
Activated partial thromboplastin time 1(5.6) 1(5.6) 0 0 0
prolonged
Alanine aminotransferase increased 1(5.6) 1(5.6) 0 0 0

Antithrombin iii decreased 1(5.6) 0 1(5.6) 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Aspartate aminotransferase increased 1(5.6) 1(5.6) 0 0 0
Blood bilirubin increased 1(5.6) 0 1(5.6) 0 0
Blood chloride increased 1(5.6) 1(5.6) 0 0 0
Blood lactate dehydrogenase increased 1(5.6) 1(5.6) 0 0 0
Blood potassium decreased 1(5.6) 0 1(5.6) 0 0
Blood uric acid increased 1(5.6) 0 1(5.6) 0 0
C-reactive protein increased 1(5.6) 0 1(5.6) 0 0
Cytomegalovirus test positive 1(5.6) 1(5.6) 0 0 0
Electrocardiogram repolarisation 1(5.6) 1(5.6) 0 0 0
abnormality
Lymph node palpable 1(5.6) 1(5.6) 0 0
Protein total decreased 1(5.6) 1(5.6) 0
Metabolism and nutrition disorders
-Total 8 (44.4) 3(16.7) 3(16.7) 2 (11.1) 0
Decreased appetite 3(16.7) 2(11.2) 0 1(5.6) 0
Hypoalbuminaemia 3 (16.7) 1(5.6) 1(5.6) 1(5.6) 0
Hyperglycaemia 2(11.1) 1(5.6) 0 1(5.6) 0
Hyperuricaemia 2(11.1) 2 (11.2) 0 0 0
Hypocalcaemia 2(11.1) 0 2(11.2) 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dehydration 1(5.6) 0 1(5.6) 0 0
Hypercalcaemia 1(5.6) 1(5.6) 0 0 0
Hyperkalaemia 1(5.6) 0 1(5.6) 0 0
Hypokalaemia 1(5.6) 0 1(5.6) 0 0
Hypomagnesaemia 1(5.6) 1(5.6) 0 0 0
Hyponatraemia 1(5.6) 0 1(5.6) 0 0
Hypophosphataemia 1(5.6) 1(5.6) 0 0 0
Lactic acidosis 1(5.6) 0 0 1(5.6) 0
Vitamin d deficiency 1(5.6) 1(5.6) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 7 (38.9) 3(16.7) 2 (11.1) 2 (11.1) 0
Arthralgia 2(11.2) 0 0 2(11.1) 0
Back pain 2(11.1) 1(5.6) 1(5.6) 0 0
Bone pain 1(5.6) 0 1(5.6) 0 0
Joint stiffness 1(5.6) 1(5.6) 0 0 0
Myalgia 1(5.6) 0 1(5.6) 0 0
Neck pain 1(5.6) 0 1(5.6) 0 0
Osteonecrosis 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Osteopenia 1(5.6) 1(5.6) 0 0 0
Pain in extremity 1(5.6) 1(5.6) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 1(5.6) 1(5.6) 0
Acute lymphocytic leukaemia recurrent 1(5.6) 1(5.6) 0
Nervous system disorders
-Total 9 (50.0) 1(5.6) 7 (38.9) 1(5.6) 0
Headache 5 (27.8) 0 4(22.2) 1(5.6) 0
Intention tremor 2(11.1) 1(5.6) 1(5.6) 0 0
Seizure 2(11.1) 0 2(11.1) 0 0
Cerebral atrophy 1(5.6) 1(5.6) 0 0 0
Neurological decompensation 1(5.6) 0 1(5.6) 0 0
Tremor 1(5.6) 0 1(5.6) 0 0
Psychiatric disorders
-Total 2 (11.1) 1(5.6) 1(5.6) 0 0
Delirium 1(5.6) 1(5.6) 0 0 0
Disorientation 1(5.6) 0 1(5.6) 0 0
Hallucination 1(5.6) 0 1(5.6) 0 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Renal and urinary disorders
-Total 2 (11.1) 1(5.6) 1(5.6) 0
Dysuria 1(5.6) 1(5.6) 0
Polyuria 1(5.6) 0 1(5.6) 0
Reproductive system and breast disorders
-Total 1(5.6) 0 0 1(5.6) 0
Ovarian failure 1(5.6) 1(5.6) 0
Respiratory, thoracic and mediastinal
disorders
-Total 6 (33.3) 2(11.1) 3(16.7) 1(5.6) 0
Oropharyngeal pain 3(16.7) 1(5.6) 2(11.1) 0 0
Cough 2(11.1) 0 2(11.1) 0 0
Epistaxis 2(11.1) 2(11.2) 0 0 0
Dyspnoea 1(5.6) 0 1(5.6) 0 0
Hypoxia 1(5.6) 0 0 1(5.6) 0
Increased upper airway secretion 1(5.6) 1(5.6) 0 0 0
Nasal congestion 1(5.6) 1(5.6) 0 0 0
Pharyngeal erythema 1(5.6) 0 1(5.6) 0 0
Pulmonary granuloma 1(5.6) 0 0 1(5.6) 0



Timing: Any time post CTL019 infusion, Age: >=10 years to <18 years

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Stridor 1(5.6) 0 1(5.6) 0 0
Skin and subcutaneous tissue disorders
-Total 6 (33.3) 3(16.7) 3(16.7) 0 0
Petechiae 2 (11.1) 1(5.6) 1(5.6) 0 0
Pruritus 2 (11.1) 1(5.6) 1(5.6) 0 0
Rash 2 (11.1) 2 (11.1) 0 0 0
Dermatitis acneiform 1(5.6) 1(5.6) 0 0 0
Dry skin 1(5.6) 1(5.6) 0 0 0
Ingrowing nail 1(5.6) 0 1(5.6) 0 0
Skin discolouration 1(5.6) 1(5.6) 0 0 0
Vascular disorders
-Total 6 (33.3) 1(5.6) 0 5 (27.8) 0
Hypertension 3(16.7) 0 0 3(16.7) 0
Hot flush 1(56) 1(5.6) 0 0 0
Hypotension 1(5.6) 0 0 1(5.6) 0
Jugular vein thrombosis 1(5.6) 0 0 1(5.6) 0
Vascular occlusion 1(5.6) 1(5.6) 0 0 0

- A patient with multiple adverse events within a primary system organ class is



counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143a

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Age

Safety Set
Timing: Any time post CTL019 infusion, Age: >=18 years
All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 17 (100) 0 3 (17.6) 9 (52.9) 5 (29.4)
Blood and lymphatic system disorders
-Total 10 (58.8) 3(17.6) 3(17.6) 3(17.6) 1(5.9)
Thrombocytopenia 3(17.6) 0 1(5.9) 1(5.9) 1(5.9)
Anaemia 2 (11.8) 2 (11.8) 0 0 0
B-cell aplasia 2 (11.8) 0 1(5.9) 1(5.9) 0
Bone marrow failure 1(5.9) 0 0 1(5.9) 0
Disseminated intravascular coagulation 1(5.9) 0 0 1(5.9) 0
Febrile neutropenia 1(5.9) 0 1(5.9) 0 0
Neutropenia 1(5.9) 0 1(5.9) 0 0
Splenomegaly 1(5.9) 1(5.9) 0 0 0

Cardiac disorders



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 3(17.6) 2 (11.8) 0 1(5.9) 0
Tachycardia 2 (11.8) 2 (11.8) 0 0 0
Left ventricular dysfunction 1(5.9) 0 0 1(5.9) 0
Eye disorders
-Total 2 (11.8) 2 (11.8) 0 0 0
Dry eye 1(5.9) 1(5.9) 0 0 0
Lacrimation increased 1(5.9) 1(5.9) 0 0 0
Vision blurred 1(5.9) 1(5.9) 0 0 0
Gastrointestinal disorders
-Total 9 (52.9) 2 (11.8) 7 (41.2) 0 0
Diarrhoea 3(17.6) 1(5.9) 2 (11.8) 0 0
Nausea 3(17.6) 1(5.9) 2 (11.8) 0 0
Abdominal pain 2 (11.8) 1(5.9) 1(5.9) 0 0
Abdominal pain upper 2 (11.8) 0 2 (11.8) 0 0
Constipation 2 (11.8) 1(5.9) 1(5.9) 0 0
Anal incontinence 1(5.9) 1(5.9) 0 0 0
Gingival bleeding 1(5.9) 0 1(5.9) 0 0
Rectal haemorrhage 1(5.9) 0 1(5.9) 0 0
Toothache 1(5.9) 1(5.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
General disorders and administration site
conditions
-Total 11 (64.7) 3(17.6) 6 (35.3) 2 (11.8) 0
Pyrexia 9 (52.9) 3(17.6) 4 (23.5) 2 (11.8) 0
Fatigue 3(17.6) 2 (11.8) 1(5.9) 0 0
Oedema peripheral 3(17.6) 2 (11.8) 1(5.9) 0 0
Catheter site haemorrhage 2 (11.8) 1(5.9) 0 1(5.9) 0
Chills 2 (11.8) 0 2 (11.8) 0 0
Asthenia 1(5.9) 1(5.9) 0 0 0
Catheter site erythema 1(5.9) 1(5.9) 0 0 0
Gait disturbance 1(5.9) 1(5.9) 0 0 0
Pain 1(5.9) 0 0 1(5.9) 0
Immune system disorders
-Total 12 (70.6) 3(17.6) 5 (29.4) 2(11.8) 2 (11.8)
Cytokine release syndrome 10 (58.8) 2 (11.8) 4 (23.5) 2 (11.8) 2 (11.8)
Hypogammaglobulinaemia 2(11.8) 1(5.9) 1(5.9) 0 0
Allergy to immunoglobulin therapy 1(5.9) 1(5.9) 0 0 0
Drug hypersensitivity 1(5.9) 0 1(5.9) 0 0

Infections and infestations



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

-Total 11 (64.7) 0 4 (23.5) 6 (35.3) 1(5.9)
Herpes zoster 2 (11.8) 0 2 (11.8) 0 0
Respiratory syncytial virus infection 2 (11.8) 0 1(5.9) 1(5.9) 0
Aspergillus infection 1(5.9) 0 0 1(5.9) 0
Bronchitis 1(5.9) 1(5.9) 0 0 0
Candida infection 1(5.9) 0 0 1(5.9) 0
Cellulitis orbital 1(5.9) 0 0 1(5.9) 0
Central nervous system infection 1(5.9) 0 0 0 1(5.9)
Cerebral fungal infection 1(5.9) 0 0 0 1(5.9)
Cystitis 1(5.9) 0 1(5.9) 0 0
Device related infection 1(5.9) 0 1(5.9) 0 0
Escherichia urinary tract infection 1(5.9) 0 1(5.9) 0 0
Infection 1(5.9) 0 0 1(5.9) 0
Influenza 1(5.9) 0 0 1(5.9) 0
Nasopharyngitis 1(5.9) 1(5.9) 0 0 0
Oral fungal infection 1(5.9) 0 1(5.9) 0 0
Oral herpes 1(5.9) 0 1(5.9) 0 0
Pneumonia haemophilus 1(5.9) 0 0 1(5.9) 0
Pseudomembranous colitis 1(5.9) 0 1(5.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Septic shock 1(5.9) 0 0 1(5.9) 0
Sinusitis 1(5.9) 0 1(5.9) 0 0
Tonsillitis 1(5.9) 0 0 1(5.9) 0
Vascular device infection 1(5.9) 0 0 1(5.9) 0
Injury, poisoning and procedural complications
-Total 1(5.9) 0 1(5.9) 0 0
Procedural pain 1(5.9) 1(5.9) 0
Investigations

-Total 10 (58.8) 2 (11.8) 4 (23.5) 3(17.6) 1(5.9)
Alanine aminotransferase increased 2 (11.8) 2 (11.8) 0 0 0
Aspartate aminotransferase increased 2 (11.8) 2 (11.8) 0 0 0
Blood creatinine increased 2 (11.8) 2 (11.8) 0 0 0
Immunoglobulins decreased 2 (11.8) 0 1(5.9) 0 1(5.9)
Platelet count decreased 2 (11.8) 0 1(5.9) 1(5.9) 0
Blood alkaline phosphatase increased 1(5.9) 1(5.9) 0 0 0
Blood fibrinogen decreased 1(5.9) 0 1(5.9) 0 0
Blood fibrinogen increased 1(5.9) 1(5.9) 0 0 0
Blood urea increased 1(5.9) 1(5.9) 0 0 0
Chlamydia test positive 1(5.9) 0 1(5.9) 0 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Clostridium test positive 1(5.9) 0 1(5.9) 0 0
Fungal test positive 1(5.9) 0 0 1(5.9) 0
Gamma-glutamyltransferase increased 1(5.9) 0 1(5.9) 0 0
Monocyte count decreased 1(5.9) 1(5.9) 0 0 0
Neutrophil count decreased 1(5.9) 0 0 1(5.9) 0
Prothrombin time prolonged 1(5.9) 1(5.9) 0 0 0
Serum ferritin increased 1(5.9) 1(5.9) 0 0 0
Vitamin d decreased 1(5.9) 1(5.9) 0 0 0
White blood cell count decreased 1(5.9) 0 0 1(5.9) 0
Metabolism and nutrition disorders
-Total 7 (41.2) 2 (11.8) 4 (23.5) 1(5.9) 0
Hypokalaemia 3(17.6) 3(17.6) 0 0 0
Hypomagnesaemia 3(17.6) 2 (11.8) 1(5.9) 0 0
Hyperphosphataemia 2 (11.8) 2 (11.8) 0 0 0
Hypocalcaemia 2 (11.8) 1(5.9) 1(5.9) 0 0
Hypophosphataemia 2(11.8) 1(5.9) 1(5.9) 0 0
Dehydration 1(5.9) 0 0 1(5.9) 0
Fluid retention 1(5.9) 0 1(5.9) 0 0
Hypercalcaemia 1(5.9) 1(5.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hyperferritinaemia 1(5.9) 0 1(5.9) 0 0
Hypoalbuminaemia 1(5.9) 1(5.9) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 7 (41.2) 2 (11.8) 4 (23.5) 1(5.9) 0
Arthralgia 3(17.6) 1(5.9) 2(11.8) 0 0
Back pain 2 (11.8) 2 (11.8) 0 0 0
Bone pain 1(5.9) 0 1(5.9) 0 0
Joint effusion 1(5.9) 0 0 1(5.9) 0
Muscular weakness 1(5.9) 1(5.9) 0 0 0
Myalgia 1(5.9) 1(5.9) 0 0 0
Osteoporosis 1(5.9) 0 1(5.9) 0 0
Pain in extremity 1(5.9) 0 1(5.9) 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 4 (23.5) 0 0 2(11.8) 2(11.8)
Acute lymphocytic leukaemia recurrent 2(11.8) 0 0 0 2 (11.8)
Acute lymphocytic leukaemia 1(5.9) 0 0 1(5.9) 0
Neoplasm progression 1(5.9) 0 0 1(5.9) 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Nervous system disorders

-Total 7 (41.2) 2 (11.8) 2(11.8) 2(11.8) 1(5.9)

Neuralgia 2 (11.8) 0 2 (11.8) 0 0

Somnolence 2 (11.8) 0 0 2 (11.8) 0

Dizziness 1(5.9) 1(5.9) 0 0 0

Dyskinesia 1(5.9) 0 0 1(5.9) 0

Encephalopathy 1(5.9) 0 0 0 1(5.9)

Head discomfort 1(5.9) 1(5.9) 0 0 0

Headache 1(5.9) 0 1(5.9) 0 0

Hyperkinesia 1(5.9) 1(5.9) 0 0 0

Seizure 1(5.9) 1(5.9) 0 0 0
Product issues

-Total 1(5.9) 0 1(5.9) 0

Device occlusion 1(5.9) 0 1(5.9) 0
Psychiatric disorders

-Total 4 (23.5) 2 (11.8) 2(11.8) 0 0

Insomnia 2(11.8) 0 2 (11.8) 0 0

Anxiety 1(5.9) 0 1(5.9) 0 0

Confusional state 1(5.9) 1(5.9) 0 0 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Disorientation 1(5.9) 1(5.9) 0 0 0

Initial insomnia 1(5.9) 1(5.9) 0 0 0

Restlessness 1(5.9) 0 1(5.9) 0 0
Renal and urinary disorders

-Total 2 (11.8) 1(5.9) 1(5.9) 0 0

Chromaturia 1(5.9) 1(5.9) 0 0 0

Renal impairment 1(5.9) 0 1(5.9) 0 0
Reproductive system and breast disorders

-Total 2 (11.8) 2 (11.8) 0 0 0

Metrorrhagia 1(5.9) 1(5.9)

Vulvovaginal dryness 1(5.9) 1(5.9) 0
Respiratory, thoracic and mediastinal disorders

-Total 6 (35.3) 2 (11.8) 3(17.6) 1(59) 0

Cough 2 (11.8) 2 (11.8) 0 0 0

Hypoxia 2 (11.8) 0 2(11.8) 0 0

Tachypnoea 2(11.8) 2(11.8) 0 0 0

Dyspnoea 1(5.9) 1(5.9) 0 0 0

Epistaxis 1(5.9) 1(5.9) 0 0 0

Lung disorder 1(5.9) 0 0 1(5.9) 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pleural effusion 1(5.9) 0 1(5.9) 0 0
Rhinorrhoea 1(5.9) 1(5.9) 0 0 0
Skin and subcutaneous tissue disorders
-Total 9 (52.9) 5 (29.4) 4 (23.5) 0 0
Erythema 3(17.6) 3(17.6) 0 0 0
Ingrowing nail 2 (11.8) 1(5.9) 1(5.9) 0 0
Petechiae 2 (11.8) 2 (11.8) 0 0 0
Rash 2 (11.8) 1(5.9) 1(5.9) 0 0
Acne 1(5.9) 1(5.9) 0 0 0
Decubitus ulcer 1(5.9) 0 1(5.9) 0 0
Dry skin 1(5.9) 0 1(5.9) 0 0
Eczema 1(5.9) 0 1(5.9) 0 0
Hangnail 1(5.9) 1(5.9) 0 0 0
Pruritus 1(5.9) 1(5.9) 0 0 0
Urticaria 1(5.9) 0 1(5.9) 0 0
Vascular disorders
-Total 4 (23.5) 2 (11.8) 1(5.9) 1(5.9) 0
Hypotension 2(11.8) 2(11.8) 0 0 0
Capillary leak syndrome 1(5.9) 0 0 1(5.9) 0



Timing: Any time post CTL0O19 infusion, Age: >=18 years

All patients
N=17
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pallor 1(5.9) 0 1(5.9) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 143b
Adverse events post CTL0O19 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set
Timing: within 8 weeks post CTL019 infusion, Gender: Male
All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 41 (100) 2(4.9) 10 (24.4) 7(17.1) 22 (53.7)
Blood and lymphatic system disorders
-Total 22 (53.7) 3(7.3) 5(12.2) 9 (22.0) 5(12.2)
Anaemia 10 (24.4) 3(7.3) 2(4.9) 5(12.2) 0
Febrile neutropenia 4(9.8) 0 1(2.4) 3(7.3) 0
Neutropenia 4(9.8) 0 0 0 4(9.8)
Thrombocytopenia 3(7.3) 0 1(.4) 12.4) 1(2.4)
Disseminated intravascular coagulation 2(4.9) 0 1(.4) 12.4) 0
Bone marrow failure 1(2.4) 0 0 124) 0
Coagulation factor deficiency 1(2.4) 0 0 1(2.4) 0
Leukopenia 1(2.4) 0 0 1(2.4) 0

Cardiac disorders
-Total 9 (22.0) 5(12.2) 2(4.9) 2(4.9) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tachycardia 4(9.8) 2(4.9) 2(4.9) 0 0
Left ventricular dysfunction 2(4.9) 0 0 2(4.9) 0
Sinus bradycardia 2(4.9) 2(4.9) 0 0 0
Sinus tachycardia 2(4.9) 2(4.9) 0 0 0
Bradycardia 1(2.4) 1(.4) 0 0 0
Cardiac discomfort 1(2.4) 1(.4) 0 0 0
Pericardial effusion 1(2.4) 0 1(2.4) 0 0
Congenital, familial and genetic disorders
-Total 1(2.4) 1(2.4) 0
Talipes 1(2.4) 1(2.4) 0
Eye disorders
-Total 4(9.8) 2(4.9) 1(2.4) 1(2.4) 0
Amaurosis 1(2.4) 0 0 1(2.4) 0
Blepharospasm 1(2.4) 1(2.4) 0 0 0
Diplopia 1(24) 0 1(2.4) 0 0
Dry eye 1(2.4) 1(2.4) 0 0 0
Optic atrophy 1(2.4) 0 1(2.4) 0 0
Vitreous opacities 1(2.4) 1(2.4) 0 0 0

Gastrointestinal disorders



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 20 (48.8) 5(12.2) 12 (29.3) 3(7.3) 0
Diarrhoea 9 (22.0) 6 (14.6) 2(4.9) 1(2.4) 0
Nausea 7(17.1) 0 7(17.1) 0 0
Vomiting 5(12.2) 3(7.3) 2(4.9) 0 0
Abdominal pain 4(9.8) 3(7.3) 1(2.4) 0 0
Abdominal pain upper 2(4.9) 1(2.4) 1(2.4) 0 0
Constipation 2(4.9) 2(4.9) 0 0 0
Paraesthesia oral 2(4.9) 1(2.4) 1(2.4) 0 0
Abdominal distension 1(2.4) 1(2.4) 0 0 0
Anal fissure 1(2.4) 0 1(2.4) 0 0
Anal fistula 1(2.4) 1(2.4) 0 0 0
Anal haemorrhage 1(2.4) 1(2.4) 0 0 0
Anal incontinence 1(2.4) 1(2.4) 0 0 0
Dyspepsia 1(2.4) 1(2.4) 0 0 0
Gastrointestinal haemorrhage 1(24) 0 0 1(2.4) 0
Gastrointestinal pain 1(2.4) 1(2.4) 0 0 0
Gingival bleeding 1(2.4) 0 1(2.4) 0 0
Gingival swelling 1(2.4) 0 1(2.4) 0 0
Hypoaesthesia oral 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lip dry 1(2.4) 1(24) 0 0 0
Lip haemorrhage 1(2.4) 1(2.4) 0 0 0
Proctalgia 1(2.4) 1(2.4) 0 0 0
Rectal haemorrhage 1(2.4) 0 1(2.4) 0 0
Rectal ulcer 1(2.4) 0 0 1(2.4) 0
Upper gastrointestinal haemorrhage 1(2.4) 1(.4) 0 0 0
General disorders and administration site
conditions
-Total 22 (53.7) 9 (22.0) 10 (24.4) 3(7.3) 0
Pyrexia 14 (34.1) 6 (14.6) 6 (14.6) 2(4.9) 0
Face oedema 4(9.8) 3(7.3) 0 1(2.4) 0
Fatigue 4(9.8) 2(4.9) 2(4.9) 0 0
Oedema peripheral 3(7.3) 3(7.3) 0 0 0
Pain 3(7.3) 1(24) 2(4.9) 0 0
Asthenia 2(4.9) 2(4.9) 0 0 0
Catheter site pain 2(4.9) 2(4.9) 0 0 0
Localised oedema 2(4.9) 1(2.4) 0 1(2.4) 0
Catheter site erythema 1(2.4) 1(2.4) 0 0 0
Catheter site haemorrhage 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Catheter site pruritus 1(2.4) 1(2.4) 0 0 0
Chills 1(2.4) 0 1(2.4) 0 0
Non-cardiac chest pain 1(2.4) 1(2.4) 0 0 0
Oedema 1(2.4) 0 1(2.4) 0 0
Hepatobiliary disorders
-Total 5(12.2) 2(4.9) 0 2(4.9) 1(2.4)
Cholestasis 1(2.4) 0 0 1(2.4) 0
Gallbladder oedema 1(2.4) 1(2.4) 0 0 0
Hepatic steatosis 1(2.4) 1(2.4) 0 0 0
Hepatocellular injury 1(2.4) 0 0 1(2.4) 0
Hepatosplenomegaly 1(2.4) 0 0 0 1(2.4)
Immune system disorders

-Total 32 (78.0) 7(17.1) 10 (24.4) 6 (14.6) 9 (22.0)
Cytokine release syndrome 29 (70.7) 7(17.1) 7(17.1) 6 (14.6) 9 (22.0)
Hypogammaglobulinaemia 8 (19.5) 1(2.4) 7(17.1) 0 0
Allergy to immunoglobulin therapy 2(4.9) 2(4.9) 0 0 0
Haemophagocytic lymphohistiocytosis 2(4.9) 0 1(2.4) 1(2.4) 0
Atopy 1(2.4) 1(2.4) 0 0 0
Drug hypersensitivity 1(2.4) 0 1(2.4) 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Infections and infestations

-Total 15 (36.6) 1(2.4) 8 (19.5) 4(9.8) 2(4.9)
Candida infection 2(4.9) 1(2.4) 0 1(2.4) 0
Device related infection 2(4.9) 0 2((4.9) 0 0
Sepsis 2(4.9) 0 0 1(2.4) 1(2.4)
Aspergillus infection 1(2.4) 0 0 1(2.4) 0
Bacterial infection 1(2.4) 0 0 1(2.4) 0
Cellulitis 1(2.4) 0 1(2.4) 0 0
Central nervous system infection 1(2.4) 0 0 0 1(2.4)
Cerebral fungal infection 1(2.4) 0 0 0 1(2.4)
Eye infection 1(2.4) 0 1(2.4) 0 0
Helminthic infection 1(2.4) 1(2.4) 0 0 0
Herpes zoster 1(2.4) 0 1(2.4) 0 0
Infection 1(2.4) 0 0 1(2.4) 0
Nasopharyngitis 1(24) 1(2.4) 0 0 0
Oral fungal infection 1(2.4) 0 1(2.4) 0 0
Paronychia 1(2.4) 0 1(2.4) 0 0
Respiratory syncytial virus infection 1(2.4) 0 1(2.4) 0 0
Respiratory tract infection 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Systemic infection 1(2.4) 0 0 1(2.4) 0
Upper respiratory tract infection 1(2.4) 0 1(2.4) 0 0
Urinary tract infection viral 1(2.4) 0 1(2.4) 0 0
Vascular device infection 1(2.4) 0 0 1(2.4) 0
Injury, poisoning and procedural complications
-Total 7 (17.1) 1(2.4) 5(12.2) 1(2.4) 0
Allergic transfusion reaction 1(2.4) 0 1(2.4) 0 0
Contusion 1(2.4) 1(2.4) 0 0 0
Fall 1(2.4) 1(2.4) 0 0 0
Femoral neck fracture 1(2.4) 0 1(2.4) 0 0
Infusion related reaction 1(2.4) 0 1(2.4) 0 0
Periorbital haematoma 1(2.4) 0 0 1(2.4) 0
Post procedural haemorrhage 1(2.4) 1(2.4) 0 0 0
Procedural pain 1(2.4) 0 1(2.4) 0 0
Stoma site erythema 1(24) 0 1(2.4) 0 0
Stoma site haemorrhage 1(2.4) 1(2.4) 0 0 0
Subcutaneous haematoma 1(2.4) 1(2.4) 0 0 0
Thermal burn 1(2.4) 0 1(2.4) 0 0
Transfusion reaction 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Investigations
-Total 25 (61.0) 3(7.3) 8 (19.5) 4(9.8) 10 (24.4)
Neutrophil count decreased 7(17.1) 1(2.4) 0 1(2.4) 5(12.2)
White blood cell count decreased 7 (17.1) 0 2((4.9) 1(2.4) 4(9.8)
Platelet count decreased 6 (14.6) 1(.4) 1(2.4) 1(2.4) 3(7.3)
Aspartate aminotransferase increased 4(9.8) 2(4.9) 1(2.4) 1(2.4) 0
Immunoglobulins decreased 4(9.8) 0 2((4.9) 1(2.4) 1(24)
Blood fibrinogen decreased 3(7.3) 0 1(2.4) 2(4.9) 0
Alanine aminotransferase increased 2((4.9) 1(2.4) 0 12.4) 0
Blood alkaline phosphatase increased 2(4.9) 2(4.9) 0 0 0
Blood bilirubin increased 2(4.9) 0 1(2.4) 0 1(24)
Blood creatinine increased 2(4.9) 2(4.9) 0 0 0
C-reactive protein increased 2(4.9) 1(2.4) 1(2.4) 0 0
Prothrombin time prolonged 2(4.9) 2(4.9) 0 0 0
Serum ferritin increased 2(4.9) 2(4.9) 0 0 0
Ammonia increased 1(2.4) 1(2.4) 0 0 0
Antithrombin iii decreased 1(2.4) 0 1(2.4) 0 0
Blood chloride increased 1(2.4) 1(2.4) 0 0 0
Blood lactate dehydrogenase increased 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blood potassium decreased 1(2.4) 0 1(2.4) 0 0
Blood urea decreased 1(2.4) 1(2.4) 0 0 0
Blood urea increased 1(2.4) 1(2.4) 0 0 0
Blood uric acid increased 1(2.4) 0 1(2.4) 0 0
Blood urine present 1(2.4) 0 1(2.4) 0 0
Electrocardiogram repolarisation abnormality 1(2.4) 1(.4) 0 0 0
Fungal test positive 1(2.4) 0 0 1(2.4) 0
Gamma-glutamyltransferase increased 1(2.4) 0 1(2.4) 0 0
Haemoglobin decreased 1(2.4) 0 0 12.4) 0
Heart sounds abnormal 1(2.4) 1(2.4) 0 0 0
International normalised ratio increased 1(2.4) 1(2.4) 0 0 0
Lipase increased 1(2.4) 1(2.4) 0 0 0
Lymphocyte count decreased 1(2.4) 0 0 1(2.4) 0
Protein total decreased 1(2.4) 0 1(2.4) 0 0
Metabolism and nutrition disorders
-Total 22 (53.7) 11 (26.8) 6 (14.6) 4(9.8) 1(2.4)
Hypokalaemia 10 (24.4) 5(12.2) 1(2.4) 4(9.8) 0
Hypoalbuminaemia 6 (14.6) 2(4.9) 3(7.3) 1(2.4) 0
Hypophosphataemia 6 (14.6) 4(9.8) 1(2.4) 1(2.4) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Decreased appetite 5(12.2) 4(9.8) 0 1(2.4) 0
Hypocalcaemia 4(9.8) 1(2.4) 2(4.9) 0 1(24)
Hypomagnesaemia 3(7.3) 3(7.3) 0 0 0
Hyperglycaemia 2(4.9) 1(.4) 0 1(2.4) 0
Hyperphosphataemia 2(4.9) 2(4.9) 0 0 0
Hyperuricaemia 2(4.9) 2(4.9) 0 0 0
Dehydration 1(2.4) 0 1(2.4) 0 0
Fluid retention 1(2.4) 0 1(2.4) 0 0
Hypercalcaemia 1(2.4) 1(2.4) 0 0 0
Hyperkalaemia 1(2.4) 0 1(2.4) 0 0
Hyponatraemia 1(2.4) 0 1(2.4) 0 0
Tumour lysis syndrome 1(2.4) 0 0 0 1(2.4)
Musculoskeletal and connective tissue
disorders

-Total 12 (29.3) 5(12.2) 6 (14.6) 1(2.4) 0
Arthralgia 3(7.3) 0 2(4.9) 1(2.4) 0
Myalgia 3(7.3) 2(4.9) 1(2.4) 0 0
Pain in extremity 3(7.3) 2(4.9) 1(2.4) 0 0
Bone pain 2(4.9) 0 2(4.9) 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Muscular weakness 2(4.9) 1(2.4) 1(2.4) 0 0
Back pain 1(2.4) 1(2.4) 0 0 0
Joint stiffness 1(2.4) 1(2.4) 0 0 0
Osteonecrosis 1(2.4) 1(.4) 0 0 0
Osteopenia 1(2.4) 1(.4) 0 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 3(7.3) 0 0 1(2.4) 2(4.9)
Acute lymphocytic leukaemia recurrent 1(2.4) 0 0 0 1(2.4)
Leukaemia 1(24) 0 0 0 1(24)
Neoplasm progression 1(2.4) 0 0 1(2.4) 0
Nervous system disorders
-Total 17 (41.5) 4(9.8) 9 (22.0) 4(9.8) 0
Headache 6 (14.6) 2(4.9) 4(9.8) 0 0
Seizure 5(12.2) 1(2.4) 2(4.9) 2(4.9) 0
Tremor 3(7.3) 2(4.9) 1(2.4) 0 0
Intention tremor 2(4.9) 1(2.4) 1(2.4) 0 0
Cerebral atrophy 1(2.4) 1(2.4) 0 0 0
Depressed level of consciousness 1(2.4) 0 0 1(2.4) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dysgeusia 1(2.4) 1(2.4) 0 0 0
Dyskinesia 1(2.4) 0 0 1(2.4) 0
Encephalopathy 1(2.4) 0 0 1(2.4) 0
Hyperkinesia 1(2.4) 1(.4) 0 0 0
Lethargy 1(2.4) 0 1(2.4) 0 0
Nervous system disorder 1(2.4) 0 1(2.4) 0 0
Neuralgia 1(2.4) 0 1(2.4) 0 0
Neurological decompensation 1(2.4) 0 1(2.4) 0 0
Product issues
-Total 1(2.4) 0 1(2.4) 0
Device occlusion 1(2.4) 1(2.4) 0
Psychiatric disorders
-Total 7(17.1) 3(7.3) 3(7.3) 1(2.4) 0
Agitation 2(4.9) 0 1(2.4) 1(2.4) 0
Confusional state 2(4.9) 0 1(2.4) 1(2.4) 0
Delirium 2(4.9) 1(2.4) 1(2.4) 0 0
Anxiety 1(2.4) 1(2.4) 0 0 0
Disorientation 1(2.4) 1(2.4) 0 0 0
Initial insomnia 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Insomnia 1(2.4) 0 1(2.4) 0 0
Renal and urinary disorders
-Total 9 (22.0) 3(7.3) 4(9.8) 1(2.4) 1(2.4)
Acute kidney injury 3(7.3) 0 1(2.4) 1(2.4) 1(24)
Dysuria 2(4.9) 1(2.4) 1(2.4) 0 0
Haematuria 2(4.9) 2(4.9) 0 0 0
Polyuria 2(4.9) 1(2.4) 1(2.4) 0 0
Chromaturia 1(2.4) 1(2.4) 0 0 0
Proteinuria 1(2.4) 1(2.4) 0 0 0
Urinary tract disorder 1(2.4) 0 1(2.4) 0 0
Reproductive system and breast disorders
-Total 1(2.4) 1(2.4) 0
Scrotal oedema 1(2.4) 1(2.4) 0
Respiratory, thoracic and mediastinal
disorders
-Total 10 (24.4) 2(4.9) 3(7.3) 4(9.8) 1(2.4)
Hypoxia 5(12.2) 0 2(4.9) 2(4.9) 1(2.4)
Cough 2(4.9) 2(4.9) 0 0 0
Epistaxis 2(4.9) 1(2.4) 1(2.4) 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Oropharyngeal pain 2(4.9) 1(2.4) 1(2.4) 0 0
Tachypnoea 2(4.9) 2(4.9) 0 0 0
Apnoea 1(2.4) 0 0 1(2.4) 0
Dyspnoea 1(2.4) 1(.4) 0 0 0
Lung disorder 1(2.4) 0 0 1(2.4) 0
Pleural effusion 1(2.4) 1(.4) 0 0 0
Rhinorrhoea 1(2.4) 1(.4) 0 0 0
Skin and subcutaneous tissue disorders
-Total 16 (39.0) 12 (29.3) 4(9.8) 0 0
Pruritus 5(12.2) 4(9.8) 1(2.4) 0 0
Petechiae 4(9.8) 3(7.3) 1(2.4) 0 0
Rash 4(9.8) 4(9.8) 0 0 0
Dry skin 3(7.3) 2(4.9) 1(2.4) 0 0
Erythema 3(7.3) 2(4.9) 1(2.4) 0 0
Urticaria 2(4.9) 1(2.4) 1(2.4) 0 0
Acne 1(2.4) 1(2.4) 0 0 0
Dermatitis acneiform 1(2.4) 1(2.4) 0 0 0
Hangnail 1(2.4) 1(2.4) 0 0 0
Ingrowing nail 1(2.4) 1(24) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Papule 1(2.4) 1(2.4) 0 0 0
Skin discolouration 1(2.4) 1(2.4) 0 0 0
Skin exfoliation 1(2.4) 1(2.4) 0 0 0
Vascular disorders
-Total 13 (31.7) 3(7.3) 3(7.3) 7 (17.1) 0
Hypertension 5(12.2) 1(.4) 1(2.4) 3(7.3) 0
Hypotension 3(7.3) 1(.4) 0 2(4.9) 0
Capillary leak syndrome 1(2.4) 0 0 124) 0
Hot flush 1(2.4) 1(2.4) 0 0 0
Jugular vein thrombosis 1(2.4) 0 0 1(2.4) 0
Lymphoedema 1(2.4) 1(2.4) 0 0 0
Pallor 1(2.4) 0 1(2.4) 0 0
Vascular occlusion 1(2.4) 1(2.4) 0 0 0
Venous thrombosis limb 1(2.4) 0 1(2.4) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.



- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143b

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set
Timing: within 8 weeks post CTLO019 infusion, Gender: Female
All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 28 (100) 5(17.9) 2(7.1) 13 (46.4) 8 (28.6)
Blood and lymphatic system disorders
-Total 12 (42.9) 3(10.7) 1(3.6) 6 (21.4) 2(7.1)
Neutropenia 4 (14.3) 0 0 2(7.1) 2(7.1)
Anaemia 3(10.7) 2(7.1) 0 1(3.6) 0
B-cell aplasia 1(3.6) 0 1(3.6) 0 0
Bone marrow failure 1(3.6) 0 0 1(3.6) 0
Disseminated intravascular coagulation 1(3.6) 0 1(3.6) 0 0
Febrile neutropenia 1(3.6) 0 0 13.6) 0
Pancytopenia 1(3.6) 0 0 1(3.6) 0
Splenomegaly 1(3.6) 1(3.6) 0 0 0
Thrombocytopenia 1(3.6) 0 0 1(3.6) 0

Cardiac disorders



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

-Total 6 (21.4) 5(17.9) 1(3.6) 0 0

Tachycardia 4 (14.3) 4 (14.3) 0 0 0

Cardiac hypertrophy 1(3.6) 0 1(3.6) 0 0

Sinus bradycardia 1(3.6) 1(3.6) 0 0 0

Sinus tachycardia 1(3.6) 1(3.6) 0 0 0
Ear and labyrinth disorders

-Total 1(3.6) 0 0 1(3.6) 0

Vertigo 1(3.6) 0 0 13.6) 0
Endocrine disorders

-Total 1(3.6) 1(3.6)

Precocious puberty 1(3.6) 1(3.6) 0
Eye disorders

-Total 3(10.7) 2(7.1) 1(3.6) 0 0

Conjunctival haemorrhage 1(3.6) 1(3.6) 0 0 0

Dry eye 1(3.6) 1(3.6) 0 0 0

Ocular hypertension 1(3.6) 0 1(3.6) 0 0

Vision blurred 1(3.6) 1(3.6) 0 0 0

Gastrointestinal disorders
-Total 14 (50.0) 8 (28.6) 4 (14.3) 2(7.1) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Diarrhoea 6 (21.4) 5(17.9) 0 1(3.6) 0
Vomiting 5(17.9) 4 (14.3) 1(3.6) 0 0
Nausea 4 (14.3) 1(3.6) 2(7.1) 1(3.6) 0
Abdominal pain 2(7.1) 1(3.6) 1(3.6) 0 0
Abdominal pain upper 1(3.6) 0 1(3.6) 0 0
Constipation 1(3.6) 0 1(3.6) 0 0
Stomatitis 1(3.6) 0 1(3.6) 0 0
General disorders and administration site
conditions

-Total 15 (53.6) 7 (25.0) 3(10.7) 4(14.3) 1(3.6)
Pyrexia 11 (39.3) 7 (25.0) 2(7.1) 2(7.1) 0
Fatigue 3(10.7) 1(3.6) 2(7.1) 0 0
Catheter site haemorrhage 1(3.6) 0 0 1(3.6) 0
Drug withdrawal syndrome 1(3.6) 0 0 1(3.6) 0
Face oedema 1(3.6) 1(3.6) 0 0 0
Mucosal inflammation 1(3.6) 0 0 1(3.6) 0
Multiple organ dysfunction syndrome 1(3.6) 0 0 0 1(3.6)
Oedema peripheral 1(3.6) 1(3.6) 0 0 0
Pain 1(3.6) 0 0 1(3.6) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Hepatobiliary disorders

-Total 1(3.6) 0 1(3.6) 0

Hepatic failure 1(3.6) 0 1(3.6) 0
Immune system disorders

-Total 20 (71.4) 4 (14.3) 8 (28.6) 4 (14.3) 4 (14.3)

Cytokine release syndrome 17 (60.7) 5(17.9) 5 (17.9) 3(10.7) 4(14.3)

Hypogammaglobulinaemia 8 (28.6) 3(10.7) 4(14.3) 13.6) 0

Allergy to immunoglobulin therapy 1(3.6) 0 1(3.6) 0 0

Haemophagocytic lymphohistiocytosis 1(3.6) 0 0 13.6) 0
Infections and infestations

-Total 11 (39.3) 1(3.6) 5(17.9) 5(17.9) 0

Bronchopulmonary aspergillosis 1(3.6) 0 1(3.6) 0 0

Cellulitis orbital 1(3.6) 0 0 1(3.6) 0

Cystitis 1(3.6) 0 1(3.6) 0 0

Influenza 1(3.6) 1(3.6) 0 0 0

Meningitis aseptic 1(3.6) 0 0 1(3.6) 0

Nail infection 1(3.6) 1(3.6) 0 0 0

Parotitis 1(3.6) 1(3.6) 0 0 0

Pneumonia 1(3.6) 0 0 1(3.6) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pneumonia viral 1(3.6) 0 1(3.6) 0 0
Pseudomembranous colitis 1(3.6) 0 1(3.6) 0 0
Rash pustular 1(3.6) 1(3.6) 0 0 0
Sinusitis 1(3.6) 0 0 1(3.6) 0
Upper respiratory tract infection 1(3.6) 0 1(3.6) 0 0
Vascular device infection 1(3.6) 0 0 13.6) 0
Viral upper respiratory tract infection 1(3.6) 0 1(3.6) 0 0
Vulvitis 1(3.6) 0 1(3.6) 0 0
Injury, poisoning and procedural
complications
-Total 1(3.6) 1(3.6)
Allergic transfusion reaction 1(3.6) 1(3.6) 0
Investigations
-Total 14 (50.0) 2(7.1) 1(3.6) 6 (21.4) 5 (17.9)
Neutrophil count decreased 4 (14.3) 0 0 2(7.1) 2(7.1)
White blood cell count decreased 4 (14.3) 0 0 2(7.1) 2(7.1)
Platelet count decreased 3(10.7) 0 1(3.6) 2(7.1) 0
Blood fibrinogen decreased 2(7.1) 0 1(3.6) 1(3.6) 0
Lymphocyte count decreased 2(71) 0 0 2(7.1) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Activated partial thromboplastin time 1(3.6) 1(3.6) 0 0 0
prolonged
Alanine aminotransferase increased 1(3.6) 1(3.6) 0 0 0
Aspartate aminotransferase increased 1(3.6) 1(3.6) 0 0 0
Blood bilirubin increased 1(3.6) 0 0 13.6) 0
Blood creatine phosphokinase increased 1(3.6) 0 0 0 1(3.6)
Blood creatinine increased 1(3.6) 0 1(3.6) 0 0
Blood fibrinogen increased 1(3.6) 1(3.6) 0 0 0
Blood magnesium increased 1(3.6) 0 0 13.6) 0
Chest x-ray abnormal 1(3.6) 1(3.6) 0 0 0
Clostridium test positive 1(3.6) 0 1(3.6) 0 0
Monocyte count decreased 1(3.6) 1(3.6) 0 0 0
Prothrombin time prolonged 1(3.6) 1(3.6) 0 0 0
Metabolism and nutrition disorders

-Total 9 (32.1) 1(3.6) 2(7.1) 5(17.9) 1(3.6)
Hypokalaemia 5(17.9) 2(7.1) 1(3.6) 2(7.1) 0
Hypocalcaemia 3(10.7) 0 0 2(7.1) 1(3.6)
Hypophosphataemia 3(10.7) 2(7.1) 0 1(3.6) 0

Dehydration 2(71) 0 0 2(7.1) 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Decreased appetite 1(3.6) 0 1(3.6) 0 0
Fluid overload 1(3.6) 0 1(3.6) 0 0
Hypernatraemia 1(3.6) 0 1(3.6) 0 0
Hypoalbuminaemia 1(3.6) 0 1(3.6) 0 0
Hyponatraemia 1(3.6) 0 0 13.6) 0
Vitamin d deficiency 1(3.6) 1(3.6) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 6 (21.4) 4 (14.3) 0 2(7.1) 0
Myalgia 3(10.7) 3(10.7) 0 0 0
Arthralgia 1(3.6) 1(3.6) 0 0 0
Joint effusion 1(3.6) 0 0 1(3.6) 0
Muscular weakness 1(3.6) 0 0 1(3.6) 0
Pain in extremity 1(3.6) 0 1(3.6) 0 0
Nervous system disorders
-Total 10 (35.7) 5(17.9) 2(7.1) 2(7.1) 1(3.6)
Headache 6 (21.4) 3(10.7) 2(7.1) 1(3.6) 0
Somnolence 2(7.1) 0 0 2(7.1) 0
Dizziness 1(3.6) 1(3.6) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Encephalopathy 1(3.6) 0 0 0 1(3.6)
Head discomfort 1(3.6) 1(3.6) 0 0 0
Seizure 1(3.6) 0 1(3.6) 0 0
Tremor 1(3.6) 1(3.6) 0 0 0
Psychiatric disorders
-Total 8 (28.6) 4 (14.3) 4 (14.3) 0 0
Anxiety 3(10.7) 1(3.6) 2(7.1) 0 0
Insomnia 3(10.7) 1(3.6) 2(7.1) 0 0
Irritability 2(7.1) 2(7.1) 0 0 0
Agitation 1(3.6) 0 1(3.6) 0 0
Disorientation 1(3.6) 0 1(3.6) 0 0
Hallucination 1(3.6) 0 1(3.6) 0 0
Restlessness 1(3.6) 0 1(3.6) 0 0
Renal and urinary disorders
-Total 2(7.1) 1(3.6) 1(3.6) 0
Renal impairment 1(3.6) 0 1(3.6) 0
Urinary incontinence 1(3.6) 1(3.6) 0 0

Respiratory, thoracic and mediastinal
disorders



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 10 (35.7) 6 (21.4) 3(10.7) 1(3.6) 0
Cough 4 (14.3) 2(7.1) 2(7.1) 0 0
Hypoxia 3(10.7) 1(3.6) 1(3.6) 1(3.6) 0
Epistaxis 1(3.6) 1(3.6) 0 0 0
Increased upper airway secretion 1(3.6) 1(3.6) 0 0 0
Oropharyngeal pain 1(3.6) 1(3.6) 0 0 0
Pleural effusion 1(3.6) 0 1(3.6) 0 0
Rhinorrhoea 1(3.6) 1(3.6) 0 0 0
Tachypnoea 1(3.6) 1(3.6) 0 0 0
Skin and subcutaneous tissue disorders
-Total 9 (32.1) 7 (25.0) 1(3.6) 1(3.6) 0
Rash 5(17.9) 3(10.7) 1(3.6) 1(3.6) 0
Erythema 2(7.1) 2(7.1) 0 0 0
Decubitus ulcer 1(3.6) 0 1(3.6) 0 0
Papule 1(3.6) 1(3.6) 0 0 0
Pruritus 1(3.6) 1(3.6) 0 0 0
Skin lesion 1(3.6) 1(3.6) 0 0 0
Vascular disorders
-Total 5 (17.9) 5 (17.9) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypotension 3(10.7) 3(10.7) 0 0 0
Hypertension 2(7.1) 2(7.1) 0 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143b

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set

Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 33 (86.8) 8 (21.1) 7 (18.4) 12 (31.6) 6 (15.8)
Blood and lymphatic system disorders

-Total 10 (26.3) 2(5.3) 3(7.9) 5(13.2) 0

Anaemia 4 (10.5) 1(2.6) 1(2.6) 2(5.3) 0

Thrombocytopenia 4 (10.5) 0 2(5.3) 2(5.3) 0

Neutropenia 2(5.3) 1(2.6) 1(2.6) 0 0

B-cell aplasia 1(2.6) 0 0 1(2.6) 0
Cardiac disorders

-Total 1(2.6) 1(2.6) 0 0 0

Tachycardia 1(2.6) 1(2.6) 0
Eye disorders

-Total 3(7.9) 1(2.6) 2(5.3) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Astigmatism 1(2.6) 1(2.6) 0 0 0
Blindness unilateral 1(2.6) 1(2.6) 0 0 0
Conjunctivitis allergic 1(2.6) 0 1(2.6) 0 0
Eye pain 1(2.6) 0 1(2.6) 0 0
Hypermetropia 1(2.6) 1(2.6) 0 0 0
Gastrointestinal disorders
-Total 11 (28.9) 7 (18.4) 4 (10.5) 0 0
Nausea 5(13.2) 3(7.9) 2(5.3) 0 0
Diarrhoea 3(7.9) 1(2.6) 2(5.3) 0 0
Vomiting 3(7.9) 2(5.3) 1(2.6) 0 0
Abdominal pain 2(5.3) 2(5.3) 0 0 0
Constipation 2(5.3) 2(5.3) 0 0 0
Abdominal distension 1(2.6) 1(2.6) 0 0 0
Abdominal pain lower 1(2.6) 1(2.6) 0 0 0
Gastrointestinal motility disorder 1(2.6) 0 1(2.6) 0 0
Toothache 1(2.6) 1(2.6) 0 0 0
General disorders and administration site
conditions
-Total 10 (26.3) 5 (13.2) 4 (10.5) 1(2.6) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Pyrexia 7 (18.4) 2(5.3) 4 (10.5) 1(2.6) 0

Chills 2(5.3) 1(2.6) 1(2.6) 0 0

Gait disturbance 2(5.3) 2(5.3) 0 0 0

Axillary pain 1(2.6) 0 1(2.6) 0 0

Catheter site erythema 1(2.6) 1(2.6) 0 0 0

Fatigue 1(2.6) 1(2.6) 0 0 0

Pain 1(2.6) 1(2.6) 0 0 0
Hepatobiliary disorders

-Total 1(2.6) 0 1(2.6) 0 0

Hepatotoxicity 1(2.6) 0 1(2.6) 0
Immune system disorders

-Total 4 (10.5) 2(5.3) 2(5.3) 0

Allergy to immunoglobulin therapy 2(5.3) 1(2.6) 1(2.6)

Hypogammaglobulinaemia 2(5.3) 1(2.6) 1(2.6) 0
Infections and infestations

-Total 22 (57.9) 6 (15.8) 6 (15.8) 9 (23.7) 1(2.6)

Herpes zoster 4 (10.5) 0 3(7.9) 1(2.6) 0

Nasopharyngitis 4 (10.5) 4 (10.5) 0 0 0

Bronchitis 2(5.3) 1(2.6) 1(2.6) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Device related infection 2(5.3) 0 0 2(5.3) 0
Gastroenteritis 2(5.3) 2(5.3) 0 0 0
Otitis media 2(5.3) 2(5.3) 0 0 0
Rhinitis 2(5.3) 2(5.3) 0 0 0
Atypical pneumonia 1(2.6) 0 0 1(2.6) 0
Cellulitis 1(2.6) 0 1(2.6) 0 0
Central nervous system infection 1(2.6) 0 1(2.6) 0 0
Conjunctivitis 1(2.6) 0 1(2.6) 0 0
Enterovirus infection 1(2.6) 1(2.6) 0 0 0
Folliculitis 1(2.6) 1(2.6) 0 0 0
Gastrointestinal infection 1(2.6) 0 0 1(2.6) 0
Impetigo 1(2.6) 0 1(2.6) 0 0
Influenza 1(2.6) 0 0 1(2.6) 0
Laryngitis 1(2.6) 1(2.6) 0 0 0
Molluscum contagiosum 1(2.6) 1(2.6) 0 0 0
Oral herpes 1(2.6) 0 1(2.6) 0 0
Otitis externa 1(2.6) 1(2.6) 0 0 0
Otitis media acute 1(2.6) 0 1(2.6) 0 0
Pneumonia 1(2.6) 0 0 1(2.6) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pneumonia haemophilus 1(2.6) 0 0 1(2.6) 0
Rash pustular 1(2.6) 1(2.6) 0 0 0
Respiratory syncytial virus infection 1(2.6) 0 0 1(2.6) 0
Sepsis 1(2.6) 0 0 0 1(2.6)
Skin infection 1(2.6) 1(2.6) 0 0 0
Tinea pedis 1(2.6) 0 1(2.6) 0 0
Tonsillitis 1(2.6) 0 0 1(2.6) 0
Tooth infection 1(2.6) 0 1(2.6) 0 0
Upper respiratory tract infection 1(2.6) 1(2.6) 0 0 0
Viral upper respiratory tract infection 1(2.6) 0 1(2.6) 0 0
Injury, poisoning and procedural
complications
-Total 3(7.9) 1(2.6) 2(5.3) 0 0
Contusion 1(2.6) 1(2.6) 0 0 0
Fall 1(2.6) 0 1(2.6) 0 0
Infusion related reaction 1(2.6) 0 1(2.6) 0 0
Ligament sprain 1(2.6) 0 1(2.6) 0 0

Investigations
-Total 14 (36.8) 4 (10.5) 4 (10.5) 3(7.9) 3(7.9)



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Platelet count decreased 6 (15.8) 2(5.3) 2(.3) 1(2.6) 1(2.6)
Alanine aminotransferase increased 4 (10.5) 1(2.6) 1(2.6) 1(2.6) 1(2.6)
Aspartate aminotransferase increased 4 (10.5) 2(5.3) 0 1(2.6) 1(2.6)
White blood cell count decreased 4 (10.5) 1(2.6) 0 1(2.6) 2(5.3)
Neutrophil count decreased 3(7.9) 0 0 1(2.6) 2(5.3)
Activated partial thromboplastin time 1(2.6) 1(2.6) 0 0 0
prolonged
Blood alkaline phosphatase increased 1(2.6) 1(2.6) 0 0 0
Blood lactate dehydrogenase increased 1(2.6) 1(2.6) 0 0 0
Chlamydia test positive 1(2.6) 0 1(2.6) 0 0
Cytomegalovirus test positive 1(2.6) 1(2.6) 0 0 0
Gamma-glutamyltransferase increased 1(2.6) 0 1(2.6) 0 0
Immunoglobulins decreased 1(2.6) 0 0 1(2.6) 0
Lymph node palpable 1(2.6) 0 1(2.6) 0 0
Lymphocyte count decreased 1(2.6) 0 0 1(2.6) 0
Vitamin d decreased 1(2.6) 1(2.6) 0 0 0
Metabolism and nutrition disorders

-Total 6 (15.8) 2(5.3) 3(7.9) 1(2.6) 0
Hyperuricaemia 2(5.3) 2(5.3) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypomagnesaemia 2(5.3) 2(5.3) 0 0 0
Decreased appetite 1(2.6) 1(2.6) 0 0 0
Dehydration 1(2.6) 0 1(2.6) 0 0
Hypercalcaemia 1(2.6) 1(2.6) 0 0 0
Hyperferritinaemia 1(2.6) 0 1(2.6) 0 0
Hyperkalaemia 1(2.6) 1(2.6) 0 0 0
Hypoalbuminaemia 1(2.6) 1(2.6) 0 0 0
Hypocalcaemia 1(2.6) 0 1(2.6) 0 0
Hypokalaemia 1(2.6) 1(2.6) 0 0 0
Hypophosphataemia 1(2.6) 1(2.6) 0 0 0
Lactic acidosis 1(2.6) 0 0 1(2.6) 0
Musculoskeletal and connective tissue
disorders
-Total 8(21.1) 4 (10.5) 3(7.9) 1(2.6) 0
Arthralgia 4 (10.5) 1(2.6) 2(5.3) 1(2.6) 0
Back pain 3(7.9) 2(5.3) 1(2.6) 0 0
Bone pain 1(2.6) 0 1(2.6) 0 0
Neck pain 1(2.6) 0 1(2.6) 0 0
Osteopenia 1(2.6) 1(2.6) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pain in extremity 1(2.6) 1(2.6) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 4 (10.5) 0 0 2(5.3) 2(5.3)
Acute lymphocytic leukaemia recurrent 2(5.3) 0 0 1(2.6) 1(2.6)
Acute lymphocytic leukaemia 1(2.6) 0 0 1(2.6) 0
B precursor type acute leukaemia 1(2.6) 0 0 0 1(2.6)
Nervous system disorders
-Total 2(5.3) 1(2.6) 1(2.6) 0 0
Dizziness 1(2.6) 1(2.6) 0 0 0
Headache 1(2.6) 1(2.6) 0 0 0
Hemiparesis 1(2.6) 0 1(2.6) 0 0
Psychiatric disorders
-Total 2(5.3) 2(5.3) 0 0
Confusional state 1(2.6) 1(2.6) 0
Insomnia 1(2.6) 1(2.6)
Respiratory, thoracic and mediastinal
disorders
-Total 11 (28.9) 8 (21.1) 2(5.3) 1(2.6) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cough 8(21.1) 6 (15.8) 2(5.3) 0 0
Epistaxis 2(5.3) 2(5.3) 0 0 0
Nasal congestion 2(5.3) 2(5.3) 0 0 0
Oropharyngeal pain 2(5.3) 1(2.6) 1(2.6) 0 0
Dyspnoea 1(2.6) 0 1(2.6) 0 0
Pulmonary granuloma 1(2.6) 0 0 1(2.6) 0
Rhonchi 1(2.6) 1(2.6) 0 0 0
Stridor 1(2.6) 0 1(2.6) 0 0
Skin and subcutaneous tissue disorders
-Total 8(21.1) 5(13.2) 3(7.9) 0 0
Eczema 2(5.3) 1(2.6) 1(2.6) 0 0
Ingrowing nalil 2(5.3) 0 2(5.3) 0 0
Alopecia 1(2.6) 1(2.6) 0 0 0
Dermatitis 1(2.6) 1(2.6) 0 0 0
Dry skin 1(2.6) 1(2.6) 0 0 0
Erythema 1(2.6) 1(2.6) 0 0 0
Petechiae 1(2.6) 1(2.6) 0 0 0
Vascular disorders
-Total 1(2.6) 1(2.6) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Gender: Male

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pallor 1(2.6) 1(2.6) 0 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143b

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Gender
Safety Set

Timing: >8 weeks to 1 year post CTLO19 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 15 (68.2) 1(4.5) 5 (22.7) 7 (31.8) 2(9.1)
Blood and lymphatic system disorders

-Total 3 (13.6) 0 1(4.5) 2(9.1) 0

Anaemia 2(9.1) 0 1(4.5) 1(4.5) 0

Febrile neutropenia 1(4.5) 1(4.5) 0 0 0

Leukocytosis 1(4.5) 0 1(4.5) 0 0

Lymphopenia 1(4.5) 0 0 1(45) 0
Cardiac disorders

-Total 2(9.1) 2(9.1) 0 0 0

Sinus tachycardia 2(9.1) 2(9.1) 0 0 0

Sinus bradycardia 1(4.5) 1(4.5) 0 0 0

Tachycardia 1(4.5) 1(4.5) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ear and labyrinth disorders
-Total 1(4.5) 1(4.5)
Ear pain 1(4.5) 1(4.5)
Endocrine disorders
-Total 2(9.1) 1(4.5) 1(45)
Hypothyroidism 1(45) 0 1@45) 0 0
Inappropriate antidiuretic hormone 1(45) 1(4.5) 0
secretion
Eye disorders
-Total 4 (18.2) 4 (18.2) 0 0 0
Blepharitis 1(4.5) 1(4.5) 0 0 0
Eye pain 1(4.5) 1(4.5) 0 0 0
Eye pruritus 1(4.5) 1(4.5) 0 0 0
Lacrimation increased 1(4.5) 1(4.5) 0 0 0
Ocular hyperaemia 1(4.5) 1(4.5) 0 0 0
Visual impairment 1(4.5) 1(4.5) 0 0 0
Gastrointestinal disorders
-Total 6 (27.3) 2(9.1) 4 (18.2) 0
Constipation 4 (18.2) 2(9.1) 2(9.1)



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Abdominal pain 3(13.6) 1(4.5) 2(9.1) 0 0
Stomatitis 2(9.1) 0 2(9.1) 0 0
Vomiting 2(9.1) 1(4.5) 1(4.5) 0 0
Abdominal distension 1(45) 0 1@45) 0 0
Abdominal pain upper 1(45) 1(4.5) 0 0 0
Dental caries 1(45) 1(4.5) 0 0 0
Diarrhoea 1(45) 0 1@45) 0 0
Gingival bleeding 1(4.5) 1(4.5) 0 0 0
Nausea 1(4.5) 0 145) 0 0
Oral pain 1(4.5) 0 1(45) 0 0
Periodontal disease 1(4.5) 1(4.5) 0 0 0
Proctalgia 1(4.5) 0 1(45) 0 0
General disorders and administration site
conditions
-Total 8 (36.4) 3(13.6) 5(22.7) 0 0
Pyrexia 7 (31.8) 2(9.1) 5(22.7) 0 0
Chills 1(4.5) 0 1(4.5) 0 0
Face oedema 1(4.5) 1(4.5) 0 0 0
Facial pain 1(4.5) 0 1(4.5) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Generalised oedema 1(4.5) 0 1(4.5) 0 0
Localised oedema 1(4.5) 1(4.5) 0 0 0
Malaise 1(4.5) 0 1(45) 0 0
Non-cardiac chest pain 1(45) 0 1@45) 0 0
Oedema peripheral 1(45) 0 1@45) 0 0
Immune system disorders
-Total 5 (22.7) 2(9.1) 2(9.1) 1(4.5) 0
Hypogammaglobulinaemia 3 (13.6) 1(4.5) 145) 145) 0
Drug hypersensitivity 2(9.1) 1(4.5) 145) 0 0
Cytokine release syndrome 1(4.5) 0 1(4.5) 0 0
Infections and infestations
-Total 13 (59.1) 3 (13.6) 6 (27.3) 4(18.2) 0
Nasopharyngitis 4 (18.2) 3(13.6) 1(45) 0 0
Upper respiratory tract infection 4 (18.2) 1(4.5) 3(13.6) 0 0
Rhinitis 3(13.6) 2(9.1) 1(45) 0 0
Rash pustular 2(9.1) 2(9.1) 0 0 0
Sinusitis 2(9.1) 0 1(45) 1(45) 0
Alternaria infection 1(4.5) 0 0 1(4.5) 0
Aspergillus infection 1(4.5) 0 0 1(4.5) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Bacterial infection 1(4.5) 0 0 1(45) 0
Body tinea 1(4.5) 0 1(45) 0 0
Candida infection 1(4.5) 0 0 1(4.5) 0
Catheter site infection 1(45) 0 1@45) 0 0
Conjunctivitis viral 1(45) 0 1@45) 0 0
Enterococcal infection 1(45) 0 0 145) 0
Enterovirus infection 1(45) 0 1@45) 0 0
Escherichia urinary tract infection 1(4.5) 0 145) 0 0
Gastroenteritis 1(4.5) 1(4.5) 0 0 0
Meningitis aseptic 1(4.5) 0 0 1(45) 0
Mucosal infection 1(4.5) 0 1(4.5) 0 0
Oral herpes 1(4.5) 0 1(45) 0 0
Otitis externa 1(4.5) 0 1(4.5) 0 0
Parainfluenzae virus infection 1(4.5) 0 1(45) 0 0
Paronychia 1(4.5) 0 1(45) 0 0
Periorbital cellulitis 1(4.5) 0 0 1(4.5) 0
Pharynagitis 1(4.5) 0 1(4.5) 0 0
Pneumonia 1(4.5) 0 0 1(4.5) 0
Rhinovirus infection 1(4.5) 0 1(4.5) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Septic shock 1(4.5) 0 0 1(4.5) 0
Injury, poisoning and procedural
complications
-Total 3(13.6) 1(4.5) 2(9.1) 0 0
Contusion 1(45) 1(4.5) 0 0 0
Procedural pain 1(45) 0 1@45) 0 0
Skin abrasion 1(45) 0 1@45) 0 0
Splinter 1(4.5) 1(4.5) 0 0 0
Investigations
-Total 6 (27.3) 1(4.5) 1(4.5) 2(9.1) 2(9.1)
Neutrophil count decreased 3(13.6) 0 0 2(9.1) 1(45)
White blood cell count decreased 3(13.6) 1(4.5) 0 2(9.1) 0
Alanine aminotransferase increased 2(9.1) 2(9.1) 0 0 0
Aspartate aminotransferase increased 2(9.1) 2(9.1) 0 0 0
Platelet count decreased 2(9.1) 1(4.5) 0 0 1(4.5)
Lymphocyte count decreased 1(4.5) 1(4.5) 0 0 0
Weight decreased 1(4.5) 0 1(4.5) 0 0
Metabolism and nutrition disorders
-Total 4(18.2) 2(9.1) 1(45) 1(45) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hyperglycaemia 2(9.1) 1(4.5) 0 1(45) 0
Hypomagnesaemia 2(9.1) 1(4.5) 1(45) 0 0
Decreased appetite 1(4.5) 1(4.5) 0 0 0
Hyperkalaemia 1(45) 1(4.5) 0 0 0
Hypokalaemia 1(45) 0 0 145) 0
Hypophosphataemia 1(45) 0 1@45) 0 0
Musculoskeletal and connective tissue
disorders
-Total 4 (18.2) 0 4 (18.2) 0 0
Pain in extremity 3(13.6) 0 3(13.6) 0 0
Arthralgia 2(9.1) 0 2(9.1) 0 0
Back pain 2(9.1) 1(4.5) 1(45) 0 0
Muscular weakness 1(4.5) 1(4.5) 0 0 0
Neck pain 1(4.5) 1(45) 0 0 0
Osteoporosis 1(4.5) 0 1(4.5) 0 0
Nervous system disorders
-Total 6 (27.3) 2(9.1) 4 (18.2) 0 0
Headache 4 (18.2) 3(13.6) 1(4.5)
Dysarthria 1(4.5) 0 1(4.5)



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Facial paralysis 1(4.5) 0 1(4.5) 0 0
Intracranial pressure increased 1(4.5) 1(4.5) 0 0 0
Lethargy 1(4.5) 1(4.5) 0 0 0
Neuralgia 1(45) 0 1@45) 0 0
Neuropathy peripheral 1(45) 0 1@45) 0 0
Subdural hygroma 1(45) 0 1@45) 0 0
Psychiatric disorders
-Total 2(9.1) 1(4.5) 1(4.5) 0
Agitation 1(4.5) 0 145)
Anxiety 1(4.5) 1(4.5) 0
Renal and urinary disorders
-Total 2(9.1) 1(4.5) 0 1(4.5)
Haematuria 2(9.1) 1(4.5) 0 1(45)
Proteinuria 1(4.5) 0 1(45) 0 0
Reproductive system and breast disorders
-Total 4(18.2) 2(9.1) 1(45) 1(45) 0
Metrorrhagia 1(4.5) 1(4.5) 0 0 0
Ovarian failure 1(4.5) 0 0 1(4.5) 0
Perineal pain 1(4.5) 1(4.5) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vulvovaginal dryness 1(4.5) 1(4.5) 0 0 0
Vulvovaginal pain 1(4.5) 0 1(45) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 4(18.2) 1(4.5) 2(9.1) 1(4.5) 0
Epistaxis 3(13.6) 2(9.1) 1(4.5) 0 0
Cough 2(9.1) 2(9.1) 0 0 0
Nasal congestion 2(9.1) 2(9.1) 0 0 0
Dyspnoea 1(4.5) 0 145) 0 0
Hypoxia 1(4.5) 0 0 1(45) 0
Nasal septum perforation 1(4.5) 0 1(45) 0 0
Oropharyngeal pain 1(4.5) 0 1(45) 0 0
Pharyngeal erythema 1(4.5) 0 1(45) 0 0
Productive cough 1(4.5) 1(4.5) 0 0 0
Rhinalgia 1(4.5) 1(4.5) 0 0 0
Rhinorrhoea 1(4.5) 0 1(4.5) 0 0
Sinus pain 1(4.5) 1(4.5) 0 0 0
Tachypnoea 1(4.5) 0 1(4.5) 0 0

Skin and subcutaneous tissue disorders



Timing: >8 weeks to 1 year post CTL019 infusion, Gender: Female

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 6 (27.3) 5(22.7) 14.5) 0 0
Pruritus 2(9.1) 2(9.1) 0 0 0
Rash 2(9.1) 1(4.5) 1(4.5) 0 0
Dermatitis bullous 1(45) 1(4.5) 0 0 0
Dry skin 1(4.5) 1(4.5) 0 0 0
Eczema 1(45) 1(4.5) 0 0 0
Hangnail 1(45) 1(4.5) 0 0 0
Petechiae 1(4.5) 1(4.5) 0 0 0
Skin ulcer 1(4.5) 1(4.5) 0 0 0
Vascular disorders
-Total 3 (13.6) 1(4.5) 2(9.1) 0 0
Embolism 1(4.5) 0 1(45) 0 0
Flushing 1(4.5) 1(4.5) 0 0 0
Hypertension 1(4.5) 0 1(45) 0 0
Pallor 1(4.5) 1(4.5) 0 0 0

- A patient with multiple adverse events within a primary system organ class is
counted only once in the total row.
- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.



- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143b
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set
Timing: >1 year post-CTL019 infusion, Gender: Male
All patients
N=10
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 1(10.0) 0 0 1(10.0) 0
Eye disorders

-Total 1(10.0) 0 0 1(10.0)

Keratitis 1(10.0) 0 0 1(10.0)

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143b

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set
Timing: >1 year post-CTL019 infusion, Gender: Female
All patients
N=10
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 4 (40.0) 2 (20.0) 1(10.0) 1(10.0) 0
Infections and infestations

-Total 2 (20.0) 1(10.0) 1(10.0)

Infection 1(10.0) 0 1(10.0)

Rhinitis 1(10.0) 1(10.0) 0
Investigations

-Total 1(10.0) 1(10.0)

Lymphocyte count decreased 1(10.0) 1(10.0)
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)

-Total 1(10.0) 1(10.0)

Acute lymphocytic leukaemia recurrent 1(10.0) 1(10.0)




- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143b
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set
Timing: Any time post CTL019 infusion, Gender: Male
All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 41 (100) 0 4(9.8) 12 (29.3) 25 (61.0)
Blood and lymphatic system disorders
-Total 25 (61.0) 2(4.9) 7(17.1) 11 (26.8) 5(12.2)
Anaemia 10 (24.4) 2(4.9) 3(7.3) 5(12.2) 0
Neutropenia 6 (14.6) 1(2.4) 1(2.4) 0 4(9.8)
Thrombocytopenia 5(12.2) 0 2(4.9) 2(4.9) 1(24)
Febrile neutropenia 4(9.8) 0 1(2.4) 3(7.3) 0
Disseminated intravascular coagulation 2(4.9) 0 1(.4) 1(.4) 0
B-cell aplasia 1(2.4) 0 0 1(2.4) 0
Bone marrow failure 1(2.4) 0 0 1(2.4) 0
Coagulation factor deficiency 1(2.4) 0 0 1(2.4) 0
Leukopenia 1(2.4) 0 0 1(2.4) 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Cardiac disorders

-Total 9 (22.0) 5(12.2) 2(4.9) 2(4.9) 0

Tachycardia 4(9.8) 2(4.9) 2(4.9) 0 0

Left ventricular dysfunction 2(4.9) 0 0 2((4.9) 0

Sinus bradycardia 2(4.9) 2(4.9) 0 0 0

Sinus tachycardia 2(4.9) 2(4.9) 0 0 0

Bradycardia 1(.4) 1(.4) 0 0 0

Cardiac discomfort 1(.4) 1(.4) 0 0 0

Pericardial effusion 1(2.4) 0 1(.4) 0 0
Congenital, familial and genetic disorders

-Total 1(2.4) 1(2.4) 0 0

Talipes 1(2.4) 1(2.4) 0
Eye disorders

-Total 7(17.1) 2(4.9) 3(7.3) 2(4.9) 0

Amaurosis 1(2.4) 0 0 1(2.4) 0

Astigmatism 1(2.4) 1(2.4) 0 0 0

Blepharospasm 1(2.4) 1(2.4) 0 0 0

Blindness unilateral 1(2.4) 1(2.4) 0 0 0

Conjunctivitis allergic 1(24) 0 1(2.4) 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Diplopia 1(2.4) 0 1(2.4) 0 0
Dry eye 1(2.4) 1(2.4) 0 0 0
Eye pain 1(2.4) 0 1(2.4) 0 0
Hypermetropia 1(.4) 1(2.4) 0 0 0
Keratitis 1(.4) 0 0 1(2.4) 0
Optic atrophy 1(.4) 0 1(2.4) 0 0
Vitreous opacities 1(.4) 1(.4) 0 0 0
Gastrointestinal disorders
-Total 27 (65.9) 10 (24.4) 14 (34.1) 3(7.3) 0
Diarrhoea 11 (26.8) 6 (14.6) 4(9.8) 1(2.4) 0
Nausea 11 (26.8) 3(7.3) 8 (19.5) 0 0
Vomiting 7(17.2) 4(9.8) 3(7.3) 0 0
Abdominal pain 5(12.2) 4(9.8) 1(2.4) 0 0
Constipation 3(7.3) 3(7.3) 0 0 0
Abdominal distension 2(4.9) 2(4.9) 0 0 0
Abdominal pain upper 2(4.9) 1(2.4) 1(2.4) 0 0
Paraesthesia oral 2(4.9) 1(2.4) 1(2.4) 0 0
Abdominal pain lower 1(2.4) 1(2.4) 0 0 0
Anal fissure 1(24) 0 1(2.4) 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Anal fistula 1(2.4) 1(2.4) 0 0 0
Anal haemorrhage 1(2.4) 1(2.4) 0 0 0
Anal incontinence 1(2.4) 1(2.4) 0 0 0
Dyspepsia 1(.4) 1(2.4) 0 0 0
Gastrointestinal haemorrhage 1(.4) 0 0 1(2.4) 0
Gastrointestinal motility disorder 1(.4) 0 1(2.4) 0 0
Gastrointestinal pain 1(.4) 1(.4) 0 0 0
Gingival bleeding 1(2.4) 0 1(2.4) 0 0
Gingival swelling 1(2.4) 0 1(.4) 0 0
Hypoaesthesia oral 1(2.4) 1(2.4) 0 0 0
Lip dry 1(2.4) 1(2.4) 0 0 0
Lip haemorrhage 1(2.4) 1(2.4) 0 0 0
Proctalgia 1(2.4) 1(2.4) 0 0 0
Rectal haemorrhage 1(2.4) 0 1(2.4) 0 0
Rectal ulcer 1(2.4) 0 0 1(2.4) 0
Toothache 1(2.4) 1(2.4) 0 0 0
Upper gastrointestinal haemorrhage 1(2.4) 1(2.4) 0 0 0

General disorders and administration site

conditions



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 27 (65.9) 11 (26.8) 12 (29.3) 4(9.8) 0
Pyrexia 19 (46.3) 7(17.1) 9 (22.0) 3(7.3) 0
Face oedema 4(9.8) 3(7.3) 0 1(2.4) 0
Fatigue 4(9.8) 2(4.9) 2(4.9) 0 0
Pain 4(9.8) 2(4.9) 2(4.9) 0 0
Chills 3(7.3) 1(2.4) 2(4.9) 0 0
Oedema peripheral 3(7.3) 3(7.3) 0 0 0
Asthenia 2(4.9) 2(4.9) 0 0 0
Catheter site erythema 2(4.9) 2(4.9) 0 0 0
Catheter site pain 2(4.9) 2(4.9) 0 0 0
Gait disturbance 2(4.9) 2(4.9) 0 0 0
Localised oedema 2(4.9) 1(2.4) 0 1(2.4) 0
Axillary pain 1(2.4) 0 1(2.4) 0 0
Catheter site haemorrhage 1(2.4) 1(2.4) 0 0 0
Catheter site pruritus 1(2.4) 1(2.4) 0 0 0
Non-cardiac chest pain 1(2.4) 1(2.4) 0 0 0
Oedema 1(2.4) 0 1(2.4) 0 0
Hepatobiliary disorders
-Total 6 (14.6) 2(4.9) 1(2.4) 2(4.9) 1(2.4)



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cholestasis 1(2.4) 0 0 1(2.4) 0
Gallbladder oedema 1(2.4) 1(2.4) 0 0 0
Hepatic steatosis 1(2.4) 1(2.4) 0 0 0
Hepatocellular injury 1(.4) 0 0 1(2.4) 0
Hepatosplenomegaly 1(.4) 0 0 0 1(24)
Hepatotoxicity 1(.4) 0 1(2.4) 0 0
Immune system disorders
-Total 32 (78.0) 6 (14.6) 11 (26.8) 6 (14.6) 9 (22.0)
Cytokine release syndrome 29 (70.7) 7 (17.1) 7(17.1) 6 (14.6) 9 (22.0)
Hypogammaglobulinaemia 10 (24.4) 2(4.9) 8 (19.5) 0 0
Allergy to immunoglobulin therapy 3(7.3) 2(4.9) 1(2.4) 0 0
Haemophagocytic lymphohistiocytosis 2(4.9) 0 1(2.4) 1(2.4) 0
Atopy 1(2.4) 1(2.4) 0 0 0
Drug hypersensitivity 1(2.4) 0 1(2.4) 0 0
Infections and infestations

-Total 28 (68.3) 4(9.8) 9 (22.0) 12 (29.3) 3(7.3)
Herpes zoster 5(12.2) 0 4(9.8) 1(2.4) 0
Nasopharyngitis 5(12.2) 5(12.2) 0 0 0
Device related infection 4(9.8) 0 2(4.9) 2(4.9) 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Sepsis 3(7.3) 0 0 1(2.4) 2(4.9)
Bronchitis 2(4.9) 1(2.4) 1(2.4) 0 0
Candida infection 2(4.9) 1(2.4) 0 1(2.4) 0
Cellulitis 2(4.9) 0 2(4.9) 0 0
Gastroenteritis 2(4.9) 2(4.9) 0 0 0
Otitis media 2(4.9) 2(4.9) 0 0 0
Respiratory syncytial virus infection 2(4.9) 0 1(2.4) 1(2.4) 0
Rhinitis 2(4.9) 2(4.9) 0 0 0
Upper respiratory tract infection 2(4.9) 1(.4) 1(.4) 0 0
Aspergillus infection 1(2.4) 0 0 1(2.4) 0
Atypical pneumonia 1(2.4) 0 0 1(2.4) 0
Bacterial infection 1(2.4) 0 0 1(2.4) 0
Central nervous system infection 1(2.4) 0 0 0 1(2.4)
Cerebral fungal infection 1(2.4) 0 0 0 1(2.4)
Conjunctivitis 1(2.4) 0 1(2.4) 0 0
Enterovirus infection 1(2.4) 1(2.4) 0 0 0
Eye infection 1(2.4) 0 1(2.4) 0 0
Folliculitis 1(2.4) 1(2.4) 0 0 0
Gastrointestinal infection 1(24) 0 0 1(2.4) 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Helminthic infection 1(2.4) 1(2.4) 0 0 0
Impetigo 1(2.4) 0 1(2.4) 0 0
Infection 1(2.4) 0 0 1(2.4) 0
Influenza 1(.4) 0 0 1(2.4) 0
Laryngitis 1(.4) 1(.4) 0 0 0
Molluscum contagiosum 1(.4) 1(2.4) 0 0 0
Oral fungal infection 1(.4) 0 1(2.4) 0 0
Oral herpes 1(2.4) 0 1(2.4) 0 0
Otitis externa 1(2.4) 1(.4) 0 0 0
Otitis media acute 1(2.4) 0 1(2.4) 0 0
Paronychia 1(2.4) 0 1(2.4) 0 0
Pneumonia 1(2.4) 0 0 1(2.4) 0
Pneumonia haemophilus 1(2.4) 0 0 1(2.4) 0
Rash pustular 1(2.4) 1(2.4) 0 0 0
Respiratory tract infection 1(2.4) 1(2.4) 0 0 0
Skin infection 1(2.4) 1(2.4) 0 0 0
Systemic infection 1(2.4) 0 0 1(2.4) 0
Tinea pedis 1(2.4) 0 1(2.4) 0 0
Tonsillitis 1(24) 0 0 1(2.4) 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tooth infection 1(2.4) 0 1(2.4) 0 0
Urinary tract infection viral 1(2.4) 0 1(2.4) 0 0
Vascular device infection 1(2.4) 0 0 1(2.4) 0
Viral upper respiratory tract infection 1(.4) 0 1(2.4) 0 0
Injury, poisoning and procedural complications
-Total 8 (19.5) 2(4.9) 5(12.2) 1(2.4) 0
Contusion 2(4.9) 2(4.9) 0 0 0
Fall 2(4.9) 1(2.4) 1(2.4) 0 0
Allergic transfusion reaction 1(2.4) 0 1(.4) 0 0
Femoral neck fracture 1(2.4) 0 1(2.4) 0 0
Infusion related reaction 1(2.4) 0 1(2.4) 0 0
Ligament sprain 1(2.4) 0 1(2.4) 0 0
Periorbital haematoma 1(2.4) 0 0 1(2.4) 0
Post procedural haemorrhage 1(2.4) 1(2.4) 0 0 0
Procedural pain 1(2.4) 0 1(2.4) 0 0
Stoma site erythema 1(2.4) 0 1(2.4) 0 0
Stoma site haemorrhage 1(2.4) 1(2.4) 0 0 0
Subcutaneous haematoma 1(2.4) 1(2.4) 0 0 0
Thermal burn 1(24) 0 1(2.4) 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Transfusion reaction 1(2.4) 1(2.4) 0 0 0
Investigations
-Total 25 (61.0) 2(4.9) 7(17.1) 5(12.2) 11 (26.8)
White blood cell count decreased 8 (19.5) 0 2((4.9) 1(2.4) 5(12.2)
Neutrophil count decreased 7 (17.1) 1(.4) 0 0 6 (14.6)
Platelet count decreased 7 (17.1) 1(2.4) 1(2.4) 1(2.4) 4(9.8)
Aspartate aminotransferase increased 6 (14.6) 2(4.9) 1(2.4) 2((4.9) 1(24)
Alanine aminotransferase increased 5(12.2) 1(.4) 1(2.4) 2((4.9) 1(2.4)
Immunoglobulins decreased 5(12.2) 0 2((4.9) 2((4.9) 1(2.4)
Blood fibrinogen decreased 3(7.3) 0 1(2.4) 2(4.9) 0
Blood alkaline phosphatase increased 2(4.9) 2(4.9) 0 0 0
Blood bilirubin increased 2(4.9) 0 1(2.4) 0 1(24)
Blood creatinine increased 2(4.9) 2(4.9) 0 0 0
C-reactive protein increased 2(4.9) 1(2.4) 1(2.4) 0 0
Gamma-glutamyltransferase increased 2(4.9) 0 2(4.9) 0 0
Lymphocyte count decreased 2(4.9) 0 0 2(4.9) 0
Prothrombin time prolonged 2(4.9) 2(4.9) 0 0 0
Serum ferritin increased 2(4.9) 2(4.9) 0 0 0
Activated partial thromboplastin time prolonged 1(24) 1(24) 0 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ammonia increased 1(2.4) 1(2.4) 0 0 0
Antithrombin iii decreased 1(2.4) 0 1(2.4) 0 0
Blood chloride increased 1(2.4) 1(2.4) 0 0 0
Blood lactate dehydrogenase increased 1(.4) 1(2.4) 0 0 0
Blood potassium decreased 1(.4) 0 1(2.4) 0 0
Blood urea decreased 1(.4) 1(2.4) 0 0 0
Blood urea increased 1(.4) 1(.4) 0 0 0
Blood uric acid increased 1(2.4) 0 1(2.4) 0 0
Blood urine present 1(2.4) 0 1(.4) 0 0
Chlamydia test positive 1(2.4) 0 1(2.4) 0 0
Cytomegalovirus test positive 1(2.4) 1(2.4) 0 0 0
Electrocardiogram repolarisation abnormality 1(2.4) 1(2.4) 0 0 0
Fungal test positive 1(2.4) 0 0 1(2.4) 0
Haemoglobin decreased 1(2.4) 0 0 1(2.4) 0
Heart sounds abnormal 1(2.4) 1(2.4) 0 0 0
International normalised ratio increased 1(2.4) 1(2.4) 0 0 0
Lipase increased 1(2.4) 1(2.4) 0 0 0
Lymph node palpable 1(2.4) 0 1(2.4) 0 0
Protein total decreased 1(24) 0 1(2.4) 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vitamin d decreased 1(2.4) 1(2.4) 0 0 0
Metabolism and nutrition disorders

-Total 23 (56.1) 10 (24.4) 7(17.1) 5(12.2) 1(2.4)
Hypokalaemia 10 (24.4) 5(12.2) 1(2.4) 4(9.8) 0
Hypoalbuminaemia 7 (17.1) 3(7.3) 3(7.3) 1(2.4) 0
Decreased appetite 6 (14.6) 5(12.2) 0 1(2.4) 0
Hypophosphataemia 6 (14.6) 4(9.8) 1(2.4) 1(2.4) 0
Hypocalcaemia 5(12.2) 1(.4) 3(7.3) 0 1(2.4)
Hypomagnesaemia 5(12.2) 5(12.2) 0 0 0
Hyperuricaemia 4(9.8) 4(9.8) 0 0 0
Hypercalcaemia 2(4.9) 2(4.9) 0 0 0
Hyperglycaemia 2(4.9) 1(2.4) 0 1(2.4) 0
Hyperkalaemia 2(4.9) 1(2.4) 1(2.4) 0 0
Hyperphosphataemia 2(4.9) 2(4.9) 0 0 0
Dehydration 1(2.4) 0 1(2.4) 0 0
Fluid retention 1(2.4) 0 1(2.4) 0 0
Hyperferritinaemia 1(2.4) 0 1(2.4) 0 0
Hyponatraemia 1(2.4) 0 1(2.4) 0 0
Lactic acidosis 1(24) 0 0 1(2.4) 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tumour lysis syndrome 1(2.4) 0 0 0 1(2.4)
Musculoskeletal and connective tissue disorders
-Total 15 (36.6) 5(12.2) 8 (19.5) 2(4.9) 0
Arthralgia 6 (14.6) 0 4(9.8) 2(4.9) 0
Back pain 4(9.8) 3(7.3) 1(2.4) 0 0
Pain in extremity 4(9.8) 3(7.3) 1(2.4) 0 0
Bone pain 3(7.3) 0 3(7.3) 0 0
Myalgia 3(7.3) 2(4.9) 1(2.4) 0 0
Muscular weakness 2(4.9) 1(.4) 1(.4) 0 0
Osteopenia 2(4.9) 2(4.9) 0 0 0
Joint stiffness 1(2.4) 1(2.4) 0 0 0
Neck pain 1(2.4) 0 1(2.4) 0 0
Osteonecrosis 1(2.4) 1(2.4) 0 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 7(17.1) 0 0 3(7.3) 4(9.8)
Acute lymphocytic leukaemia recurrent 3(7.3) 0 0 1(2.4) 2(4.9)
Acute lymphocytic leukaemia 1(2.4) 0 0 1(2.4) 0
B precursor type acute leukaemia 1(24) 0 0 0 1(2.4)



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Leukaemia 1(2.4) 0 0 0 1(24)
Neoplasm progression 1(2.4) 0 0 1(2.4) 0
Nervous system disorders
-Total 17 (41.5) 3(7.3) 10 (24.4) 4(9.8) 0
Headache 7 (17.1) 3(7.3) 4(9.8) 0 0
Seizure 5(12.2) 1(2.4) 2(4.9) 2(4.9) 0
Tremor 3(7.3) 2(4.9) 1(2.4) 0 0
Intention tremor 2(4.9) 1(.4) 1(2.4) 0 0
Cerebral atrophy 1(2.4) 1(.4) 0 0 0
Depressed level of consciousness 1(2.4) 0 0 1(2.4) 0
Dizziness 1(2.4) 1(2.4) 0 0 0
Dysgeusia 1(2.4) 1(2.4) 0 0 0
Dyskinesia 1(2.4) 0 0 1(2.4) 0
Encephalopathy 1(2.4) 0 0 1(2.4) 0
Hemiparesis 1(2.4) 0 1(2.4) 0 0
Hyperkinesia 1(2.4) 1(2.4) 0 0 0
Lethargy 1(2.4) 0 1(2.4) 0 0
Nervous system disorder 1(2.4) 0 1(2.4) 0 0
Neuralgia 1(24) 0 1(2.4) 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Neurological decompensation 1(2.4) 0 1(2.4) 0 0
Product issues

-Total 1(2.4) 0 1(2.4)

Device occlusion 1(.4) 0 1(2.4) 0
Psychiatric disorders

-Total 8 (19.5) 4(9.8) 3(7.3) 1(2.4) 0

Confusional state 3(7.3) 1(.4) 1(2.4) 1(2.4) 0

Agitation 2(4.9) 0 1(2.4) 1(2.4) 0

Delirium 2(4.9) 1(2.4) 1(2.4) 0 0

Insomnia 2(4.9) 1(2.4) 1(2.4) 0 0

Anxiety 1(2.4) 1(2.4) 0 0 0

Disorientation 1(2.4) 1(2.4) 0 0 0

Initial insomnia 1(2.4) 1(2.4) 0 0 0
Renal and urinary disorders

-Total 9 (22.0) 3(7.3) 4(9.8) 1(2.4) 1(2.4)

Acute kidney injury 3(7.3) 0 1(2.4) 1(2.4) 1(2.4)

Dysuria 2(4.9) 1(2.4) 1(2.4) 0 0

Haematuria 2(4.9) 2(4.9) 0 0 0

Polyuria 2(4.9) 1(24) 1(2.4) 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Chromaturia 1(2.4) 1(2.4) 0 0 0
Proteinuria 1(2.4) 1(2.4) 0 0 0
Urinary tract disorder 1(2.4) 0 1(2.4) 0 0
Reproductive system and breast disorders
-Total 1(2.4) 1(2.4) 0 0 0
Scrotal oedema 1(.4) 1(2.4) 0 0 0
Respiratory, thoracic and mediastinal disorders

-Total 15 (36.6) 5(12.2) 5(12.2) 4(9.8) 1(2.4)
Cough 9 (22.0) 7 (17.1) 2(4.9) 0 0
Hypoxia 5(12.2) 0 2(4.9) 2(4.9) 1(24)
Epistaxis 4(9.8) 3(7.3) 1(2.4) 0 0
Oropharyngeal pain 4(9.8) 2(4.9) 2(4.9) 0 0
Dyspnoea 2(4.9) 1(2.4) 1(2.4) 0 0
Nasal congestion 2(4.9) 2(4.9) 0 0 0
Tachypnoea 2(4.9) 2(4.9) 0 0 0
Apnoea 1(2.4) 0 0 1(2.4) 0
Lung disorder 1(2.4) 0 0 1(2.4) 0
Pleural effusion 1(2.4) 1(2.4) 0 0 0
Pulmonary granuloma 1(24) 0 0 1(2.4) 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Rhinorrhoea 1(2.4) 1(2.4) 0 0 0
Rhonchi 1(2.4) 1(2.4) 0 0 0
Stridor 1(2.4) 0 1(2.4) 0 0
Skin and subcutaneous tissue disorders
-Total 21 (51.2) 14 (34.1) 7 (17.1) 0 0
Petechiae 5(12.2) 4(9.8) 1(2.4) 0 0
Pruritus 5(12.2) 4(9.8) 1(2.4) 0 0
Dry skin 4(9.8) 3(7.3) 1(2.4) 0 0
Erythema 4(9.8) 3(7.3) 1(2.4) 0 0
Rash 4(9.8) 4(9.8) 0 0 0
Ingrowing nail 3(7.3) 1(2.4) 2(4.9) 0 0
Eczema 2(4.9) 1(2.4) 1(2.4) 0 0
Urticaria 2(4.9) 1(2.4) 1(2.4) 0 0
Acne 1(2.4) 1(2.4) 0 0 0
Alopecia 1(2.4) 1(2.4) 0 0 0
Dermatitis 1(2.4) 1(2.4) 0 0 0
Dermatitis acneiform 1(2.4) 1(2.4) 0 0 0
Hangnail 1(2.4) 1(2.4) 0 0 0
Papule 1(24) 1(24) 0 0 0



Timing: Any time post CTL019 infusion, Gender: Male

All patients
N=41
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Skin discolouration 1(2.4) 1(2.4) 0 0 0
Skin exfoliation 1(2.4) 1(2.4) 0 0 0
Vascular disorders
-Total 14 (34.1) 4(9.8) 3(7.3) 7 (17.1) 0
Hypertension 5(12.2) 1(.4) 1(2.4) 3(7.3) 0
Hypotension 3(7.3) 1(2.4) 0 2(4.9) 0
Pallor 2(4.9) 1(2.4) 1(2.4) 0 0
Capillary leak syndrome 1(.4) 0 0 1(.4) 0
Hot flush 1(2.4) 1(2.4) 0 0 0
Jugular vein thrombosis 1(2.4) 0 0 1(2.4) 0
Lymphoedema 1(2.4) 1(2.4) 0 0 0
Vascular occlusion 1(2.4) 1(2.4) 0 0 0
Venous thrombosis limb 1(2.4) 0 1(2.4) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143b

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Gender

Safety Set
Timing: Any time post CTLO19 infusion, Gender: Female
All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 28 (100) 3(10.7) 3 (10.7) 14 (50.0) 8 (28.6)
Blood and lymphatic system disorders
-Total 13 (46.4) 3(10.7) 1(3.6) 7 (25.0) 2(7.1)
Anaemia 4 (14.3) 2(7.1) 0 2(7.1) 0
Neutropenia 4 (14.3) 0 0 2(7.1) 2(7.1)
Febrile neutropenia 2(7.1) 1(3.6) 0 1(3.6) 0
B-cell aplasia 1(3.6) 0 1(3.6) 0 0
Bone marrow failure 1(3.6) 0 0 1(3.6) 0
Disseminated intravascular coagulation 1(3.6) 0 1(3.6) 0 0
Leukocytosis 1(3.6) 0 1(3.6) 0 0
Lymphopenia 1(3.6) 0 0 1(3.6) 0
Pancytopenia 1(3.6) 0 0 1(3.6) 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Splenomegaly 1(3.6) 1(3.6) 0 0 0

Thrombocytopenia 1(3.6) 0 0 1(3.6) 0
Cardiac disorders

-Total 6 (21.4) 5 (17.9) 1(3.6) 0 0

Tachycardia 5(17.9) 5 (17.9) 0 0 0

Sinus tachycardia 2(7.1) 2(7.1) 0 0 0

Cardiac hypertrophy 1(3.6) 0 13.6) 0 0

Sinus bradycardia 1(3.6) 1(3.6) 0 0 0
Ear and labyrinth disorders

-Total 2(7.1) 1(3.6) 0 1(3.6) 0

Ear pain 1(3.6) 1(3.6) 0 0

Vertigo 1(3.6) 0 0 1(3.6) 0
Endocrine disorders

-Total 2(7.1) 1(3.6) 1(3.6) 0 0

Hypothyroidism 1(3.6) 0 1(3.6) 0 0

Inappropriate antidiuretic hormone secretion 1(3.6) 1(3.6) 0 0 0

Precocious puberty 1(3.6) 1(3.6) 0 0 0

Eye disorders
-Total 5(17.9) 4 (14.3) 1(3.6) 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blepharitis 1(3.6) 1(3.6) 0 0 0
Conjunctival haemorrhage 1(3.6) 1(3.6) 0 0 0
Dry eye 1(3.6) 1(3.6) 0 0 0
Eye pain 1(3.6) 1(3.6) 0 0 0
Eye pruritus 1(3.6) 1(3.6) 0 0 0
Lacrimation increased 1(3.6) 1(3.6) 0 0 0
Ocular hyperaemia 1(3.6) 1(3.6) 0 0 0
Ocular hypertension 1(3.6) 0 13.6) 0 0
Vision blurred 1(3.6) 1(3.6) 0 0 0
Visual impairment 1(3.6) 1(3.6) 0 0 0
Gastrointestinal disorders
-Total 15 (53.6) 7 (25.0) 6 (21.4) 2(7.1) 0
Diarrhoea 6 (21.4) 5(17.9) 0 1(3.6) 0
Vomiting 6 (21.4) 4 (14.3) 2(7.1) 0 0
Nausea 5(17.9) 1(3.6) 3(10.7) 1(3.6) 0
Constipation 4 (14.3) 2(7.1) 2(7.1) 0 0
Abdominal pain 3 (10.7) 0 3(10.7) 0 0
Stomatitis 3(10.7) 0 3(10.7) 0 0
Abdominal pain upper 2(71) 1(3.6) 1(3.6) 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Abdominal distension 1(3.6) 0 1(3.6) 0 0
Dental caries 1(3.6) 1(3.6) 0 0 0
Gingival bleeding 1(3.6) 1(3.6) 0 0 0
Oral pain 1(3.6) 0 13.6) 0 0
Periodontal disease 1(3.6) 1(3.6) 0 0 0
Proctalgia 1(3.6) 0 13.6) 0 0
General disorders and administration site
conditions
-Total 18 (64.3) 8 (28.6) 5(17.9) 4 (14.3) 1(3.6)
Pyrexia 14 (50.0) 7 (25.0) 5(17.9) 2(7.1) 0
Fatigue 3 (10.7) 1(3.6) 2(7.1) 0 0
Face oedema 2(71) 2(7.1) 0 0 0
Oedema peripheral 2(7.1) 1(3.6) 1(3.6) 0 0
Catheter site haemorrhage 1(3.6) 0 0 1(3.6) 0
Chills 1(3.6) 0 1(3.6) 0 0
Drug withdrawal syndrome 1(3.6) 0 0 1(3.6) 0
Facial pain 1(3.6) 0 1(3.6) 0 0
Generalised oedema 1(3.6) 0 1(3.6) 0 0
Localised oedema 1(3.6) 1(3.6) 0 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Malaise 1(3.6) 0 1(3.6) 0 0
Mucosal inflammation 1(3.6) 0 0 1(3.6) 0
Multiple organ dysfunction syndrome 1(3.6) 0 0 0 1(3.6)
Non-cardiac chest pain 1(3.6) 0 13.6) 0 0
Pain 1(3.6) 0 0 1(3.6) 0
Hepatobiliary disorders
-Total 1(3.6) 0 1(3.6)
Hepatic failure 1(3.6) 0 13.6)
Immune system disorders
-Total 22 (78.6) 3(10.7) 10 (35.7) 5 (17.9) 4 (14.3)
Cytokine release syndrome 18 (64.3) 5(17.9) 6 (21.4) 3(10.7) 4 (14.3)
Hypogammaglobulinaemia 11 (39.3) 4 (14.3) 5(17.9) 2(7.1) 0
Drug hypersensitivity 2(7.1) 1(3.6) 1(3.6) 0 0
Allergy to immunoglobulin therapy 1(3.6) 0 1(3.6) 0 0
Haemophagocytic lymphohistiocytosis 1(3.6) 0 0 1(3.6) 0
Infections and infestations
-Total 17 (60.7) 2(7.1) 9 (32.1) 6 (21.4)
Upper respiratory tract infection 5(17.9) 1(3.6) 4 (14.3) 0
Nasopharyngitis 4 (14.3) 3(10.7) 1(3.6) 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Rhinitis 3(10.7) 2(7.1) 1(3.6) 0 0
Sinusitis 3(10.7) 0 1(3.6) 2(7.1) 0
Pneumonia 2(7.1) 0 0 2(7.1) 0
Rash pustular 2(7.1) 2(7.1) 0 0 0
Alternaria infection 1(3.6) 0 0 13.6) 0
Aspergillus infection 1(3.6) 0 0 13.6) 0
Bacterial infection 1(3.6) 0 0 13.6) 0
Body tinea 1(3.6) 0 13.6) 0 0
Bronchopulmonary aspergillosis 1(3.6) 0 13.6) 0 0
Candida infection 1(3.6) 0 0 1(3.6) 0
Catheter site infection 1(3.6) 0 1(3.6) 0 0
Cellulitis orbital 1(3.6) 0 0 1(3.6) 0
Conjunctivitis viral 1(3.6) 0 1(3.6) 0 0
Cystitis 1(3.6) 0 1(3.6) 0 0
Enterococcal infection 1(3.6) 0 0 1(3.6) 0
Enterovirus infection 1(3.6) 0 1(3.6) 0 0
Escherichia urinary tract infection 1(3.6) 0 1(3.6) 0 0
Gastroenteritis 1(3.6) 1(3.6) 0 0 0
Infection 1(3.6) 0 1(3.6) 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Influenza 1(3.6) 1(3.6) 0 0 0
Meningitis aseptic 1(3.6) 0 0 1(3.6) 0
Mucosal infection 1(3.6) 0 1(3.6) 0 0
Nail infection 1(3.6) 1(3.6) 0 0 0
Oral herpes 1(3.6) 0 13.6) 0 0
Otitis externa 1(3.6) 0 13.6) 0 0
Parainfluenzae virus infection 1(3.6) 0 13.6) 0 0
Paronychia 1(3.6) 0 13.6) 0 0
Parotitis 1(3.6) 1(3.6) 0 0 0
Periorbital cellulitis 1(3.6) 0 0 1(3.6) 0
Pharyngitis 1(3.6) 0 1(3.6) 0 0
Pneumonia viral 1(3.6) 0 1(3.6) 0 0
Pseudomembranous colitis 1(3.6) 0 1(3.6) 0 0
Rhinovirus infection 1(3.6) 0 1(3.6) 0 0
Septic shock 1(3.6) 0 0 1(3.6) 0
Vascular device infection 1(3.6) 0 0 1(3.6) 0
Viral upper respiratory tract infection 1(3.6) 0 1(3.6) 0 0
Vulvitis 1(3.6) 0 1(3.6) 0 0

Injury, poisoning and procedural complications



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 4 (14.3) 1(3.6) 3(10.7) 0 0
Allergic transfusion reaction 1(3.6) 0 1(3.6) 0 0
Contusion 1(3.6) 1(3.6) 0 0 0
Procedural pain 1(3.6) 0 13.6) 0 0
Skin abrasion 1(3.6) 0 13.6) 0 0
Splinter 1(3.6) 1(3.6) 0 0 0
Investigations
-Total 14 (50.0) 2(7.1) 1(3.6) 6 (21.4) 5(17.9)
White blood cell count decreased 6 (21.4) 1(3.6) 0 3 (10.7) 2(7.1)
Neutrophil count decreased 4 (14.3) 0 0 2(7.1) 2(71)
Lymphocyte count decreased 3 (10.7) 1(3.6) 0 2(7.1) 0
Platelet count decreased 3 (10.7) 0 1(3.6) 1(3.6) 1(3.6)
Alanine aminotransferase increased 2(71) 2(7.1) 0 0 0
Aspartate aminotransferase increased 2(71) 2(7.1) 0 0 0
Blood fibrinogen decreased 2(71) 0 1(3.6) 1(3.6) 0
Activated partial thromboplastin time 1(3.6) 1(3.6) 0 0 0
prolonged

Blood bilirubin increased 1(3.6) 1(3.6) 0
Blood creatine phosphokinase increased 1(3.6) 0 1(3.6)



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blood creatinine increased 1(3.6) 0 1(3.6) 0 0
Blood fibrinogen increased 1(3.6) 1(3.6) 0 0 0
Blood magnesium increased 1(3.6) 0 0 1(3.6) 0
Chest x-ray abnormal 1(3.6) 1(3.6) 0 0 0
Clostridium test positive 1(3.6) 0 13.6) 0 0
Monocyte count decreased 1(3.6) 13.6) 0 0 0
Prothrombin time prolonged 1(3.6) 1(3.6) 0 0 0
Weight decreased 1(3.6) 0 13.6) 0 0
Metabolism and nutrition disorders

-Total 11 (39.3) 2(7.1) 2(7.1) 6 (21.4) 1(3.6)
Hypokalaemia 5(17.9) 1(3.6) 1(3.6) 3(10.7) 0
Hypophosphataemia 4 (14.3) 2(7.1) 1(3.6) 1(3.6) 0
Hypocalcaemia 3 (10.7) 0 0 2(7.1) 1(3.6)
Decreased appetite 2(71) 1(3.6) 1(3.6) 0 0
Dehydration 2(7.1) 0 0 2(7.1) 0
Hyperglycaemia 2(7.1) 1(3.6) 0 1(3.6) 0
Hypomagnesaemia 2(7.1) 1(3.6) 1(3.6) 0 0
Fluid overload 1(3.6) 0 1(3.6) 0 0
Hyperkalaemia 1(3.6) 1(3.6) 0 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypernatraemia 1(3.6) 0 1(3.6) 0 0
Hypoalbuminaemia 1(3.6) 0 1(3.6) 0 0
Hyponatraemia 1(3.6) 0 0 1(3.6) 0
Vitamin d deficiency 1(3.6) 1(3.6) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 8 (28.6) 3(10.7) 3(10.7) 2(7.1) 0
Arthralgia 3(10.7) 1(3.6) 2(7.1) 0 0
Myalgia 3(10.7) 3(10.7) 0 0 0
Pain in extremity 3(10.7) 0 3(10.7) 0 0
Back pain 2(71) 1(3.6) 1(3.6) 0 0
Joint effusion 1(3.6) 0 0 1(3.6) 0
Muscular weakness 1(3.6) 0 0 1(3.6) 0
Neck pain 1(3.6) 1(3.6) 0 0 0
Osteoporosis 1(3.6) 0 1(3.6) 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 1(3.6) 0 0 1(3.6) 0
Acute lymphocytic leukaemia recurrent 1(3.6) 1(3.6)



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Nervous system disorders
-Total 14 (50.0) 6 (21.4) 5 (17.9) 2(7.1) 1(3.6)
Headache 9 (32.1) 5(17.9) 3(10.7) 1(3.6) 0
Somnolence 2(7.1) 0 0 2(7.1) 0
Dizziness 1(3.6) 1(3.6) 0 0 0
Dysarthria 1(3.6) 0 13.6) 0 0
Encephalopathy 1(3.6) 0 0 0 1(3.6)
Facial paralysis 1(3.6) 0 13.6) 0 0
Head discomfort 1(3.6) 1(3.6) 0 0 0
Intracranial pressure increased 1(3.6) 1(3.6) 0 0 0
Lethargy 1(3.6) 1(3.6) 0 0 0
Neuralgia 1(3.6) 0 1(3.6) 0 0
Neuropathy peripheral 1(3.6) 0 1(3.6) 0 0
Seizure 1(3.6) 0 1(3.6) 0 0
Subdural hygroma 1(3.6) 0 1(3.6) 0 0
Tremor 1(3.6) 1(3.6) 0 0 0
Psychiatric disorders

-Total 8 (28.6) 4 (14.3) 4 (14.3) 0
Anxiety 3(10.7) 1(3.6) 2(7.1) 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Insomnia 3 (10.7) 1(3.6) 2(7.1) 0 0
Irritability 2(71) 2(7.1) 0 0 0
Agitation 1(3.6) 0 1(3.6) 0 0
Disorientation 1(3.6) 0 13.6) 0 0
Hallucination 1(3.6) 0 13.6) 0 0
Restlessness 1(3.6) 0 13.6) 0 0
Renal and urinary disorders
-Total 4 (14.3) 2(7.1) 1(3.6) 1(3.6) 0
Haematuria 2(7.1) 1(3.6) 0 13.6) 0
Proteinuria 1(3.6) 0 1(3.6) 0 0
Renal impairment 1(3.6) 0 1(3.6) 0 0
Urinary incontinence 1(3.6) 1(3.6) 0 0 0
Reproductive system and breast disorders
-Total 4(14.3) 2(7.1) 1(3.6) 1(3.6) 0
Metrorrhagia 1(3.6) 1(3.6) 0 0 0
Ovarian failure 1(3.6) 0 0 1(3.6) 0
Perineal pain 1(3.6) 1(3.6) 0 0 0
Vulvovaginal dryness 1(3.6) 1(3.6) 0 0 0
Vulvovaginal pain 1(3.6) 0 1(3.6) 0 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory, thoracic and mediastinal disorders
-Total 12 (42.9) 6 (21.4) 4 (14.3) 2(7.1) 0
Cough 5(17.9) 3(10.7) 2(7.1) 0 0
Epistaxis 4 (14.3) 3(10.7) 1(3.6) 0 0
Hypoxia 3(10.7) 1(3.6) 0 2(7.1) 0
Nasal congestion 2(7.1) 2(7.1) 0 0 0
Oropharyngeal pain 2(7.1) 1(3.6) 13.6) 0 0
Rhinorrhoea 2(7.1) 1(3.6) 13.6) 0 0
Dyspnoea 1(3.6) 0 13.6) 0 0
Increased upper airway secretion 1(3.6) 1(3.6) 0 0 0
Nasal septum perforation 1(3.6) 0 1(3.6) 0 0
Pharyngeal erythema 1(3.6) 0 1(3.6) 0 0
Pleural effusion 1(3.6) 0 1(3.6) 0 0
Productive cough 1(3.6) 1(3.6) 0 0 0
Rhinalgia 1(3.6) 1(3.6) 0 0 0
Sinus pain 1(3.6) 1(3.6) 0 0 0
Tachypnoea 1(3.6) 0 1(3.6) 0 0
Skin and subcutaneous tissue disorders
-Total 11 (39.3) 8 (28.6) 2(7.1) 1(3.6) 0



Timing: Any time post CTL019 infusion, Gender: Female

All patients
N=28
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Rash 6 (21.4) 3(10.7) 2(7.1) 1(3.6) 0
Pruritus 3 (10.7) 3(10.7) 0 0 0
Erythema 2(7.1) 2(7.1) 0 0 0
Decubitus ulcer 1(3.6) 0 13.6) 0 0
Dermatitis bullous 1(3.6) 1(3.6) 0 0 0
Dry skin 1(3.6) 1(3.6) 0 0 0
Eczema 1(3.6) 1(3.6) 0 0 0
Hangnail 1(3.6) 1(3.6) 0 0 0
Papule 1(3.6) 1(3.6) 0 0 0
Petechiae 1(3.6) 1(3.6) 0 0 0
Skin lesion 1(3.6) 1(3.6) 0 0 0
Skin ulcer 1(3.6) 1(3.6) 0 0 0
Vascular disorders
-Total 7 (25.0) 5(17.9) 2(7.1) 0 0
Hypertension 3(10.7) 2(7.1) 1(3.6) 0 0
Hypotension 3 (10.7) 3(10.7) 0 0 0
Embolism 1(3.6) 0 1(3.6) 0 0
Flushing 1(3.6) 1(3.6) 0 0 0
Pallor 1(3.6) 1(3.6) 0 0 0




- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143c
Adverse events post CTL0O19 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry
Safety Set

Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory

All patients
N=1
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least 1 (100) 0 0 1 (100) 0
one AE
Gastrointestinal disorders

-Total 1 (100) 0 1 (100) 0 0

Dyspepsia 1 (100) 1 (100) 0

Vomiting 1 (100) 0 1 (100) 0 0
Immune system disorders

-Total 1 (100) 0 0 1 (100) 0

Cytokine release syndrome 1 (100) 0 0 1 (100) 0
Infections and infestations

-Total 1 (100) 0 1 (100) 0 0

Paronychia 1 (100) 0 1 (100) 0 0

Investigations



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Primary refractory

All patients
N=1
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 1 (100) 0 1 (100) 0 0
Immunoglobulins decreased 1 (100) 0 1 (100) 0 0
Metabolism and nutrition disorders
-Total 1 (100) 1 (100) 0
Hypokalaemia 1 (100) 1 (100) 0
Hyponatraemia 1 (100) 0 1 (100) 0 0
Skin and subcutaneous tissue
disorders
-Total 1 (100) 1 (100) 0
Rash 1 (100) 1 (100)
Vascular disorders
-Total 1 (100) 1 (100) 0
Hypertension 1 (100) 1 (100)

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all

grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143c
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry
Safety Set

Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least 68 (100) 7 (10.3) 12 (17.6) 19 (27.9) 30 (44.1)
one AE
Blood and lymphatic system
disorders
-Total 34 (50.0) 6(8.8) 6(8.8) 15 (22.1) 7 (10.3)
Anaemia 13 (19.1) 5((7.4) 2(29) 6(8.8) 0
Neutropenia 8 (11.8) 0 0 2(2.9) 6(8.8)
Febrile neutropenia 5((7.4) 0 1(1.5) 4(5.9) 0
Thrombocytopenia 4(5.9) 0 1(15) 2(29) 1(1.5)
Disseminated intravascular 3(144) 0 2(29) 1(1.5) 0
coagulation
Bone marrow failure 2(2.9) 0 0 2(29) 0
B-cell aplasia 1(1.5) 0 1(1.5) 0 0

Coagulation factor deficiency 1(1.5) 0 0 1(1.5) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Leukopenia 1(15) 0 0 1(15) 0
Pancytopenia 1(1.5) 0 0 1(1.5) 0
Splenomegaly 1(15) 1(15) 0 0 0
Cardiac disorders
-Total 15 (22.1) 10 (14.7) 3(4.4) 2(2.9) 0
Tachycardia 8 (11.8) 6 (8.8) 2(29) 0 0
Sinus bradycardia 3(4.4) 3(4.4) 0 0 0
Sinus tachycardia 3(4.4) 3(4.4) 0 0 0
Left ventricular dysfunction 2(2.9) 0 0 2(29) 0
Bradycardia 1(1.5) 1(1.5) 0 0 0
Cardiac discomfort 1(1.5) 1(1.5) 0 0 0
Cardiac hypertrophy 1(1.5) 0 1(1.5) 0 0
Pericardial effusion 1(15) 0 1(15) 0 0
Congenital, familial and genetic
disorders
-Total 1(15) 1(15) 0
Talipes 1(1.5) 1(1.5) 0 0 0
Ear and labyrinth disorders
-Total 1(15) 0 0 1(15) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Vertigo 1(15) 0 0 1(15) 0
Endocrine disorders

-Total 1(1.5) 1(1.5)

Precocious puberty 1(1.5) 1(1.5) 0
Eye disorders

-Total 7 (10.3) 4(5.9) 2(2.9) 1(1.5) 0

Dry eye 2(2.9) 2(2.9) 0 0 0

Amaurosis 1(1.5) 0 0 1(15) 0

Blepharospasm 1(1.5) 1(1.5) 0 0 0

Conjunctival haemorrhage 1(15) 1(15) 0 0 0

Diplopia 1(15) 0 1(15) 0 0

Ocular hypertension 1(1.5) 0 1(1.5) 0 0

Optic atrophy 1(1.5) 0 1(1.5) 0 0

Vision blurred 1(1.5) 1(1.5) 0 0 0

Vitreous opacities 1(1.5) 1(1.5) 0 0 0
Gastrointestinal disorders

-Total 33 (48.5) 13 (19.1) 15 (22.1) 5(7.4) 0

Diarrhoea 15 (22.1) 11 (16.2) 2(2.9) 2(2.9) 0

Nausea 11 (16.2) 1(15) 9 (13.2) 1(1.5) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vomiting 9(13.2) 7 (10.3) 2(2.9) 0 0
Abdominal pain 6(8.8) 4(5.9) 2(2.9) 0 0
Abdominal pain upper 3(4.4) 1(15) 2(2.9) 0 0
Constipation 3(4.4) 2(2.9) 1(15) 0 0
Paraesthesia oral 2(2.9) 1(1.5) 1(15) 0 0
Abdominal distension 1(1.5) 1(1.5) 0 0 0
Anal fissure 1(1.5) 0 1(15) 0 0
Anal fistula 1(1.5) 1(1.5) 0 0 0
Anal haemorrhage 1(1.5) 1(1.5) 0 0 0
Anal incontinence 1(15) 1(15) 0 0 0
Gastrointestinal haemorrhage 1(1.5) 0 0 1(1.5) 0
Gastrointestinal pain 1(1.5) 1(1.5) 0 0 0
Gingival bleeding 1(15) 0 1(15) 0 0
Gingival swelling 1(15) 0 1(15) 0 0
Hypoaesthesia oral 1(1.5) 1(1.5) 0 0 0
Lip dry 1(15) 1(15) 0 0 0
Lip haemorrhage 1(1.5) 1(1.5) 0 0 0
Proctalgia 1(1.5) 1(1.5) 0 0 0
Rectal haemorrhage 1(1.5) 0 1(1.5) 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Rectal ulcer 1(15) 0 0 1(15) 0
Stomatitis 1(15) 0 1(15) 0 0
Upper gastrointestinal 1(15) 1(15) 0 0 0

haemorrhage

General disorders and

administration site conditions
-Total 37 (54.4) 16 (23.5) 13 (19.1) 7 (10.3) 1(1.5)
Pyrexia 25 (36.8) 13 (19.1) 8 (11.8) 4(5.9) 0
Fatigue 7 (10.3) 3(4.4) 4(5.9) 0 0
Face oedema 5((7.4) 4(5.9) 0 1(1.5) 0
Oedema peripheral 4(5.9) 4(5.9) 0 0 0
Pain 4(5.9) 1(1.5) 2(2.9) 1(15) 0
Asthenia 2(2.9) 2(2.9) 0 0 0
Catheter site haemorrhage 2(2.9) 1(1.5) 0 1(1.5) 0
Catheter site pain 2(2.9) 2(2.9) 0 0 0
Localised oedema 2(2.9) 1(1.5) 0 1(1.5) 0
Catheter site erythema 1(1.5) 1(1.5) 0 0 0
Catheter site pruritus 1(1.5) 1(1.5) 0 0 0
Chills 1(15) 0 1(1.5) 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Drug withdrawal syndrome 1(15) 0 0 1(15) 0
Mucosal inflammation 1(15) 0 0 1(15) 0
Multiple organ dysfunction 1(15) 0 0 0 1(15)
syndrome
Non-cardiac chest pain 1(1.5) 1(1.5) 0 0 0
Oedema 1(1.5) 0 1(15) 0 0
Hepatobiliary disorders
-Total 6 (8.8) 2(2.9) 1(15) 2(2.9) 1(1.5)
Cholestasis 1(1.5) 0 0 1(15) 0
Gallbladder oedema 1(1.5) 1(1.5) 0 0 0
Hepatic failure 1(1.5) 0 1(1.5) 0 0
Hepatic steatosis 1(1.5) 1(1.5) 0 0 0
Hepatocellular injury 1(1.5) 0 0 1(1.5) 0
Hepatosplenomegaly 1(1.5) 0 0 0 1(1.5)
Immune system disorders
-Total 51 (75.0) 11 (16.2) 18 (26.5) 9 (13.2) 13 (19.1)
Cytokine release syndrome 45 (66.2) 12 (17.6) 12 (17.6) 8 (11.8) 13 (19.1)

Hypogammaglobulinaemia 16 (23.5) 4(5.9) 11 (16.2) 1(1.5) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Allergy to immunoglobulin 3(4.4) 2(2.9) 1(15) 0 0
therapy

Haemophagocytic 3(4.4) 0 1(15) 2(2.9) 0
lymphohistiocytosis

Atopy 1(1.5) 1(1.5) 0 0 0

Drug hypersensitivity 1(1.5) 0 1(15) 0 0
Infections and infestations

-Total 25 (36.8) 2(2.9) 12 (17.6) 9 (13.2) 2(2.9)

Candida infection 2(2.9) 1(1.5) 0 1(15) 0

Device related infection 2(2.9) 0 2(2.9) 0 0

Sepsis 2(2.9) 0 0 1(15) 1(15)

Upper respiratory tract infection 2(2.9) 0 2(2.9) 0 0

Vascular device infection 2(2.9) 0 0 2(2.9) 0

Aspergillus infection 1(15) 0 0 1(15) 0

Bacterial infection 1(15) 0 0 1(15) 0

Bronchopulmonary aspergillosis 1(1.5) 0 1(1.5) 0 0

Cellulitis 1(15) 0 1(1.5) 0 0

Cellulitis orbital 1(1.5) 0 0 1(1.5) 0

Central nervous system infection 1(1.5) 0 0 0 1(1.5)



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cerebral fungal infection 1(1.5) 0 0 0 1(1.5)
Cystitis 1(1.5) 0 1(1.5) 0 0
Eye infection 1(15) 0 1(15) 0 0
Helminthic infection 1(1.5) 1(1.5) 0 0 0
Herpes zoster 1(1.5) 0 1(15) 0 0
Infection 1(1.5) 0 0 1(15) 0
Influenza 1(1.5) 1(1.5) 0 0 0
Meningitis aseptic 1(1.5) 0 0 1(15) 0
Nail infection 1(1.5) 1(1.5) 0 0 0
Nasopharyngitis 1(15) 1(15) 0 0 0
Oral fungal infection 1(15) 0 1(15) 0 0
Parotitis 1(1.5) 1(1.5) 0 0 0
Pneumonia 1(15) 0 0 1(15) 0
Pneumonia viral 1(15) 0 1(15) 0 0
Pseudomembranous colitis 1(1.5) 0 1(1.5) 0 0
Rash pustular 1(1.5) 1(1.5) 0 0 0
Respiratory syncytial virus 1(1.5) 0 1(1.5) 0 0

infection
Respiratory tract infection 1(1.5) 1(1.5) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Sinusitis 1(15) 0 0 1(15) 0
Systemic infection 1(1.5) 0 0 1(1.5) 0
Urinary tract infection viral 1(15) 0 1(15) 0 0
Viral upper respiratory tract 1(1.5) 0 1(15) 0 0
infection
Vulvitis 1(1.5) 0 1(1.5) 0 0
Injury, poisoning and procedural
complications
-Total 8 (11.8) 1(1.5) 6(8.8) 1(1.5) 0
Allergic transfusion reaction 2(2.9) 0 2(2.9) 0 0
Contusion 1(1.5) 1(1.5) 0 0 0
Fall 1(1.5) 1(1.5) 0 0 0
Femoral neck fracture 1(15) 0 1(15) 0 0
Infusion related reaction 1(15) 0 1(15) 0 0
Periorbital haematoma 1(15) 0 0 1(15) 0
Post procedural haemorrhage 1(1.5) 1(1.5) 0 0 0
Procedural pain 1(1.5) 0 1(1.5) 0 0
Stoma site erythema 1(1.5) 0 1(1.5) 0 0
Stoma site haemorrhage 1(1.5) 1(1.5) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Subcutaneous haematoma 1(1.5) 1(1.5) 0 0 0
Thermal burn 1(15) 0 1(15) 0 0
Transfusion reaction 1(1.5) 1(1.5) 0 0 0
Investigations
-Total 38 (55.9) 5(7.4) 8 (11.8) 10 (14.7) 15 (22.1)
Neutrophil count decreased 11 (16.2) 1(1.5) 0 3(4.4) 7 (10.3)
White blood cell count decreased 11 (16.2) 0 2(29) 3(4.4) 6(8.8)
Platelet count decreased 9 (13.2) 1(1.5) 2(29) 3(4.4) 3(4.4)
Aspartate aminotransferase 5(7.4) 3(4.4) 1(15) 1(15) 0
increased
Blood fibrinogen decreased 5(7.4) 0 2(29) 3(4.4)
Alanine aminotransferase 3(4.4) 2(2.9) 0 1(15) 0
increased
Blood bilirubin increased 3(4.4) 0 1(1.5) 1(1.5) 1(1.5)
Blood creatinine increased 3(4.4) 2(2.9) 1(1.5) 0 0
Immunoglobulins decreased 3(144) 0 1(1.5) 1(1.5) 1(1.5)
Lymphocyte count decreased 3(144) 0 0 3@4.4) 0
Prothrombin time prolonged 3(144) 3(144) 0 0 0
Blood alkaline phosphatase 2(2.9) 2(2.9) 0 0 0

increased



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

C-reactive protein increased 2(2.9) 1(1.5) 1(1.5) 0 0

Serum ferritin increased 2(2.9) 2(2.9) 0 0 0

Activated partial thromboplastin 1(15) 1(15) 0 0 0
time prolonged

Ammonia increased 1(1.5) 1(1.5) 0 0 0

Antithrombin iii decreased 1(1.5) 0 1(15) 0 0

Blood chloride increased 1(1.5) 1(1.5) 0 0 0

Blood creatine phosphokinase 1(1.5) 0 0 0 1(1.5)
increased

Blood fibrinogen increased 1(15) 1(15) 0 0

Blood lactate dehydrogenase 1(1.5) 1(1.5) 0
increased

Blood magnesium increased 1(1.5) 0 0 1(1.5) 0

Blood potassium decreased 1(1.5) 0 1(1.5) 0 0

Blood urea decreased 1(1.5) 1(1.5) 0 0 0

Blood urea increased 1(1.5) 1(1.5) 0 0 0

Blood uric acid increased 1(1.5) 0 1(1.5) 0 0

Blood urine present 1(1.5) 0 1(1.5) 0 0

Chest x-ray abnormal 1(1.5) 1(1.5) 0 0 0

Clostridium test positive 1(1.5) 0 1(1.5) 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Electrocardiogram repolarisation 1(15) 1(15) 0 0 0
abnormality
Fungal test positive 1(1.5) 0 1(1.5) 0
Gamma-glutamyltransferase 1(1.5) 1(15) 0 0
increased
Haemoglobin decreased 1(1.5) 0 0 1(15) 0
Heart sounds abnormal 1(1.5) 1(1.5) 0 0 0
International normalised ratio 1(1.5) 1(1.5) 0 0 0
increased
Lipase increased 1(1.5) 1(1.5) 0
Monocyte count decreased 1(1.5) 1(1.5) 0 0
Protein total decreased 1(15) 0 1(15)
Metabolism and nutrition disorders
-Total 30 (44.1) 12 (17.6) 7 (10.3) 9(13.2) 2(2.9)
Hypokalaemia 14 (20.6) 7 (10.3) 1(15) 6(8.8) 0
Hypophosphataemia 9(13.2) 6(8.8) 1(1.5) 2(29) 0
Hypoalbuminaemia 7 (10.3) 2(2.9) 4(5.9) 1(1.5) 0
Hypocalcaemia 7 (10.3) 1(1.5) 2(29) 2(29) 2(2.9)
Decreased appetite 6(8.8) 4(5.9) 1(1.5) 1(1.5) 0
Dehydration 3(44) 0 1(1.5) 2(29) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypomagnesaemia 3(4.4) 3(4.4) 0 0 0
Hyperglycaemia 2(2.9) 1(1.5) 0 1(1.5) 0
Hyperphosphataemia 2(2.9) 2(2.9) 0 0 0
Hyperuricaemia 2(2.9) 2(2.9) 0 0 0
Fluid overload 1(1.5) 0 1(15) 0 0
Fluid retention 1(1.5) 0 1(15) 0 0
Hypercalcaemia 1(1.5) 1(1.5) 0 0 0
Hyperkalaemia 1(1.5) 0 1(15) 0 0
Hypernatraemia 1(1.5) 0 1(15) 0 0
Hyponatraemia 1(1.5) 0 0 1(1.5) 0
Tumour lysis syndrome 1(1.5) 0 0 0 1(1.5)
Vitamin d deficiency 1(15) 1(15) 0 0 0
Musculoskeletal and connective
tissue disorders
-Total 18 (26.5) 9(13.2) 6(8.8) 3(4.4) 0
Myalgia 6(8.8) 5(7.4) 1(15) 0 0
Arthralgia 4(5.9) 1(15) 2(2.9) 1(15) 0
Pain in extremity 4(5.9) 2(2.9) 2(29) 0 0
Muscular weakness 3(44) 1(1.5) 1(1.5) 1(1.5) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Bone pain 2(2.9) 0 2(2.9) 0 0
Back pain 1(15) 1(15) 0 0 0
Joint effusion 1(15) 0 0 1(15) 0
Joint stiffness 1(1.5) 1(1.5) 0 0 0
Osteonecrosis 1(1.5) 1(1.5) 0 0 0
Osteopenia 1(1.5) 1(1.5) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 3(4.4) 1(15) 2(2.9)
Acute lymphocytic leukaemia 1(1.5) 0 1(1.5)
recurrent
Leukaemia 1(15) 0 1(15)
Neoplasm progression 1(15) 1(15) 0
Nervous system disorders
-Total 27 (39.7) 9(13.2) 11 (16.2) 6(8.8) 1(1.5)
Headache 12 (17.6) 5(7.4) 6(8.8) 1(15) 0
Seizure 6(8.8) 1(15) 3(4.4) 2(2.9) 0
Tremor 4(5.9) 3(144) 1(1.5) 0 0
Encephalopathy 2(2.9) 0 0 1(1.5) 1(1.5)



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Intention tremor 2(2.9) 1(1.5) 1(1.5) 0 0

Somnolence 2(2.9) 0 0 2(2.9) 0

Cerebral atrophy 1(1.5) 1(1.5) 0 0 0

Depr_essed level of 1(1.5) 0 0 1(15) 0
consciousness

Dizziness 1(1.5) 1(1.5) 0 0 0

Dysgeusia 1(1.5) 1(1.5) 0 0 0

Dyskinesia 1(1.5) 0 0 1(15) 0

Head discomfort 1(1.5) 1(1.5) 0 0 0

Hyperkinesia 1(15) 1(15) 0 0 0

Lethargy 1(15) 0 1(15) 0 0

Nervous system disorder 1(1.5) 0 1(1.5) 0 0

Neuralgia 1(15) 0 1(15) 0 0

Neurological decompensation 1(1.5) 0 1(1.5) 0 0
Product issues

-Total 1(15) 0 1(15) 0 0

Device occlusion 1(1.5) 0 1(1.5) 0 0
Psychiatric disorders

-Total 15 (22.1) 7 (10.3) 7 (10.3) 1(15) 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Anxiety 4(5.9) 2(2.9) 2(2.9) 0 0
Insomnia 4(5.9) 1(15) 3(4.4) 0 0
Agitation 3(4.4) 0 2(2.9) 1(1.5) 0
Confusional state 2(2.9) 0 1(15) 1(15) 0
Delirium 2(2.9) 1(1.5) 1(1.5) 0 0
Disorientation 2(2.9) 1(1.5) 1(15) 0 0
Irritability 2(2.9) 2(2.9) 0 0 0
Hallucination 1(1.5) 0 1(15) 0 0
Initial insomnia 1(1.5) 1(1.5) 0 0 0
Restlessness 1(1.5) 0 1(1.5) 0 0
Renal and urinary disorders

-Total 11 (16.2) 4(5.9) 5(7.4) 1(1.5) 1(1.5)
Acute kidney injury 3(4.4) 0 1(15) 1(15) 1(15)
Dysuria 2(2.9) 1(15) 1(15) 0 0
Haematuria 2(2.9) 2(2.9) 0 0 0
Polyuria 2(2.9) 1(1.5) 1(1.5) 0 0
Chromaturia 1(1.5) 1(1.5) 0 0 0
Proteinuria 1(1.5) 1(1.5) 0 0 0
Renal impairment 1(1.5) 0 1(1.5) 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Urinary incontinence 1(15) 1(15) 0 0 0
Urinary tract disorder 1(15) 0 1(15) 0 0
Reproductive system and breast
disorders
-Total 1(1.5) 1(1.5) 0 0 0
Scrotal oedema 1(1.5) 1(1.5) 0 0 0
Respiratory, thoracic and
mediastinal disorders
-Total 20 (29.4) 8 (11.8) 6(8.8) 5(7.4) 1(1.5)
Hypoxia 8 (11.8) 1(1.5) 3(4.4) 3(4.4) 1(1.5)
Cough 6(8.8) 4(5.9) 2(29) 0 0
Epistaxis 3(4.4) 2(2.9) 1(15) 0 0
Oropharyngeal pain 3(4.4) 2(2.9) 1(15) 0 0
Tachypnoea 3(4.4) 3(4.4) 0 0 0
Pleural effusion 2(2.9) 1(1.5) 1(1.5) 0 0
Rhinorrhoea 2(2.9) 2(2.9) 0 0 0
Apnhoea 1(1.5) 0 0 1(1.5) 0
Dyspnoea 1(1.5) 1(1.5) 0 0 0
Increased upper airway secretion 1(1.5) 1(1.5) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lung disorder 1(15) 0 0 1(15) 0
Skin and subcutaneous tissue
disorders
-Total 24 (35.3) 18 (26.5) 5(7.4) 1(1.5) 0
Rash 8 (11.8) 6 (8.8) 1(1.5) 1(1.5) 0
Pruritus 6 (8.8) 5(7.4) 1(1.5) 0 0
Erythema 5(7.4) 4(5.9) 1(1.5) 0 0
Petechiae 4(5.9) 3(4.4) 1(15) 0 0
Dry skin 3(4.4) 2(2.9) 1(1.5) 0 0
Papule 2(2.9) 2(2.9) 0 0 0
Urticaria 2(2.9) 1(1.5) 1(1.5) 0 0
Acne 1(15) 1(15) 0 0 0
Decubitus ulcer 1(1.5) 0 1(1.5) 0 0
Dermatitis acneiform 1(1.5) 1(1.5) 0 0 0
Hangnalil 1(15) 1(15) 0 0 0
Ingrowing nail 1(1.5) 1(1.5) 0 0 0
Skin discolouration 1(1.5) 1(1.5) 0 0 0
Skin exfoliation 1(1.5) 1(1.5) 0 0 0
Skin lesion 1(1.5) 1(1.5) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vascular disorders
-Total 17 (25.0) 8(11.8) 3(4.4) 6(8.8) 0
Hypertension 6(8.8) 3(4.4) 1(15) 2(2.9) 0
Hypotension 6 (8.8) 4(5.9) 0 2(29) 0
Capillary leak syndrome 1(1.5) 0 0 1(15) 0
Hot flush 1(1.5) 1(1.5) 0 0 0
Jugular vein thrombosis 1(1.5) 0 0 1(15) 0
Lymphoedema 1(1.5) 1(1.5) 0 0 0
Pallor 1(1.5) 0 1(1.5) 0 0
Vascular occlusion 1(1.5) 1(1.5) 0 0 0
Venous thrombosis limb 1(15) 0 1(15) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all

grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143c
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry
Safety Set

Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Primary refractory

All patients
N=1
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

No records met the criteria

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143c

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry

Safety Set

Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least 48 (81.4) 9 (15.3) 12 (20.3) 19 (32.2) 8 (13.6)
one AE
Blood and lymphatic system
disorders
-Total 13 (22.0) 2(34) 4(6.8) 7 (11.9) 0
Anaemia 6 (10.2) 1(1.7) 2(3.4) 3(5.1) 0
Thrombocytopenia 4(6.8) 0 2(3.4) 2(3.4) 0
Neutropenia 2(3.4) 1(1.7) 1(1.7) 0 0
B-cell aplasia 1(1.7) 0 0 1(1.7) 0
Febrile neutropenia 1(12.7) 1(12.7) 0 0 0
Leukocytosis 1(12.7) 0 1(2.7) 0 0
Lymphopenia 1(12.7) 0 0 1(12.7) 0

Cardiac disorders



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 3(5.1) 3(5.1) 0 0 0
Sinus tachycardia 234) 234) 0 0 0
Tachycardia 234) 234) 0 0 0
Sinus bradycardia 1(1.7) 1(1.7) 0 0 0
Ear and labyrinth disorders
-Total 1(1.7) 1(1.7) 0 0 0
Ear pain 1(1.7) 1(1.7)
Endocrine disorders
-Total 2(3.4) 1(1.7) 1(1.7)
Hypothyroidism 1(1.7) 0 1(1.7)
Inappropriate antidiuretic 1(1.7) 1(1.7) 0
hormone secretion
Eye disorders
-Total 7 (11.9) 5(8.5) 2(3.4) 0 0
Eye pain 2(3.4) 1(1.7) 1(1.7) 0 0
Astigmatism 1(12.7) 1(1.7) 0 0 0
Blepharitis 1(12.7) 1(12.7) 0 0 0
Blindness unilateral 1(12.7) 1(12.7) 0 0 0
Conjunctivitis allergic 1(12.7) 0 1(12.7) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Eye pruritus 1(1.7) 1(1.7) 0 0 0
Hypermetropia 1(1.7) 1(1.7) 0 0 0
Lacrimation increased 1(1.7) 1(1.7) 0 0 0
Ocular hyperaemia 1(1.7) 1(1.7) 0 0 0
Visual impairment 1(1.7) 1(1.7) 0 0 0
Gastrointestinal disorders
-Total 17 (28.8) 9 (15.3) 8 (13.6) 0 0
Constipation 6 (10.2) 4(6.8) 2(3.4) 0 0
Nausea 6 (10.2) 3(5.1) 3(5.1) 0 0
Abdominal pain 5(8.5) 3(.1) 234) 0 0
Vomiting 5(8.5) 3(5.1) 2(3.4) 0 0
Diarrhoea 4(6.8) 1(1.7) 3(5.1) 0 0
Abdominal distension 234) 1(12.7) 1(12.7) 0 0
Stomatitis 234) 0 234) 0 0
Abdominal pain lower 1(1.7) 1(1.7) 0 0 0
Abdominal pain upper 1(12.7) 1(12.7) 0 0 0
Dental caries 1(12.7) 1(12.7) 0 0 0
Gastrointestinal motility disorder 1(12.7) 0 1(2.7) 0 0
Gingival bleeding 1(12.7) 1(12.7) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Oral pain 1(1.7) 0 1(1.7) 0 0
Periodontal disease 1(1.7) 1(1.7) 0 0 0
Proctalgia 1(1.7) 0 1(1.7) 0 0
Toothache 1(1.7) 1(1.7) 0 0 0
General disorders and
administration site conditions
-Total 18 (30.5) 8 (13.6) 9 (15.3) 1(1.7) 0
Pyrexia 14 (23.7) 4(6.8) 9 (15.3) 1(1.7) 0
Chills 3(5.1) 1(1.7) 2(3.4) 0 0
Gait disturbance 234) 234) 0 0 0
Axillary pain 1(1.7) 0 1(1.7) 0 0
Catheter site erythema 1(1.7) 11.7) 0 0 0
Face oedema 11.7) 1(12.7) 0 0 0
Facial pain 1(1.7) 0 1(1.7) 0 0
Fatigue 1(1.7) 1(1.7) 0 0 0
Generalised oedema 1(12.7) 0 1(2.7) 0 0
Localised oedema 1(12.7) 1(12.7) 0 0 0
Malaise 1(12.7) 0 1(2.7) 0 0
Non-cardiac chest pain 1(12.7) 0 1(12.7) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Oedema peripheral 1(1.7) 0 1(1.7) 0 0
Pain 1(1.7) 1(1.7) 0 0 0
Hepatobiliary disorders
-Total 1(1.7) 0 1(1.7)
Hepatotoxicity 1(1.7) 0 1(1.7)
Immune system disorders
-Total 9 (15.3) 4(6.8) 4(6.8) 1(1.7)
Hypogammaglobulinaemia 5(8.5) 2(3.4) 2(3.4) 1(1.7)
Allergy to immunoglobulin 2(3.4) 11.7) 1(1.7) 0 0
therapy
Drug hypersensitivity 2(3.4) 1(1.7) 1(12.7)
Cytokine release syndrome 1(1.7) 0 1(1.7)
Infections and infestations
-Total 35 (59.3) 9 (15.3) 12 (20.3) 13 (22.0) 1(1.7)
Nasopharyngitis 8 (13.6) 7 (11.9) 1(1.7) 0 0
Rhinitis 5(8.5) 4(6.8) 1(1.7) 0 0
Upper respiratory tract infection 5(8.5) 234) 3(5.1) 0 0
Herpes zoster 4(6.8) 0 3(5.1) 1(12.7) 0
Gastroenteritis 3(5.1) 3(5.1) 0 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Rash pustular 3(5.1) 3(5.1) 0 0 0
Bronchitis 2(3.4) 1(1.7) 1(1.7) 0 0
Device related infection 234) 0 0 234) 0
Enterovirus infection 2(3.4) 1(1.7) 1(1.7) 0 0
Oral herpes 2(3.4) 0 2(3.4) 0 0
Otitis externa 2(3.4) 1(1.7) 1(1.7) 0 0
Otitis media 2(3.4) 2(3.4) 0 0 0
Pneumonia 2(3.4) 0 0 2(3.4) 0
Sinusitis 2(3.4) 0 1(1.7) 1(1.7) 0
Alternaria infection 1(1.7) 0 0 1(1.7) 0
Aspergillus infection 1(1.7) 0 0 1(1.7) 0
Atypical pneumonia 1(1.7) 0 0 1(1.7) 0
Bacterial infection 1(1.7) 0 0 1(1.7) 0
Body tinea 1(1.7) 0 1(1.7) 0 0
Candida infection 1(1.7) 0 0 1(1.7) 0
Catheter site infection 1(12.7) 0 1(2.7) 0 0
Cellulitis 1(1.7) 0 1(1.7) 0 0
Central nervous system 1(12.7) 0 1(2.7) 0 0

infection



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Conjunctivitis 1(1.7) 0 1(1.7) 0 0
Conjunctivitis viral 1(1.7) 0 1(1.7) 0 0
Enterococcal infection 1(1.7) 0 0 1(1.7) 0
Escherichia urinary tract 1(1.7) 0 1(1.7) 0 0
infection
Folliculitis 1(1.7) 1(1.7) 0 0 0
Gastrointestinal infection 1(1.7) 0 0 1(1.7) 0
Impetigo 1(1.7) 0 11.7) 0 0
Influenza 1(1.7) 0 0 1(1.7) 0
Laryngitis 1(1.7) 1(1.7) 0 0 0
Meningitis aseptic 1(1.7) 0 0 1(1.7) 0
Molluscum contagiosum 1(1.7) 11.7) 0 0 0
Mucosal infection 1(1.7) 0 1(1.7) 0 0
Otitis media acute 11.7) 0 1(12.7) 0 0
Parainfluenzae virus infection 1(1.7) 0 1(1.7) 0 0
Paronychia 1(12.7) 0 1(2.7) 0 0
Periorbital cellulitis 1(12.7) 0 0 1(12.7) 0
Pharynagitis 1(12.7) 0 1(2.7) 0 0
Pneumonia haemophilus 1(12.7) 0 0 1(12.7) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory syncytial virus 1(1.7) 0 0 1(1.7) 0
infection
Rhinovirus infection 1(1.7) 0 1(1.7) 0 0
Sepsis 1(1.7) 0 0 0 11.7)
Septic shock 1(1.7) 0 0 1(1.7) 0
Skin infection 1(1.7) 1(1.7) 0 0
Tinea pedis 1(1.7) 0 1(1.7) 0 0
Tonsillitis 1(1.7) 0 0 1(1.7) 0
Tooth infection 1(1.7) 0 1(1.7) 0
Viral upper respiratory tract 1(1.7) 0 1(12.7) 0
infection
Injury, poisoning and procedural
complications
-Total 6 (10.2) 2(34) 4(6.8) 0 0
Contusion 234) 234) 0 0 0
Fall 1(1.7) 0 1(1.7) 0 0
Infusion related reaction 1(12.7) 0 1(2.7) 0 0
Ligament sprain 1(12.7) 0 1(2.7) 0 0
Procedural pain 1(12.7) 0 1(2.7) 0 0
Skin abrasion 1(12.7) 0 1(12.7) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Splinter 1(1.7) 1(1.7) 0 0 0
Investigations

-Total 20 (33.9) 5(8.5) 5(8.5) 5(8.5) 5(8.5)

Platelet count decreased 8 (13.6) 3(5.1) 2(3.4) 1(1.7) 2(3.4)

White blood cell count 7 (11.9) 2(3.4) 0 3(5.1) 2(3.4)
decreased

Alanine aminotransferase 6 (10.2) 3(5.1) 1(1.7) 1(1.7) 11.7)
increased

Aspartate aminotransferase 6 (10.2) 4(6.8) 0 1(1.7) 112.7)
increased

Neutrophil count decreased 6 (10.2) 0 3(5.1) 3(5.1)

Lymphocyte count decreased 234) 11.7) 1(12.7) 0

Activated partial thromboplastin 11.7) 1(12.7) 0 0
time prolonged

Blood alkaline phosphatase 1(1.7) 1(1.7) 0 0 0
increased

Blood lactate dehydrogenase 1(12.7) 1(12.7) 0 0 0
increased

Chlamydia test positive 1(12.7) 0 1(2.7) 0 0

Cytomegalovirus test positive 1(12.7) 1(12.7) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Gamma-glutamyltransferase 1(1.7) 0 1(1.7) 0 0
increased
Immunoglobulins decreased 1(1.7) 0 0 1(1.7) 0
Lymph node palpable 1(1.7) 0 1(1.7) 0 0
Vitamin d decreased 1(1.7) 1(1.7) 0 0 0
Weight decreased 1(1.7) 0 1(1.7) 0 0
Metabolism and nutrition
disorders
-Total 10 (16.9) 4(6.8) 4(6.8) 2(3.4) 0
Hypomagnesaemia 4(6.8) 3(5.1) 1(1.7) 0 0
Decreased appetite 234) 234) 0 0 0
Hyperglycaemia 234) 11.7) 0 1(12.7) 0
Hyperkalaemia 2(3.4) 2(3.4) 0 0 0
Hyperuricaemia 2(3.4) 2(3.4) 0 0 0
Hypokalaemia 2(3.4) 1(1.7) 0 1(1.7) 0
Hypophosphataemia 234) 1(12.7) 1(2.7) 0 0
Dehydration 1(12.7) 0 1(2.7) 0 0
Hypercalcaemia 1(12.7) 1(12.7) 0 0 0
Hyperferritinaemia 1(12.7) 0 1(2.7) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypoalbuminaemia 1(1.7) 1(1.7) 0 0 0
Hypocalcaemia 1(1.7) 0 1(1.7) 0 0
Lactic acidosis 1(12.7) 0 0 1(12.7) 0
Musculoskeletal and connective
tissue disorders
-Total 12 (20.3) 4(6.8) 7 (11.9) 1(1.7) 0
Arthralgia 6 (10.2) 1(1.7) 4(6.8) 1(1.7) 0
Back pain 5(8.5) 3(5.1) 2(3.4) 0 0
Pain in extremity 4(6.8) 11.7) 3(5.1) 0 0
Neck pain 2(3.4) 1(1.7) 1(1.7) 0 0
Bone pain 1(1.7) 0 1(1.7) 0 0
Muscular weakness 1(1.7) 1(1.7) 0 0 0
Osteopenia 11.7) 1(12.7) 0 0 0
Osteoporosis 11.7) 0 1(12.7) 0 0
Neoplasms benign, malignant
and unspecified (incl cysts and
polyps)
-Total 4(6.8) 2(3.4) 2(3.4)
Acute lymphocytic leukaemia 234) 0 0 1(12.7) 1(1.7)

recurrent



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Acute lymphocytic leukaemia 1(1.7) 0 0 1(1.7) 0
B precursor type acute 1(1.7) 0 0 0 1(1.7)
leukaemia
Nervous system disorders
-Total 8 (13.6) 3(5.1) 5(8.5) 0 0
Headache 5(8.5) 4(6.8) 1(1.7) 0 0
Dizziness 1(1.7) 1(1.7) 0 0 0
Dysarthria 1(1.7) 0 11.7) 0 0
Facial paralysis 1(1.7) 0 1(1.7) 0 0
Hemiparesis 1(1.7) 0 1(1.7) 0 0
Intracranial pressure increased 1(12.7) 1(12.7) 0 0 0
Lethargy 1(1.7) 1(1.7) 0 0 0
Neuralgia 1(1.7) 0 1(1.7) 0 0
Neuropathy peripheral 1(1.7) 0 1(1.7) 0 0
Subdural hygroma 1(1.7) 0 1(1.7) 0 0
Psychiatric disorders
-Total 4(6.8) 3(5.1) 1(1.7) 0 0
Agitation 1(12.7) 0 1(2.7)

Anxiety 1(12.7) 1(12.7) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Confusional state 1(1.7) 1(12.7) 0 0 0
Insomnia 1(1.7) 1(1.7) 0 0 0
Renal and urinary disorders
-Total 2(3.4) 1(1.7) 0 1(1.7)
Haematuria 2(3.4) 1(1.7) 0 1(1.7)
Proteinuria 1(1.7) 0 1(1.7) 0 0
Reproductive system and breast
disorders
-Total 4(6.8) 2(3.4) 1(1.7) 1(1.7) 0
Metrorrhagia 1(1.7) 1(1.7) 0 0 0
Ovarian failure 1(1.7) 0 0 1(1.7) 0
Perineal pain 1(1.7) 1(1.7) 0 0 0
Vulvovaginal dryness 1(1.7) 1(1.7) 0 0 0
Vulvovaginal pain 1(1.7) 0 1(1.7) 0 0
Respiratory, thoracic and
mediastinal disorders
-Total 15 (25.4) 9 (15.3) 4(6.8) 2(3.4)
Cough 10 (16.9) 8 (13.6) 2(3.4) 0 0
Epistaxis 5(8.5) 4(6.8) 1(1.7) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Nasal congestion 4(6.8) 4(6.8) 0 0 0
Oropharyngeal pain 3(5.1) 1(1.7) 2(3.4) 0 0
Dyspnoea 2(3.4) 0 2(3.4) 0 0
Hypoxia 1(1.7) 0 0 1(1.7) 0
Nasal septum perforation 1(1.7) 0 1(1.7) 0 0
Pharyngeal erythema 1(1.7) 0 1(1.7) 0 0
Productive cough 1(1.7) 1(1.7) 0 0 0
Pulmonary granuloma 1(1.7) 0 0 1(1.7) 0
Rhinalgia 1(1.7) 11.7) 0 0 0
Rhinorrhoea 1(1.7) 0 1(1.7) 0 0
Rhonchi 1(1.7) 1(1.7) 0 0 0
Sinus pain 1(1.7) 1(1.7) 0 0 0
Stridor 1(1.7) 0 1(1.7) 0 0
Tachypnoea 1(1.7) 0 1(1.7) 0 0
Skin and subcutaneous tissue
disorders
-Total 14 (23.7) 10 (16.9) 4(6.8) 0 0
Eczema 3(5.1) 234) 1(2.7)
Dry skin 234) 234) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Response status at study entry: Relapsed disease

All patients
N=59
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ingrowing nalil 2(3.4) 0 2(3.4) 0 0
Petechiae 234) 234) 0 0 0
Pruritus 2(3.4) 2(3.4) 0 0 0
Rash 2(3.4) 1(1.7) 1(1.7) 0 0
Alopecia 1(1.7) 1(1.7) 0 0 0
Dermatitis 1(1.7) 1(1.7) 0 0 0
Dermatitis bullous 1(1.7) 1(1.7) 0 0 0
Erythema 11.7) 1(1.7) 0 0 0
Hangnail 1(1.7) 11.7) 0 0 0
Skin ulcer 1(1.7) 1(1.7) 0 0 0
Vascular disorders
-Total 4(6.8) 2(34) 2(34) 0 0
Pallor 2(3.4) 2(3.4) 0 0 0
Embolism 1(1.7) 0 1(1.7) 0 0
Flushing 1(1.7) 1(1.7) 0 0 0
Hypertension 1(12.7) 0 1(2.7) 0 0

- A patient with multiple adverse events within a primary system organ class is
counted only once in the total row.



- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 143c
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry
Safety Set

Timing: >1 year post-CTL019 infusion, Response status at study entry: Primary refractory

All patients
N=0
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

No records met the criteria

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143c

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry

Safety Set

Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=20
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one 5(25.0) 2 (10.0) 1(5.0) 2 (10.0) 0
AE
Eye disorders

-Total 1(5.0) 1(5.0)

Keratitis 1(5.0) 1(5.0)
Infections and infestations

-Total 2 (10.0) 1(5.0) 1(5.0)

Infection 1(5.0) 0 1(5.0)

Rhinitis 1(5.0) 1(5.0) 0
Investigations

-Total 1(5.0) 1(5.0)

Lymphocyte count decreased 1(5.0) 1(5.0)



Timing: >1 year post-CTL019 infusion, Response status at study entry: Relapsed disease

All patients
N=20
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Neoplasms benign, malignant and
unspecified (incl cysts and polyps)

-Total 1(5.0) 0 0 1(5.0)

Acute lymphocytic leukaemia 1(5.0) 0 0 1(5.0)

recurrent

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.

/vob/CCTLO019/hag/haq_eu_6/pgm/saf/t143 gd b2001x.sas@@/main/4 25JUN21:16:24 Final



CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143c

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Response status at study entry
Safety Set

Timing: Any time post CTLO019 infusion, Response status at study entry: Primary refractory

All patients
N=1
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one 1 (100) 0 0 1 (100) 0
AE
Gastrointestinal disorders

-Total 1 (100) 0 1 (100)

Dyspepsia 1 (100) 1 (100) 0 0

Vomiting 1 (100) 0 1 (100)
Immune system disorders

-Total 1 (100) 0 0 1 (100) 0

Cytokine release syndrome 1 (100) 0 0 1 (100) 0
Infections and infestations

-Total 1 (100) 0 1 (100) 0

Paronychia 1 (100) 0 1 (100) 0

Investigations



Timing: Any time post CTL019 infusion, Response status at study entry: Primary refractory

All patients
N=1
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 1 (100) 0 1 (100) 0 0
Immunoglobulins decreased 1 (100) 0 1 (100) 0 0
Metabolism and nutrition disorders
-Total 1 (100) 1 (100) 0
Hypokalaemia 1 (100) 1 (100) 0
Hyponatraemia 1 (100) 0 1 (100) 0 0
Skin and subcutaneous tissue
disorders
-Total 1 (100) 1 (100) 0
Rash 1 (100) 1 (100)
Vascular disorders
-Total 1 (100) 1 (100) 0
Hypertension 1 (100) 1 (100)

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.
- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all

grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143c

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Response status at study entry

Safety Set

Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one 68 (100) 3(4.4) 7 (10.3) 25 (36.8) 33 (48.5)
AE
Blood and lymphatic system
disorders
-Total 38 (55.9) 5(7.4) 8 (11.8) 18 (26.5) 7 (10.3)
Anaemia 14 (20.6) 4(5.9) 3@4.4) 7 (10.3) 0
Neutropenia 10 (14.7) 1(.5) 1(1.5) 2(2.9) 6(8.8)
Febrile neutropenia 6 (8.8) 1(15) 1(15) 4(5.9) 0
Thrombocytopenia 6 (8.8) 0 2(29) 3(4.4) 1(1.5)
Disseminated intravascular 3(144) 0 2(29) 1(1.5) 0
coagulation
B-cell aplasia 2(2.9) 0 1(1.5) 1(1.5) 0
Bone marrow failure 2(2.9) 0 2(2.9) 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Coagulation factor deficiency 1(1.5) 0 0 1(.5) 0
Leukocytosis 1(15) 0 1(15) 0 0
Leukopenia 1(15) 0 0 1(1.5) 0
Lymphopenia 1(1.5) 0 0 1(15) 0
Pancytopenia 1(1.5) 0 0 1(15) 0
Splenomegaly 1(1.5) 1(15) 0 0 0
Cardiac disorders
-Total 15 (22.1) 10 (14.7) 3(4.4) 2(2.9) 0
Tachycardia 9 (13.2) 7 (10.3) 2(29) 0 0
Sinus tachycardia 4(5.9) 4(5.9) 0 0 0
Sinus bradycardia 3(14.4) 3(4.4) 0 0 0
Left ventricular dysfunction 2(2.9) 0 0 2(2.9) 0
Bradycardia 1(1.5) 1(.5) 0 0 0
Cardiac discomfort 1(1.5) 1(.5) 0 0 0
Cardiac hypertrophy 1(1.5) 0 1(1.5) 0 0
Pericardial effusion 1(1.5) 0 1(1.5) 0 0
Congenital, familial and genetic
disorders
-Total 1(15) 1(15) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Talipes 1(15) 1(15) 0 0 0
Ear and labyrinth disorders

-Total 2(2.9) 1(1.5) 0 1(1.5)

Ear pain 1(1.5) 1(15) 0 0 0

Vertigo 1(1.5) 0 0 1(15) 0
Endocrine disorders

-Total 2(2.9) 1(1.5) 1(15) 0 0

Hypothyroidism 1(1.5) 0 1(15) 0 0

Inappropriate antidiuretic hormone 1(1.5) 1(15) 0 0 0
secretion

Precocious puberty 1(1.5) 1(.5) 0 0 0
Eye disorders

-Total 12 (17.6) 6(8.8) 4(5.9) 2(2.9) 0

Dry eye 2(2.9) 2(2.9) 0 0 0

Eye pain 2(2.9) 1(15) 1(15) 0 0

Amaurosis 1(1.5) 0 0 1(1.5) 0

Astigmatism 1(1.5) 1(.5) 0 0 0

Blepharitis 1(1.5) 1(.5) 0 0 0

Blepharospasm 1(1.5) 1(.5) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blindness unilateral 1(1.5) 1(1.5) 0 0 0
Conjunctival haemorrhage 1(1.5) 1(1.5) 0 0 0
Conjunctivitis allergic 1(15) 0 1(15) 0 0
Diplopia 1(1.5) 0 1(15) 0 0
Eye pruritus 1(1.5) 1(15) 0 0 0
Hypermetropia 1(1.5) 1(15) 0 0 0
Keratitis 1(1.5) 0 0 1(15) 0
Lacrimation increased 1(1.5) 1(15) 0 0 0
Ocular hyperaemia 1(1.5) 1(15) 0 0 0
Ocular hypertension 1(1.5) 0 1(1.5) 0 0
Optic atrophy 1(1.5) 0 1(1.5) 0 0
Vision blurred 1(1.5) 1(.5) 0 0 0
Visual impairment 1(15) 1(15) 0 0 0
Vitreous opacities 1(1.5) 1(.5) 0 0 0
Gastrointestinal disorders
-Total 41 (60.3) 17 (25.0) 19 (27.9) 5(7.4) 0
Diarrhoea 17 (25.0) 11 (16.2) 4(5.9) 2(2.9) 0
Nausea 16 (23.5) 4(5.9) 11 (16.2) 1(15) 0
Vomiting 12 (17.6) 8 (11.8) 4(5.9) 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Abdominal pain 8 (11.8) 4(5.9) 4(5.9) 0 0
Constipation 7 (10.3) 5((7.4) 2(2.9) 0 0
Abdominal pain upper 4(5.9) 2(2.9) 2(2.9) 0 0
Abdominal distension 3(4.4) 2(29) 1(15) 0 0
Stomatitis 3(4.4) 0 3(4.4) 0 0
Gingival bleeding 2(2.9) 1(15) 1(15) 0 0
Paraesthesia oral 2(2.9) 1(15) 1(15) 0 0
Proctalgia 2(2.9) 1(15) 1(15) 0 0
Abdominal pain lower 1(1.5) 1(15) 0 0 0
Anal fissure 1(15) 0 1(15) 0 0
Anal fistula 1(1.5) 1(.5) 0 0 0
Anal haemorrhage 1(1.5) 1(.5) 0 0 0
Anal incontinence 1(1.5) 1(.5) 0 0 0
Dental caries 1(1.5) 1(.5) 0 0 0
Gastrointestinal haemorrhage 1(1.5) 0 0 1(1.5) 0
Gastrointestinal motility disorder 1(1.5) 0 1(1.5) 0 0
Gastrointestinal pain 1(1.5) 1(.5) 0 0 0
Gingival swelling 1(1.5) 0 1(1.5) 0 0
Hypoaesthesia oral 1(1.5) 1(.5) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Lip dry 1(1.5) 1(1.5) 0 0 0
Lip haemorrhage 1(15) 1(15) 0 0 0
Oral pain 1(15) 0 1(15) 0 0
Periodontal disease 1(1.5) 1(15) 0 0 0
Rectal haemorrhage 1(1.5) 0 1(15) 0 0
Rectal ulcer 1(1.5) 0 0 1(15) 0
Toothache 1(1.5) 1(15) 0 0 0
Upper gastrointestinal 1(1.5) 1(15) 0 0 0

haemorrhage

General disorders and

administration site conditions
-Total 45 (66.2) 19 (27.9) 17 (25.0) 8 (11.8) 1(1.5)
Pyrexia 33 (48.5) 14 (20.6) 14 (20.6) 5(7.4) 0
Fatigue 7 (10.3) 3(4.4) 4(5.9) 0 0
Face oedema 6(8.8) 5(7.4) 0 1(1.5) 0
Oedema peripheral 5(7.4) 4(5.9) 1(1.5) 0 0
Pain 5(7.4) 2(2.9) 2(2.9) 1(1.5) 0
Chills 4(5.9) 1(1.5) 3(4.4) 0 0
Localised oedema 3(144) 2(2.9) 0 1(1.5) 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Asthenia 2(2.9) 2(2.9) 0 0 0
Catheter site erythema 2(2.9) 2(2.9) 0 0 0
Catheter site haemorrhage 2(2.9) 1(1.5) 0 1(.5) 0
Catheter site pain 2(2.9) 2(29) 0 0 0
Gait disturbance 2(2.9) 2(29) 0 0 0
Non-cardiac chest pain 2(2.9) 1(15) 1(15) 0 0
Axillary pain 1(1.5) 0 1(15) 0 0
Catheter site pruritus 1(1.5) 1(15) 0 0 0
Drug withdrawal syndrome 1(1.5) 0 0 1(15) 0
Facial pain 1(15) 0 1(15) 0 0
Generalised oedema 1(1.5) 0 1(1.5) 0 0
Malaise 1(15) 0 1(15) 0 0
Mucosal inflammation 1(15) 0 0 1(1.5) 0
Multiple organ dysfunction 1(15) 0 0 0 1(15)
syndrome
Oedema 1(1.5) 0 1(1.5) 0 0
Hepatobiliary disorders

-Total 7 (10.3) 2(2.9) 2(2.9) 2(2.9) 1(15)
Cholestasis 1(1.5) 0 0 1(.5) 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Gallbladder oedema 1(1.5) 1(1.5) 0 0 0
Hepatic failure 1(1.5) 0 1(1.5) 0 0
Hepatic steatosis 1(1.5) 1(1.5) 0 0 0
Hepatocellular injury 1(1.5) 0 0 1(15) 0
Hepatosplenomegaly 1(1.5) 0 0 0 1(15)
Hepatotoxicity 1(1.5) 0 1(15) 0 0
Immune system disorders
-Total 53 (77.9) 9(13.2) 21 (30.9) 10 (14.7) 13 (19.1)
Cytokine release syndrome 46 (67.6) 12 (17.6) 13 (19.1) 8 (11.8) 13 (19.1)
Hypogammaglobulinaemia 21 (30.9) 6(8.8) 13 (19.1) 2(2.9) 0
Allergy to immunoglobulin therapy 4(5.9) 2(2.9) 2(2.9) 0 0
Drug hypersensitivity 3(4.4) 1(15) 2(2.9) 0 0
Haemophagocytic 3(14.4) 0 1(1.5) 2(2.9) 0
lymphohistiocytosis
Atopy 1(15) 1(15) 0 0 0
Infections and infestations
-Total 44 (64.7) 6(8.8) 17 (25.0) 18 (26.5) 34.4)
Nasopharyngitis 9 (13.2) 8 (11.8) 1(1.5) 0 0
Upper respiratory tract infection 7 (10.3) 2(2.9) 5(7.4) 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Herpes zoster 5(7.4) 0 4(5.9) 1(.5) 0
Rhinitis 5(7.4) 4(5.9) 1(15) 0 0
Device related infection 4(5.9) 0 2(29) 2(2.9) 0
Candida infection 3(4.4) 1(15) 0 2(2.9) 0
Gastroenteritis 3(4.4) 3(4.4) 0 0 0
Pneumonia 3(4.4) 0 0 3(4.4) 0
Rash pustular 3(4.4) 3(4.4) 0 0 0
Sepsis 3(4.4) 0 0 1(1.5) 2(2.9)
Sinusitis 3(4.4) 0 1(1.5) 2(2.9) 0
Aspergillus infection 2(2.9) 0 0 2(2.9) 0
Bacterial infection 2(2.9) 0 0 2(2.9) 0
Bronchitis 2(2.9) 1(.5) 1(1.5) 0 0
Cellulitis 2(2.9) 0 2(2.9) 0 0
Enterovirus infection 2(2.9) 1(.5) 1(1.5) 0 0
Infection 2(2.9) 0 1(1.5) 1(1.5) 0
Influenza 2(2.9) 1(.5) 0 1(1.5) 0
Oral herpes 2(2.9) 0 2(29) 0 0
Otitis externa 2(2.9) 1(.5) 1(1.5) 0 0
Otitis media 2(2.9) 2(2.9) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory syncytial virus 2(2.9) 0 1(15) 1(1.5) 0
infection
Vascular device infection 2(2.9) 0 2(2.9) 0
Viral upper respiratory tract 2(2.9) 2(29) 0 0
infection

Alternaria infection 1(1.5) 0 0 1(15) 0
Atypical pneumonia 1(1.5) 0 0 1(15) 0
Body tinea 1(1.5) 0 1(15) 0 0
Bronchopulmonary aspergillosis 1(1.5) 0 1(15) 0 0
Catheter site infection 1(1.5) 0 1(1.5) 0 0
Cellulitis orbital 1(15) 0 0 1(15) 0
Central nervous system infection 1(1.5) 0 0 0 1(1.5)
Cerebral fungal infection 1(1.5) 0 0 0 1(1.5)
Conjunctivitis 1(15) 0 1(15) 0 0
Conjunctivitis viral 1(15) 0 1(15) 0 0
Cystitis 1(15) 0 1(1.5) 0 0
Enterococcal infection 1(1.5) 0 0 1(1.5) 0
Escherichia urinary tract infection 1(1.5) 0 1(1.5) 0 0
Eye infection 1(1.5) 0 1(1.5) 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Folliculitis 1(1.5) 1(1.5) 0 0 0
Gastrointestinal infection 1(1.5) 0 0 1(.5) 0
Helminthic infection 1(15) 1(15) 0 0 0
Impetigo 1(1.5) 0 1(15) 0 0
Laryngitis 1(1.5) 1(15) 0 0 0
Meningitis aseptic 1(1.5) 0 0 1(15) 0
Molluscum contagiosum 1(1.5) 1(15) 0 0 0
Mucosal infection 1(1.5) 0 1(15) 0 0
Nail infection 1(1.5) 1(15) 0 0 0
Oral fungal infection 1(15) 0 1(15) 0 0
Otitis media acute 1(1.5) 0 1(1.5) 0 0
Parainfluenzae virus infection 1(15) 0 1(15) 0 0
Paronychia 1(15) 0 1(15) 0 0
Parotitis 1(1.5) 1(.5) 0 0 0
Periorbital cellulitis 1(15) 0 0 1(15) 0
Pharynagitis 1(1.5) 0 1(1.5) 0 0
Pneumonia haemophilus 1(1.5) 0 0 1(1.5) 0
Pneumonia viral 1(1.5) 0 1(1.5) 0 0
Pseudomembranous colitis 1(1.5) 0 1(1.5) 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory tract infection 1(1.5) 1(1.5) 0 0 0
Rhinovirus infection 1(15) 0 1(15) 0 0
Septic shock 1(1.5) 0 0 1(.5) 0
Skin infection 1(1.5) 1(15) 0 0 0
Systemic infection 1(1.5) 0 0 1(15) 0
Tinea pedis 1(1.5) 0 1(15) 0 0
Tonsillitis 1(1.5) 0 0 1(15) 0
Tooth infection 1(1.5) 0 1(15) 0 0
Urinary tract infection viral 1(1.5) 0 1(15) 0 0
Vulvitis 1(15) 0 1(15) 0 0
Injury, poisoning and procedural
complications
-Total 12 (17.6) 3(4.4) 8 (11.8) 1(1.5) 0
Contusion 3(4.4) 3(4.4) 0 0 0
Allergic transfusion reaction 2(2.9) 0 2(2.9) 0 0
Fall 2(2.9) 1(1.5) 1(15) 0 0
Procedural pain 2(2.9) 0 2(29) 0 0
Femoral neck fracture 1(1.5) 0 1(1.5) 0 0
Infusion related reaction 1(1.5) 0 1(1.5) 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ligament sprain 1(15) 0 1(15) 0 0
Periorbital haematoma 1(1.5) 0 0 1(.5) 0
Post procedural haemorrhage 1(1.5) 1(1.5) 0 0 0
Skin abrasion 1(1.5) 0 1(15) 0 0
Splinter 1(1.5) 1(15) 0 0 0
Stoma site erythema 1(1.5) 0 1(15) 0 0
Stoma site haemorrhage 1(1.5) 1(15) 0 0 0
Subcutaneous haematoma 1(1.5) 1(15) 0 0 0
Thermal burn 1(1.5) 0 1(15) 0 0
Transfusion reaction 1(1.5) 1(.5) 0 0 0
Investigations
-Total 38 (55.9) 4(5.9) 7 (10.3) 11 (16.2) 16 (23.5)
White blood cell count decreased 14 (20.6) 1(.5) 2(29) 4(5.9) 7 (10.3)
Neutrophil count decreased 11 (16.2) 1(15) 0 2(2.9) 8 (11.8)
Platelet count decreased 10 (14.7) 1(1.5) 2(2.9) 2(2.9) 5(7.4)
Aspartate aminotransferase 8 (11.8) 4(5.9) 1(1.5) 2(2.9) 1(1.5)
increased
Alanine aminotransferase 7 (10.3) 3(4.4) 1(1.5) 2(2.9) 1(1.5)

increased



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Blood fibrinogen decreased 5(7.4) 0 2(29) 3(4.4) 0

Lymphocyte count decreased 5(7.4) 1(1.5) 0 4(5.9) 0

Immunoglobulins decreased 4(5.9) 0 1(1.5) 2(2.9) 1(1.5)

Blood bilirubin increased 3(4.4) 0 1(15) 1(15) 1(15)

Blood creatinine increased 3(4.4) 2(29) 1(15) 0 0

Prothrombin time prolonged 3(4.4) 3(4.4) 0 0 0

Activated partial thromboplastin 2(2.9) 2(29) 0 0 0
time prolonged

Blood alkaline phosphatase 2(2.9) 2(2.9) 0 0 0
increased

C-reactive protein increased 2(2.9) 1(15) 1(15) 0

Gamma-glutamyltransferase 2(2.9) 0 2(2.9) 0
increased

Serum ferritin increased 2(2.9) 2(2.9) 0 0 0

Ammonia increased 1(1.5) 1(.5) 0 0 0

Antithrombin iii decreased 1(1.5) 0 1(1.5) 0 0

Blood chloride increased 1(1.5) 1(.5) 0 0 0

Blood creatine phosphokinase 1(1.5) 0 0 0 1(1.5)
increased

Blood fibrinogen increased 1(1.5) 1(.5) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Blood lactate dehydrogenase 1(1.5) 1(1.5) 0 0 0
increased

Blood magnesium increased 1(1.5) 0 0 1(.5) 0

Blood potassium decreased 1(1.5) 0 1(15) 0 0

Blood urea decreased 1(1.5) 1(15) 0 0 0

Blood urea increased 1(1.5) 1(15) 0 0 0

Blood uric acid increased 1(1.5) 0 1(15) 0 0

Blood urine present 1(1.5) 0 1(15) 0 0

Chest x-ray abnormal 1(1.5) 1(15) 0 0 0

Chlamydia test positive 1(15) 0 1(15) 0 0

Clostridium test positive 1(1.5) 0 1(1.5) 0 0

Cytomegalovirus test positive 1(1.5) 1(.5) 0 0 0

Electrocardiogram repolarisation 1(15) 1(15) 0 0 0
abnormality

Fungal test positive 1(15) 0 0 1(1.5) 0

Haemoglobin decreased 1(1.5) 0 0 1(1.5) 0

Heart sounds abnormal 1(1.5) 1(.5) 0 0 0

International normalised ratio 1(1.5) 1(.5) 0 0 0
increased

Lipase increased 1(1.5) 1(.5) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lymph node palpable 1(15) 0 1(15) 0 0
Monocyte count decreased 1(1.5) 1(1.5) 0 0 0
Protein total decreased 1(1.5) 0 1(1.5) 0 0
Vitamin d decreased 1(1.5) 1(15) 0 0 0
Weight decreased 1(1.5) 0 1(15) 0 0
Metabolism and nutrition disorders

-Total 33 (48.5) 12 (17.6) 8 (11.8) 11 (16.2) 2(2.9)
Hypokalaemia 14 (20.6) 6(8.8) 1(15) 7 (10.3) 0
Hypophosphataemia 10 (14.7) 6(8.8) 2(29) 2(2.9) 0
Decreased appetite 8 (11.8) 6(8.8) 1(1.5) 1(1.5) 0
Hypoalbuminaemia 8 (11.8) 3(4.4) 4(5.9) 1(15) 0
Hypocalcaemia 8 (11.8) 1(15) 3@4.4) 2(2.9) 2(2.9)
Hypomagnesaemia 7 (10.3) 6(8.8) 1(1.5) 0 0
Hyperglycaemia 4(5.9) 2(2.9) 0 2(2.9) 0
Hyperuricaemia 4(5.9) 4(5.9) 0 0 0
Dehydration 3(144) 0 1(1.5) 2(2.9) 0
Hyperkalaemia 3(144) 2(2.9) 1(1.5) 0 0
Hypercalcaemia 2(2.9) 2(2.9) 0 0 0
Hyperphosphataemia 2(2.9) 2(2.9) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Fluid overload 1(15) 0 1(15) 0 0
Fluid retention 1(15) 0 1(15) 0 0
Hyperferritinaemia 1(15) 0 1(15) 0 0
Hypernatraemia 1(1.5) 0 1(15) 0 0
Hyponatraemia 1(1.5) 0 0 1(15) 0
Lactic acidosis 1(1.5) 0 0 1(15) 0
Tumour lysis syndrome 1(1.5) 0 0 0 1(15)
Vitamin d deficiency 1(1.5) 1(15) 0 0 0
Musculoskeletal and connective
tissue disorders
-Total 23 (33.8) 8 (11.8) 11 (16.2) 4(5.9) 0
Arthralgia 9(13.2) 1(1.5) 6(8.8) 2(2.9) 0
Pain in extremity 7 (10.3) 3(4.4) 4(5.9) 0 0
Back pain 6(8.8) 4(5.9) 2(2.9) 0 0
Myalgia 6(8.8) 5(7.4) 1(15) 0 0
Bone pain 3(144) 0 3@4.4) 0 0
Muscular weakness 3(144) 1(.5) 1(1.5) 1(1.5) 0
Neck pain 2(2.9) 1(.5) 1(1.5) 0 0
Osteopenia 2(2.9) 2(2.9) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Joint effusion 1(15) 0 0 1(1.5) 0
Joint stiffness 1(1.5) 1(1.5) 0 0 0
Osteonecrosis 1(1.5) 1(1.5) 0 0 0
Osteoporosis 1(1.5) 0 1(15) 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 8 (11.8) 4(5.9) 4(5.9)
Acute lymphocytic leukaemia 4(5.9) 2(2.9) 2(2.9)
recurrent
Acute lymphocytic leukaemia 1(15) 0 0 1(1.5) 0
B precursor type acute leukaemia 1(1.5) 0 0 0 1(1.5)
Leukaemia 1(15) 0 0 0 1(15)
Neoplasm progression 1(15) 0 0 1(1.5) 0
Nervous system disorders
-Total 31 (45.6) 9(13.2) 15 (22.1) 6(8.8) 1(1.5)
Headache 16 (23.5) 8 (11.8) 7 (10.3) 1(1.5) 0
Seizure 6(8.8) 1(1.5) 3(4.4) 2(2.9) 0
Tremor 4(5.9) 3(4.4) 1(1.5) 0 0
Dizziness 2(2.9) 2(2.9) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Encephalopathy 2(2.9) 0 0 1(1.5) 1(15)
Intention tremor 2(2.9) 1(1.5) 1(1.5) 0 0
Lethargy 2(2.9) 1(15) 1(15) 0 0
Neuralgia 2(2.9) 0 2(29) 0 0
Somnolence 2(2.9) 0 0 2(2.9) 0
Cerebral atrophy 1(1.5) 1(15) 0 0 0
Depressed level of consciousness 1(1.5) 0 0 1(15) 0
Dysarthria 1(1.5) 0 1(15) 0 0
Dysgeusia 1(1.5) 1(15) 0 0 0
Dyskinesia 1(15) 0 0 1(15) 0
Facial paralysis 1(1.5) 0 1(1.5) 0 0
Head discomfort 1(1.5) 1(.5) 0 0 0
Hemiparesis 1(15) 0 1(15) 0 0
Hyperkinesia 1(15) 1(15) 0 0 0
Intracranial pressure increased 1(1.5) 1(1.5) 0 0 0
Nervous system disorder 1(1.5) 0 1(1.5) 0 0
Neurological decompensation 1(1.5) 0 1(1.5) 0 0
Neuropathy peripheral 1(1.5) 0 1(1.5) 0 0
Subdural hygroma 1(1.5) 0 1(1.5) 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Product issues

-Total 1(1.5) 0 1(15) 0 0

Device occlusion 1(15) 0 1(15) 0
Psychiatric disorders

-Total 16 (23.5) 8 (11.8) 7 (10.3) 1(15) 0

Insomnia 5(7.4) 2(29) 3(4.4) 0 0

Anxiety 4(5.9) 2(2.9) 2(2.9) 0 0

Agitation 3(4.4) 0 2(2.9) 1(1.5) 0

Confusional state 3(4.4) 1(15) 1(15) 1(15) 0

Delirium 2(29) 1(1.5) 1(15) 0 0

Disorientation 2(2.9) 1(.5) 1(1.5) 0 0

Irritability 2(2.9) 2(29) 0 0 0

Hallucination 1(15) 0 1(15) 0 0

Initial insomnia 1(15) 1(15) 0 0 0

Restlessness 1(1.5) 0 1(1.5) 0 0
Renal and urinary disorders

-Total 13 (19.1) 5(7.4) 5(7.4) 2(2.9) 1(15)

Haematuria 4(5.9) 3(4.4) 0 1(1.5) 0

Acute kidney injury 3(44) 0 1(1.5) 1(.5) 1(1.5)



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dysuria 2(2.9) 1(15) 1(15) 0 0
Polyuria 2(2.9) 1(15) 1(15) 0 0
Proteinuria 2(2.9) 1(1.5) 1(1.5) 0 0
Chromaturia 1(1.5) 1(15) 0 0 0
Renal impairment 1(1.5) 0 1(15) 0 0
Urinary incontinence 1(1.5) 1(15) 0 0 0
Urinary tract disorder 1(1.5) 0 1(15) 0 0
Reproductive system and breast
disorders
-Total 5(7.4) 3(4.4) 1(1.5) 1(1.5) 0
Metrorrhagia 1(15) 1(15) 0 0 0
Ovarian failure 1(15) 0 0 1(1.5) 0
Perineal pain 1(15) 1(15) 0 0 0
Scrotal oedema 1(1.5) 1(.5) 0 0 0
Vulvovaginal dryness 1(15) 1(15) 0 0 0
Vulvovaginal pain 1(1.5) 0 1(1.5) 0 0
Respiratory, thoracic and
mediastinal disorders
-Total 27 (39.7) 11 (16.2) 9(13.2) 6(8.8) 1(15)



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cough 14 (20.6) 10 (14.7) 4(5.9) 0 0
Epistaxis 8 (11.8) 6(8.8) 2(2.9) 0 0
Hypoxia 8 (11.8) 1(15) 2(2.9) 4(5.9) 1(15)
Oropharyngeal pain 6 (8.8) 3(4.4) 3(4.4) 0 0
Nasal congestion 4(5.9) 4(5.9) 0 0 0
Dyspnoea 3(4.4) 1(15) 2(29) 0 0
Rhinorrhoea 3(4.4) 2(29) 1(15) 0 0
Tachypnoea 3(4.4) 2(29) 1(15) 0 0
Pleural effusion 2(2.9) 1(15) 1(15) 0 0
Apnoea 1(15) 0 0 1(15) 0
Increased upper airway secretion 1(1.5) 1(.5) 0 0 0
Lung disorder 1(15) 0 0 1(1.5) 0
Nasal septum perforation 1(15) 0 1(15) 0 0
Pharyngeal erythema 1(15) 0 1(15) 0 0
Productive cough 1(1.5) 1(1.5) 0 0 0
Pulmonary granuloma 1(1.5) 0 0 1(1.5) 0
Rhinalgia 1(1.5) 1(.5) 0 0 0
Rhonchi 1(15) 1(15) 0 0 0
Sinus pain 1(1.5) 1(.5) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Stridor 1(15) 0 1(15) 0 0
Skin and subcutaneous tissue
disorders
-Total 31 (45.6) 21 (30.9) 9 (13.2) 1(15) 0
Rash 9 (13.2) 6(8.8) 2(2.9) 1(15) 0
Pruritus 8 (11.8) 7 (10.3) 1(1.5) 0 0
Erythema 6 (8.8) 5(7.4) 1(1.5) 0 0
Petechiae 6 (8.8) 5(7.4) 1(15) 0 0
Dry skin 5(7.4) 4(5.9) 1(1.5) 0 0
Eczema 3(4.4) 2(2.9) 1(15) 0 0
Ingrowing nail 3(4.4) 1(15) 2(2.9) 0 0
Hangnalil 2(2.9) 2(2.9) 0 0 0
Papule 2(2.9) 2(2.9) 0 0 0
Urticaria 2(2.9) 1(.5) 1(1.5) 0 0
Acne 1(15) 1(15) 0 0 0
Alopecia 1(1.5) 1(.5) 0 0 0
Decubitus ulcer 1(1.5) 0 1(1.5) 0 0
Dermatitis 1(1.5) 1(1.5) 0 0 0
Dermatitis acneiform 1(1.5) 1(.5) 0 0 0



Timing: Any time post CTLO019 infusion, Response status at study entry: Relapsed disease

All patients
N=68
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dermatitis bullous 1(1.5) 1(1.5) 0 0 0
Skin discolouration 1(1.5) 1(1.5) 0 0 0
Skin exfoliation 1(15) 1(15) 0 0 0
Skin lesion 1(1.5) 1(15) 0 0 0
Skin ulcer 1(1.5) 1(15) 0 0 0
Vascular disorders
-Total 20 (29.4) 9 (13.2) 5(7.4) 6(8.8) 0
Hypertension 7 (10.3) 3(4.4) 2(29) 2(2.9) 0
Hypotension 6 (8.8) 4(5.9) 0 2(2.9) 0
Pallor 3(4.4) 2(2.9) 1(15) 0 0
Capillary leak syndrome 1(15) 0 0 1(15) 0
Embolism 1(15) 0 1(15) 0 0
Flushing 1(15) 1(15) 0 0 0
Hot flush 1(1.5) 1(1.5) 0 0 0
Jugular vein thrombosis 1(1.5) 0 0 1(1.5) 0
Lymphoedema 1(1.5) 1(.5) 0 0 0
Vascular occlusion 1(1.5) 1(.5) 0 0 0
Venous thrombosis limb 1(1.5) 0 1(1.5) 0 0




- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.

/vob/CCTLO019/hag/haq_eu_6/pgm/saf/t143 gd b2001x.sas@@/main/4 25JUN21:16:24 Final



CTL019B2001X GermanDossier - Analysis cut-off date: 130ct2020

Table 143d

Adverse events post CTL0O19 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: within 8 weeks post CTLO019 infusion, Region: Europe
All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 48 (100) 7 (14.6) 10 (20.8) 12 (25.0) 19 (39.6)
Blood and lymphatic system disorders
-Total 20 (41.7) 5(10.4) 2(4.2) 9 (18.8) 4(8.3)
Anaemia 6 (12.5) 4(8.3) 1(2.1) 1(2.1) 0
Neutropenia 4(8.3) 0 0 1(2.1) 3(6.3)
Febrile neutropenia 3(6.3) 0 1(2.1) 2(4.2) 0
Bone marrow failure 2(4.2) 0 0 2((4.2) 0
Thrombocytopenia 2(4.2) 0 0 12.1) 1(2.1)
Coagulation factor deficiency 1(2.1) 0 0 12.1) 0
Disseminated intravascular coagulation 1(2.1) 0 0 1(2.1) 0
Leukopenia 1(2.1) 0 0 1(2.1) 0
Pancytopenia 1(2.1) 0 0 1(2.1) 0
Splenomegaly 1(2.1) 1(2.1) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Cardiac disorders

-Total 8 (16.7) 4(8.3) 3(6.3) 1(2.1) 0

Tachycardia 5 (10.4) 3(6.3) 2(4.2) 0 0

Bradycardia 1(2.1) 1(2.1) 0 0 0

Cardiac hypertrophy 1(2.1) 0 1(2.1) 0 0

Left ventricular dysfunction 1(2.1) 0 0 12.1) 0
Congenital, familial and genetic disorders

-Total 1(2.1) 1(2.1) 0

Talipes 1(2.1) 1(2.1) 0 0 0
Ear and labyrinth disorders

-Total 1(2.1) 1(2.1) 0

Vertigo 1(2.1) 1(2.1) 0
Eye disorders

-Total 3(6.3) 2(4.2) 0 1(2.1) 0

Amaurosis 1(2.1) 0 0 1(2.1) 0

Conjunctival haemorrhage 1(2.1) 1(2.1) 0 0 0

Dry eye 1(2.1) 1(2.1) 0 0 0

Optic atrophy 1(2.1) 0 1(2.1) 0 0

Vitreous opacities 1(2.1) 1(2.1) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Gastrointestinal disorders
-Total 20 (41.7) 9(18.8) 9(18.8) 2(4.2) 0
Diarrhoea 9 (18.8) 6 (12.5) 2(4.2) 1(2.1) 0
Nausea 7 (14.6) 1(2.1) 5(10.4) 1(2.1) 0
Vomiting 6 (12.5) 4(8.3) 2(4.2) 0 0
Abdominal pain upper 214.2) 1(2.1) 1(.1) 0 0
Abdominal pain 1(2.1) 0 1(.1) 0 0
Constipation 1(2.1) 1(.1) 0 0 0
Dyspepsia 1(2.1) 1(2.1) 0 0 0
Gastrointestinal pain 1(2.1) 1(2.1) 0 0 0
Gingival swelling 1(2.1) 0 1(2.1) 0 0
General disorders and administration site
conditions
-Total 25 (52.1) 14 (29.2) 5 (10.4) 5 (10.4) 1(2.1)
Pyrexia 17 (35.4) 11 (22.9) 3(6.3) 3(6.3) 0
Fatigue 3(6.3) 1(2.1) 2(4.2) 0 0
Pain 3(6.3) 0 2(4.2) 1(2.1) 0
Asthenia 1(2.1) 1(2.1) 0 0 0
Catheter site erythema 1(2.1) 1(2.1) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Catheter site haemorrhage 1(2.1) 0 0 1(2.1) 0
Drug withdrawal syndrome 1(2.1) 0 0 1(2.1) 0
Face oedema 1(2.1) 0 0 1(2.1) 0
Localised oedema 1(2.1) 0 0 12.1) 0
Multiple organ dysfunction syndrome 1(2.1) 0 0 0 1(2.1)
Oedema 1(2.1) 0 1(.1) 0 0
Oedema peripheral 1(2.1) 1(2.1) 0 0 0
Hepatobiliary disorders
-Total 4(8.3) 1(2.1) 1(2.1) 2(4.2) 0
Cholestasis 1(2.1) 0 0 1(2.1) 0
Hepatic failure 1(2.1) 0 1(2.1) 0 0
Hepatic steatosis 1(2.1) 1(2.1) 0 0 0
Hepatocellular injury 1(2.1) 0 0 1(2.1) 0
Immune system disorders

-Total 36 (75.0) 6 (12.5) 14 (29.2) 6 (12.5) 10 (20.8)
Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8)
Hypogammaglobulinaemia 15 (31.3) 4(8.3) 11 (22.9) 0 0
Haemophagocytic lymphohistiocytosis 3(6.3) 0 1(2.1) 2(4.2) 0
Atopy 1(2.1) 1(2.1) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Drug hypersensitivity 1(2.1) 0 1(2.1) 0 0
Infections and infestations

-Total 17 (35.4) 1(2.1) 10 (20.8) 5 (10.4) 1(2.1)
Candida infection 214.2) 1(2.1) 0 12.1) 0
Device related infection 24.2) 0 2(4.2) 0 0
Upper respiratory tract infection 214.2) 0 2(4.2) 0 0
Aspergillus infection 1(2.1) 0 0 12.1) 0
Cellulitis orbital 1(2.1) 0 0 12.1) 0
Central nervous system infection 1(2.1) 0 0 0 1(2.1)
Cerebral fungal infection 1(2.1) 0 0 0 1(2.1)
Cystitis 1(2.1) 0 1(2.1) 0 0
Eye infection 1(2.1) 0 1(2.1) 0 0
Helminthic infection 1(2.1) 1(2.1) 0 0 0
Herpes zoster 1(2.1) 0 1(2.1) 0 0
Paronychia 1(2.1) 0 1(2.1) 0 0
Pneumonia 1(2.1) 0 0 1(2.1) 0
Pneumonia viral 1(2.1) 0 1(2.1) 0 0
Pseudomembranous colitis 1(2.1) 0 1(2.1) 0 0
Respiratory tract infection 1(2.1) 1(2.1) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Sinusitis 1(2.1) 0 0 1(2.1) 0
Systemic infection 1(2.1) 0 0 1(2.1) 0
Vascular device infection 1(2.1) 0 0 1(2.1) 0
Vulvitis 1(2.1) 0 1(2.1) 0 0
Injury, poisoning and procedural
complications
-Total 5(10.4) 1(2.1) 3(6.3) 1(2.1) 0
Allergic transfusion reaction 1(2.1) 0 1(2.1) 0 0
Femoral neck fracture 1(2.1) 0 1(2.1) 0 0
Periorbital haematoma 1(2.1) 0 0 1(2.1) 0
Procedural pain 1(2.1) 0 1(2.1) 0 0
Thermal burn 1(2.1) 0 1(2.1) 0 0
Transfusion reaction 1(2.1) 1(2.1) 0 0 0
Investigations
-Total 21 (43.8) 3(6.3) 6 (12.5) 6 (12.5) 6 (12.5)
White blood cell count decreased 6 (12.5) 0 24.2) 2(4.2) 2(4.2)
Neutrophil count decreased 5 (10.4) 1(2.1) 0 1(2.1) 3(6.3)
Platelet count decreased 5 (10.4) 1(2.1) 24.2) 1(2.1) 1(2.1)
Immunoglobulins decreased 4(8.3) 0 2(4.2) 1(2.1) 1(2.1)



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Prothrombin time prolonged 3(6.3) 3(6.3) 0 0 0
Alanine aminotransferase increased 2(4.2) 1(2.1) 0 1(2.1) 0
Aspartate aminotransferase increased 2(4.2) 1(2.1) 1(2.1) 0 0
Activated partial thromboplastin time 1(2.1) 1(2.1) 0 0 0
prolonged
Antithrombin iii decreased 1(2.1) 0 1(.1) 0 0
Blood bilirubin increased 1(2.1) 0 0 12.1) 0
Blood creatinine increased 1(2.1) 0 1(2.1) 0 0
Blood fibrinogen decreased 1(2.1) 0 1(2.1) 0 0
Blood magnesium increased 1(2.1) 0 0 1(2.1) 0
Blood potassium decreased 1(2.1) 0 1(2.1) 0 0
Blood uric acid increased 1(2.1) 0 1(2.1) 0 0
C-reactive protein increased 1(2.1) 0 1(2.1) 0 0
Chest x-ray abnormal 1(2.1) 1(2.1) 0 0 0
Clostridium test positive 1(2.1) 0 1(2.1) 0 0
Electrocardiogram repolarisation 1(2.1) 1(2.1) 0 0 0
abnormality
Haemoglobin decreased 1(2.1) 0 0 1(2.1) 0

Protein total decreased 1(2.1) 0 1(2.1) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Metabolism and nutrition disorders
-Total 16 (33.3) 7 (14.6) 4(8.3) 5(10.4) 0
Decreased appetite 5 (10.4) 4(8.3) 0 1(2.1) 0
Hypokalaemia 5(10.4) 3(6.3) 2(4.2) 0 0
Hypoalbuminaemia 4(8.3) 1(2.1) 2(4.2) 12.1) 0
Hypocalcaemia 3(6.3) 0 1(.1) 2(4.2) 0
Hypophosphataemia 3(6.3) 3(6.3) 0 0 0
Dehydration 2(4.2) 0 0 2((4.2) 0
Hypomagnesaemia 2(4.2) 2(4.2) 0 0 0
Fluid retention 1(2.1) 0 1(2.1) 0 0
Hyperglycaemia 1(2.1) 0 0 1(2.1) 0
Hypernatraemia 1(2.1) 0 1(2.1) 0 0
Hyponatraemia 1(2.1) 0 1(2.1) 0 0
Vitamin d deficiency 1(2.1) 1(2.1) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 12 (25.0) 7 (14.6) 4(8.3) 1(2.1) 0
Myalgia 4(8.3) 3(6.3) 1(2.1) 0 0
Arthralgia 3(6.3) 1(2.1) 2(4.2) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Back pain 1(2.1) 1(2.1) 0 0 0
Bone pain 1(2.1) 0 1(2.1) 0 0
Joint effusion 1(2.1) 0 0 1(2.1) 0
Joint stiffness 1(2.1) 1(2.1) 0 0 0
Muscular weakness 1(2.1) 1(2.1) 0 0 0
Osteonecrosis 1(2.1) 1(2.1) 0 0 0
Osteopenia 1(2.1) 1(2.1) 0 0 0
Pain in extremity 1(2.1) 0 1(2.1) 0 0
Nervous system disorders

-Total 18 (37.5) 5 (10.4) 8 (16.7) 4(8.3) 1(2.1)
Headache 6 (12.5) 2(4.2) 3(6.3) 1(2.1) 0
Seizure 6 (12.5) 1(2.1) 3(6.3) 2(4.2) 0
Somnolence 2(4.2) 0 0 2(4.2) 0
Tremor 2(4.2) 1(2.1) 1(2.1) 0 0
Cerebral atrophy 1(2.1) 1(2.1) 0 0 0
Dysgeusia 1(2.1) 1(2.1) 0 0 0
Encephalopathy 1(2.1) 0 0 0 1(2.1)
Hyperkinesia 1(2.1) 1(2.1) 0 0 0
Intention tremor 1(2.1) 0 1(2.1) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Neuralgia 1(2.1) 0 1(2.1) 0 0

Neurological decompensation 1(2.1) 0 1(2.1) 0 0
Product issues

-Total 1(2.1) 1(2.1) 0

Device occlusion 1(2.1) 1(2.1) 0
Psychiatric disorders

-Total 6 (12.5) 4(8.3) 2(4.2) 0 0

Disorientation 2(4.2) 1(.1) 1(2.1) 0 0

Anxiety 1(2.1) 0 1(2.1) 0 0

Delirium 1(2.1) 1(2.1) 0 0 0

Hallucination 1(2.1) 0 1(2.1) 0 0

Initial insomnia 1(2.1) 1(2.1) 0 0 0

Insomnia 1(2.1) 0 1(2.1) 0 0

Irritability 1(2.1) 1(2.1) 0 0 0

Restlessness 1(2.1) 0 1(2.1) 0 0
Renal and urinary disorders

-Total 5 (10.4) 1(2.1) 4(8.3) 0

Dysuria 2(4.2) 1(2.1) 1(2.1) 0

Polyuria 2(4.2) 1(2.1) 1(2.1) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Renal impairment 1(2.1) 0 1(2.1) 0 0
Urinary tract disorder 1(2.1) 0 1(2.1) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 10 (20.8) 6 (12.5) 2(4.2) 2(4.2) 0
Oropharyngeal pain 3(6.3) 2(4.2) 1(.1) 0 0
Cough 2(4.2) 1(2.1) 1(2.1) 0 0
Epistaxis 2(4.2) 2(4.2) 0 0 0
Hypoxia 2(4.2) 1(2.1) 0 1(2.1) 0
Increased upper airway secretion 1(2.1) 1(2.1) 0 0 0
Lung disorder 1(2.1) 0 0 1(2.1) 0
Pleural effusion 1(2.1) 0 1(2.1) 0 0
Skin and subcutaneous tissue disorders
-Total 15 (31.3) 12 (25.0) 3(6.3) 0 0
Rash 6 (12.5) 5 (10.4) 1(2.1) 0 0
Erythema 4(8.3) 3(6.3) 1(2.1) 0 0
Pruritus 4(8.3) 3(6.3) 1(2.1) 0 0
Papule 2(4.2) 2(4.2) 0 0 0
Decubitus ulcer 1(2.1) 0 1(2.1) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dermatitis acneiform 1(2.1) 1(2.1) 0 0 0
Hangnail 1(2.1) 1(2.1) 0 0 0
Petechiae 1(2.1) 1(2.1) 0 0 0
Skin discolouration 1(2.1) 1(2.1) 0 0 0
Skin lesion 1(2.1) 1(2.1) 0 0 0
Vascular disorders
-Total 9 (18.8) 4(8.3) 1(2.1) 4(8.3) 0
Hypertension 6 (12.5) 3(6.3) 0 3(6.3) 0
Hypotension 2(4.2) 1(2.1) 0 12.1) 0
Hot flush 1(2.1) 1(2.1) 0 0 0
Vascular occlusion 1(2.1) 1(2.1) 0 0 0
Venous thrombosis limb 1(2.1) 0 1(2.1) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143d

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: within 8 weeks post CTLO19 infusion, Region: US
All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 18 (100) 0 2(11.1) 8 (44.4) 8 (44.4)
Blood and lymphatic system disorders

-Total 12 (66.7) 1(5.6) 3(16.7) 6 (33.3) 2 (11.1)

Anaemia 7 (38.9) 1(5.6) 1(5.6) 5(27.8) 0

Neutropenia 3(16.7) 0 0 1(5.6) 2(11.2)

Thrombocytopenia 2(11.1) 0 1(5.6) 1(5.6) 0

B-cell aplasia 1(5.6) 0 1(5.6) 0 0

Febrile neutropenia 1(5.6) 0 0 1(5.6) 0
Cardiac disorders

-Total 7 (38.9) 6 (33.3) 0 1(5.6) 0

Sinus bradycardia 3 (16.7) 3 (16.7) 0 0 0

Sinus tachycardia 3 (16.7) 3 (16.7) 0 0 0

Tachycardia 3 (16.7) 3 (16.7) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Cardiac discomfort 1(5.6) 1(5.6) 0 0 0

Left ventricular dysfunction 1(5.6) 0 0 1(5.6) 0

Pericardial effusion 1(5.6) 0 1(5.6) 0 0
Endocrine disorders

-Total 1(5.6) 1(5.6)

Precocious puberty 1(5.6) 1(5.6) 0 0 0
Eye disorders

-Total 3(16.7) 2 (11.1) 1(5.6) 0 0

Blepharospasm 1(5.6) 1(5.6) 0 0 0

Diplopia 1(5.6) 0 1(5.6) 0 0

Vision blurred 1(5.6) 1(5.6) 0 0 0
Gastrointestinal disorders

-Total 12 (66.7) 3(16.7) 6 (33.3) 3(16.7) 0

Abdominal pain 5 (27.8) 4 (22.2) 1(5.6) 0 0

Diarrhoea 5 (27.8) 4 (22.2) 0 1(5.6) 0

Vomiting 4(22.2) 3 (16.7) 1(5.6) 0 0

Nausea 3 (16.7) 0 3 (16.7) 0 0

Constipation 2(11.1) 1(5.6) 1(5.6) 0 0

Paraesthesia oral 2(11.1) 1(5.6) 1(5.6) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Abdominal distension 1(5.6) 1(5.6) 0 0 0
Abdominal pain upper 1(5.6) 0 1(5.6) 0 0
Anal fissure 1(5.6) 0 1(5.6) 0 0
Anal fistula 1(5.6) 1(5.6) 0 0 0
Anal haemorrhage 1(5.6) 1(5.6) 0 0 0
Anal incontinence 1(5.6) 1(5.6) 0 0 0
Gastrointestinal haemorrhage 1(5.6) 0 0 1(5.6) 0
Gingival bleeding 1(5.6) 0 1(5.6) 0 0
Hypoaesthesia oral 1(5.6) 1(5.6) 0 0 0
Lip dry 1(5.6) 1(5.6) 0 0 0
Lip haemorrhage 1(5.6) 1(5.6) 0 0 0
Proctalgia 1(5.6) 1(5.6) 0 0 0
Rectal haemorrhage 1(5.6) 0 1(5.6) 0 0
Rectal ulcer 1(5.6) 0 0 1(5.6) 0
Upper gastrointestinal haemorrhage 1(5.6) 1(5.6) 0 0 0
General disorders and administration site
conditions
-Total 12 (66.7) 2(11.1) 8 (44.4) 2(11.1) 0
Pyrexia 8 (44.4) 2(11.1) 5(27.8) 1(5.6) 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Face oedema 4 (22.2) 4 (22.2) 0 0 0
Fatigue 4 (22.2) 2(11.1) 2(11.1) 0 0
Oedema peripheral 3(16.7) 3 (16.7) 0 0 0
Catheter site pain 2 (111 2(11.1) 0 0 0
Asthenia 1(5.6) 1(5.6) 0 0 0
Catheter site haemorrhage 1(5.6) 1(5.6) 0 0 0
Catheter site pruritus 1(5.6) 1(5.6) 0 0 0
Chills 1(5.6) 0 1(5.6) 0 0
Localised oedema 1(5.6) 1(5.6) 0 0 0
Mucosal inflammation 1(5.6) 0 0 1(5.6) 0
Non-cardiac chest pain 1(5.6) 1(5.6) 0 0 0
Pain 1(5.6) 1(56) 0 0 0
Hepatobiliary disorders
-Total 2(11.1) 1(5.6) 0 0 1(5.6)
Gallbladder oedema 1(5.6) 1(5.6) 0
Hepatosplenomegaly 1(5.6) 0 1(5.6)
Immune system disorders

-Total 13 (72.2) 5 (27.8) 3(16.7) 4(22.2) 1(5.6)
Cytokine release syndrome 12 (66.7) 6 (33.3) 2(11.2) 3(16.7) 1(5.6)



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Allergy to immunoglobulin therapy 3(16.7) 2(11.1) 1(5.6) 0 0
Hypogammaglobulinaemia 1(5.6) 0 0 1(5.6) 0
Infections and infestations

-Total 7 (38.9) 0 2 (11.1) 4(22.2) 1(5.6)
Sepsis 2 (11.1) 0 0 1(5.6) 1(5.6)
Bacterial infection 1(5.6) 0 0 1(5.6) 0
Cellulitis 1(5.6) 0 1(5.6) 0 0
Infection 1(5.6) 0 0 1(5.6) 0
Influenza 1(5.6) 1(5.6) 0 0 0
Meningitis aseptic 1(5.6) 0 0 1(5.6) 0
Nail infection 1(5.6) 1(5.6) 0 0 0
Nasopharyngitis 1(5.6) 1(5.6) 0 0 0
Oral fungal infection 1(5.6) 0 1(5.6) 0 0
Rash pustular 1(5.6) 1(5.6) 0 0 0
Respiratory syncytial virus infection 1(5.6) 0 1(5.6) 0 0
Urinary tract infection viral 1(5.6) 0 1(5.6) 0 0
Vascular device infection 1(5.6) 0 0 1(5.6) 0
Viral upper respiratory tract infection 1(5.6) 0 1(5.6) 0 0

Injury, poisoning and procedural complications



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 3(16.7) 0 3(16.7) 0 0
Allergic transfusion reaction 1(5.6) 0 1(5.6) 0 0
Contusion 1(5.6) 1(5.6) 0 0 0
Fall 1(5.6) 1(5.6) 0 0 0
Infusion related reaction 1(5.6) 0 1(5.6) 0 0
Post procedural haemorrhage 1(5.6) 1(5.6) 0 0 0
Stoma site erythema 1(5.6) 0 1(5.6) 0 0
Stoma site haemorrhage 1(5.6) 1(5.6) 0 0 0
Subcutaneous haematoma 1(5.6) 1(5.6) 0 0 0
Investigations

-Total 15 (83.3) 2(11.1) 3(16.7) 3(16.7) 7 (38.9)
Neutrophil count decreased 5(27.8) 0 0 2(11.1) 3(16.7)
White blood cell count decreased 5 (27.8) 0 0 1(5.6) 4 (22.2)
Platelet count decreased 4 (22.2) 0 0 2(11.1) 2(11.1)
Aspartate aminotransferase increased 3(16.7) 2(11.2) 0 1(5.6) 0
Lymphocyte count decreased 3 (16.7) 0 0 3(16.7) 0
Blood alkaline phosphatase increased 2(11.1) 2 (11.2) 0 0 0
Blood bilirubin increased 2(11.1) 0 1(5.6) 0 1(5.6)

Blood creatinine increased 2(11.1) 2 (11.2) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blood fibrinogen decreased 2(11.1) 0 1(5.6) 1(5.6) 0
Serum ferritin increased 2(11.1) 2 (11.2) 0 0 0
Alanine aminotransferase increased 1(5.6) 1(5.6) 0 0 0
Ammonia increased 1(5.6) 1(5.6) 0 0 0
Blood chloride increased 1(5.6) 1(5.6) 0 0 0
Blood fibrinogen increased 1(5.6) 1(5.6) 0 0 0
Blood lactate dehydrogenase increased 1(5.6) 1(5.6) 0 0 0
Blood urea decreased 1(5.6) 1(5.6) 0 0 0
Blood urea increased 1(5.6) 1(5.6) 0 0 0
Blood urine present 1(5.6) 0 1(5.6) 0 0
C-reactive protein increased 1(5.6) 1(5.6) 0 0 0
Fungal test positive 1(5.6) 0 0 1(5.6) 0
Gamma-glutamyltransferase increased 1(5.6) 0 1(5.6) 0 0
Heart sounds abnormal 1(5.6) 1(5.6) 0 0 0
International normalised ratio increased 1(5.6) 1(5.6) 0 0 0
Lipase increased 1(5.6) 1(5.6) 0 0 0
Monocyte count decreased 1(5.6) 1(5.6) 0 0 0
Metabolism and nutrition disorders
-Total 13 (72.2) 5 (27.8) 4(22.2) 4 (22.2) 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypokalaemia 8 (44.4) 4 (22.2) 0 4 (22.2) 0
Hypophosphataemia 5(27.8) 3(16.7) 1(5.6) 1(5.6) 0
Hyperphosphataemia 2(11.1) 2(11.1) 0 0 0
Hyperuricaemia 2 (111 2(11.1) 0 0 0
Hypocalcaemia 2 (111 1(5.6) 1(5.6) 0 0
Decreased appetite 1(5.6) 0 1(5.6) 0 0
Dehydration 1(5.6) 0 1(5.6) 0 0
Fluid overload 1(5.6) 0 1(5.6) 0 0
Hypercalcaemia 1(5.6) 1(5.6) 0 0 0
Hyperglycaemia 1(5.6) 1(5.6) 0 0 0
Hyperkalaemia 1(5.6) 0 1(5.6) 0 0
Hypoalbuminaemia 1(5.6) 1(5.6) 0 0 0
Hypomagnesaemia 1(5.6) 1(5.6) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 5(27.8) 1(5.6) 2(11.2) 2(11.1) 0
Pain in extremity 3 (16.7) 2 (11.2) 1(5.6) 0 0
Muscular weakness 2(11.1) 0 1(5.6) 1(5.6) 0
Arthralgia 1(5.6) 0 0 1(5.6) 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Bone pain 1(5.6) 0 1(5.6) 0 0
Myalgia 1(5.6) 1(5.6) 0 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 3(16.7) 0 0 1(5.6) 2 (11.1)
Acute lymphocytic leukaemia recurrent 1(5.6) 0 0 0 1(5.6)
Leukaemia 1(5.6) 0 0 0 1(5.6)
Neoplasm progression 1(5.6) 0 0 1(5.6) 0
Nervous system disorders
-Total 9 (50.0) 4(22.2) 3(16.7) 2 (11.1) 0
Headache 6 (33.3) 3 (16.7) 3(16.7) 0 0
Tremor 2(11.1) 2(11.1) 0 0 0
Depressed level of consciousness 1(5.6) 0 0 1(5.6) 0
Dizziness 1(5.6) 1(5.6) 0 0 0
Dyskinesia 1(5.6) 0 0 1(5.6) 0
Encephalopathy 1(5.6) 0 0 1(5.6) 0
Head discomfort 1(5.6) 1(5.6) 0 0 0
Intention tremor 1(5.6) 1(5.6) 0 0 0
Lethargy 1(5.6) 0 1(5.6) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Nervous system disorder 1(5.6) 0 1(5.6) 0 0
Psychiatric disorders

-Total 8 (44.4) 2 (11.1) 5 (27.8) 1(5.6) 0

Agitation 3(16.7) 0 2 (11.1) 1(5.6) 0

Anxiety 3(16.7) 2 (11.1) 1(5.6) 0 0

Confusional state 2 (111 0 1(5.6) 1(5.6) 0

Insomnia 2 (111 0 2(11.1) 0 0

Delirium 1(5.6) 0 1(5.6) 0 0

Irritability 1(5.6) 1(5.6) 0 0 0
Renal and urinary disorders

-Total 5(27.8) 3(16.7) 1(56) 1(5.6) 0

Acute kidney injury 2(11.1) 0 1(5.6) 1(5.6) 0

Haematuria 2(11.1) 2(11.1) 0 0 0

Chromaturia 1(5.6) 1(5.6) 0 0 0

Proteinuria 1(5.6) 1(5.6) 0 0 0

Urinary incontinence 1(5.6) 1(5.6) 0 0 0
Reproductive system and breast disorders

-Total 1(5.6) 1(5.6) 0 0 0

Scrotal oedema 1(5.6) 1(5.6) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory, thoracic and mediastinal disorders
-Total 8 (44.4) 2 (11.1) 4(22.2) 2 (11.2) 0
Hypoxia 4 (22.2) 0 3(16.7) 1(5.6) 0
Cough 3(16.7) 3(16.7) 0 0 0
Tachypnoea 3(16.7) 3 (16.7) 0 0 0
Rhinorrhoea 2 (111 2 (11.1) 0 0 0
Apnoea 1(5.6) 0 0 1(5.6) 0
Dyspnoea 1(5.6) 1(5.6) 0 0 0
Epistaxis 1(5.6) 0 1(5.6) 0 0
Pleural effusion 1(5.6) 1(5.6) 0 0 0
Skin and subcutaneous tissue disorders
-Total 8 (44.4) 6 (33.3) 2(11.1) 0 0
Dry skin 3(16.7) 2(11.1) 1(5.6) 0 0
Petechiae 3(16.7) 2(11.1) 1(5.6) 0 0
Pruritus 2(11.1) 2(11.1) 0 0 0
Rash 2 (11.1) 2 (11.1) 0 0 0
Urticaria 2 (11.1) 1(5.6) 1(5.6) 0 0
Acne 1(5.6) 1(5.6) 0 0 0
Erythema 1(5.6) 1(5.6) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ingrowing nail 1(5.6) 1(5.6) 0 0 0
Vascular disorders
-Total 8 (44.4) 4(22.2) 1(5.6) 3(16.7) 0
Hypotension 4(22.2) 3 (16.7) 0 1(5.6) 0
Capillary leak syndrome 1(5.6) 0 0 1(5.6) 0
Jugular vein thrombosis 1(5.6) 0 0 1(5.6) 0
Lymphoedema 1(5.6) 1(5.6) 0 0 0
Pallor 1(5.6) 0 1(5.6) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143d

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set

Timing: within 8 weeks post CTL019 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 3 (100) 0 0 0 3 (100)
Blood and lymphatic system disorders

-Total 2 (66.7) 0 1(33.3) 0 1(33.3)

Disseminated intravascular coagulation 2 (66.7) 0 2 (66.7) 0 0

Febrile neutropenia 1(33.3) 0 0 1(33.3) 0

Neutropenia 1(33.3) 0 0 0 1(33.3)
Eye disorders

-Total 1(33.3) 0 1(33.3)

Dry eye 1(33.3) 1(33.3) 0 0 0

Ocular hypertension 1(33.3) 0 1(33.3)
Gastrointestinal disorders

-Total 2 (66.7) 1 (33.3) 1(33.3) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Diarrhoea 1(33.3) 1(33.3) 0 0 0

Nausea 1(33.3) 0 1(33.3) 0 0

Stomatitis 1(33.3) 0 1(33.3) 0 0
Immune system disorders

-Total 3 (100) 1(33.3) 2 (66.7)

Cytokine release syndrome 3 (100) 0 1(33.3) 0 2 (66.7)
Infections and infestations

-Total 2 (66.7) 1(33.3) 1(33.3)

Bronchopulmonary aspergillosis 1(33.3) 0 1(33.3)

Parotitis 1(33.3) 1(33.3) 0
Investigations

-Total 3 (100) 0 0 1(33.3) 2 (66.7)

Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0

Blood creatine phosphokinase increased 1(33.3) 0 0 0 1(33.3)

Neutrophil count decreased 1(33.3) 0 0 0 1(33.3)
Metabolism and nutrition disorders

-Total 2 (66.7) 0 2 (66.7)

Hypoalbuminaemia 2 (66.7) 2 (66.7) 0

Hypocalcaemia 2 (66.7) 0 0 0 2 (66.7)



Timing: within 8 weeks post CTL019 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0
Hyponatraemia 1(33.3) 0 0 1(33.3) 0
Hypophosphataemia 1(33.3) 0 0 1(33.3) 0
Tumour lysis syndrome 1(33.3) 0 0 0 1(33.3)
Musculoskeletal and connective tissue
disorders
-Total 1(33.3) 1(33.3) 0 0 0
Myalgia 1(33.3) 1(33.3)
Psychiatric disorders
-Total 1(33.3) 1(33.3)
Insomnia 1(33.3) 1(33.3)
Renal and urinary disorders
-Total 1(33.3) 1(33.3)
Acute kidney injury 1(33.3) 1(33.3)
Respiratory, thoracic and mediastinal
disorders
-Total 2 (66.7) 1(33.3) 1(33.3)
Hypoxia 2 (66.7) 0 0 1(33.3) 1(33.3)
Cough 1(33.3) 1(33.3) 0 0



Timing: within 8 weeks post CTL019 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Skin and subcutaneous tissue disorders

-Total 2 (66.7) 1(33.3) 0 1(33.3)

Rash 1(33.3) 0 0 1(33.3)

Skin exfoliation 1(33.3) 1(33.3) 0 0
Vascular disorders

-Total 1(33.3) 0 1(33.3) 0 0

Hypertension 1(33.3) 0 1(33.3)

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143d
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region
Safety Set

Timing: >8 weeks to 1 year post CTLO19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 31 (72.1) 8 (18.6) 7 (16.3) 14 (32.6) 2(4.7)
Blood and lymphatic system disorders

-Total 7 (16.3) 2(4.7) 2(4.7) 3(7.0) 0

Anaemia 24.7) 1(2.3) 1(2.3) 0 0

Neutropenia 24.7) 1(2.3) 1(2.3) 0 0

Thrombocytopenia 24.7) 0 1(2.3) 1(2.3) 0

B-cell aplasia 1(2.3) 0 0 1(2.3) 0

Lymphopenia 1(2.3) 0 0 1(2.3) 0
Endocrine disorders

-Total 1(2.3) 0 1(2.3) 0

Hypothyroidism 1(2.3) 0 1(2.3) 0 0

Eye disorders



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 2(4.7) 1(2.3) 1(2.3) 0 0
Astigmatism 1(2.3) 1(2.3) 0 0 0
Conjunctivitis allergic 1(2.3) 0 1(2.3) 0 0
Hypermetropia 1(2.3) 1(2.3) 0 0 0
Gastrointestinal disorders
-Total 7 (16.3) 4(9.3) 3(7.0) 0 0
Nausea 4(9.3) 24.7) 2(4.7) 0 0
Vomiting 24.7) 24.7) 0 0 0
Abdominal pain 1(2.3) 1(2.3) 0 0 0
Constipation 1(2.3) 1(2.3) 0 0 0
Diarrhoea 1(2.3) 0 1(2.3) 0 0
Toothache 1(2.3) 1(2.3) 0 0 0
General disorders and administration site
conditions
-Total 7 (16.3) 2(4.7) 5 (11.6) 0 0
Pyrexia 6 (14.0) 1(2.3) 5(11.6) 0 0
Catheter site erythema 1(2.3) 1(2.3) 0 0 0
Chills 1(2.3) 0 1(2.3) 0 0

Hepatobiliary disorders



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 1(2.3) 0 1(2.3) 0 0
Hepatotoxicity 1(2.3) 0 1(2.3) 0 0
Immune system disorders
-Total 3(7.0) 2(4.7) 1(2.3) 0
Hypogammaglobulinaemia 3(7.0) 24.7) 1(22.3) 0
Infections and infestations
-Total 24 (55.8) 8 (18.6) 8 (18.6) 8 (18.6) 0
Nasopharyngitis 7 (16.3) 6 (14.0) 1(2.3) 0 0
Herpes zoster 4(9.3) 0 3(7.0) 1(2.3) 0
Gastroenteritis 3(7.0) 3(7.0) 0 0 0
Rhinitis 3(7.0) 2(4.7) 1(2.3) 0 0
Bronchitis 2(4.7) 1(2.3) 1(2.3) 0 0
Otitis externa 24.7) 1(2.3) 1(2.3) 0 0
Otitis media 24.7) 24.7) 0 0 0
Central nervous system infection 1(2.3) 0 1(2.3) 0 0
Device related infection 1(2.3) 0 0 1(2.3) 0
Escherichia urinary tract infection 1(2.3) 0 1(2.3) 0 0
Gastrointestinal infection 1(2.3) 0 0 1(2.3) 0
Impetigo 1(2.3) 0 1(2.3) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Influenza 1(2.3) 0 0 1(2.3) 0
Laryngitis 1(2.3) 1(2.3) 0 0 0
Molluscum contagiosum 1(2.3) 1(2.3) 0 0 0
Oral herpes 1(2.3) 0 1(2.3) 0 0
Otitis media acute 1(2.3) 0 1(22.3) 0 0
Pneumonia 1(2.3) 0 0 1(2.3) 0
Pneumonia haemophilus 1(2.3) 0 0 1(2.3) 0
Respiratory syncytial virus infection 1(2.3) 0 0 1(2.3) 0
Septic shock 1(2.3) 0 0 1(2.3) 0
Sinusitis 1(2.3) 0 1(2.3) 0 0
Tinea pedis 1(2.3) 0 1(2.3) 0 0
Tonsillitis 1(2.3) 0 0 1(2.3) 0
Tooth infection 1(2.3) 0 1(2.3) 0 0
Upper respiratory tract infection 1(2.3) 1(2.3) 0 0 0
Injury, poisoning and procedural
complications
-Total 24.7) 1(2.3) 1(2.3) 0 0
Contusion 1(2.3) 1(2.3) 0 0
Ligament sprain 1(2.3) 0 1(2.3) 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Investigations
-Total 8 (18.6) 3(7.0) 1(2.3) 3(7.0) 1(2.3)
Alanine aminotransferase increased 4(9.3) 2(4.7) 0 1(2.3) 1(2.3)
Aspartate aminotransferase increased 4(9.3) 24.7) 0 1(2.3) 1(2.3)
Platelet count decreased 3(7.0) 3(7.0) 0 0 0
White blood cell count decreased 3(7.0) 24.7) 0 1(2.3) 0
Cytomegalovirus test positive 1(2.3) 1(2.3) 0 0 0
Immunoglobulins decreased 1(2.3) 0 0 1(2.3) 0
Lymph node palpable 1(2.3) 0 1(2.3) 0 0
Lymphocyte count decreased 1(2.3) 1(2.3) 0 0 0
Neutrophil count decreased 1(2.3) 0 0 1(2.3) 0
Vitamin d decreased 1(2.3) 1(2.3) 0 0 0
Metabolism and nutrition disorders
-Total 1(2.3) 1(2.3) 0
Hyperferritinaemia 1(2.3) 1(2.3)
Musculoskeletal and connective tissue
disorders
-Total 4(9.3) 24.7) 2(4.7) 0
Arthralgia 1(2.3) 1(2.3) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Back pain 1(2.3) 1(2.3) 0 0 0
Bone pain 1(2.3) 0 1(2.3) 0 0
Osteoporosis 1(2.3) 0 1(2.3) 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 3(7.0) 24.7) 1(2.3)
Acute lymphocytic leukaemia recurrent 24.7) 0 0 1(2.3) 1(2.3)
Acute lymphocytic leukaemia 1(2.3) 1(2.3) 0
Nervous system disorders
-Total 3(7.0) 1(2.3) 24.7) 0 0
Headache 1(2.3) 1(2.3) 0 0 0
Neuralgia 1(2.3) 0 1(2.3) 0 0
Subdural hygroma 1(2.3) 0 1(2.3) 0 0
Psychiatric disorders
-Total 1(2.3) 1(2.3) 0
Insomnia 1(2.3) 1(2.3)
Reproductive system and breast disorders
-Total 24.7) 1(2.3) 1(2.3) 0
Metrorrhagia 1(2.3) 1(2.3) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Europe

All patients
N=43
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ovarian failure 1(2.3) 0 0 1(2.3) 0
Respiratory, thoracic and mediastinal
disorders
-Total 6 (14.0) 3(7.0) 2(4.7) 1(2.3) 0
Cough 4(9.3) 3(7.0) 1(2.3) 0 0
Dyspnoea 1(2.3) 0 1(22.3) 0 0
Oropharyngeal pain 1(2.3) 0 1(22.3) 0 0
Pharyngeal erythema 1(2.3) 0 1(2.3) 0 0
Pulmonary granuloma 1(2.3) 0 0 1(2.3) 0
Stridor 1(2.3) 0 1(2.3) 0 0
Skin and subcutaneous tissue disorders
-Total 6 (14.0) 3(7.0) 3(7.0) 0 0
Eczema 3(7.0) 2(4.7) 1(2.3) 0 0
Ingrowing nail 24.7) 0 2(4.7) 0 0
Dermatitis 1(2.3) 1(2.3) 0 0 0
Hangnail 1(2.3) 1(2.3) 0 0 0

- A patient with multiple adverse events within a primary system organ class is
counted only once in the total row.



- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143d

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Region

Safety Set
Timing: >8 weeks to 1 year post CTLO19 infusion, Region: US
All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 15 (100) 1(6.7) 4 (26.7) 5(33.3) 5 (33.3)
Blood and lymphatic system disorders

-Total 6 (40.0) 0 2(13.3) 4(26.7) 0

Anaemia 4 (26.7) 0 1(6.7) 3 (20.0) 0

Thrombocytopenia 2 (13.3) 0 1(6.7) 1(6.7) 0

Febrile neutropenia 1(6.7) 1(6.7) 0 0 0

Leukocytosis 1(6.7) 0 1(6.7) 0 0
Cardiac disorders

-Total 3(20.0) 3 (20.0) 0 0 0

Sinus tachycardia 2 (13.3) 2 (13.3) 0 0 0

Tachycardia 2(13.3) 2 (13.3) 0 0 0

Sinus bradycardia 1(6.7) 1(6.7) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Ear and labyrinth disorders

-Total 1(6.7) 1(6.7) 0

Ear pain 1(6.7) 1(6.7)
Endocrine disorders

-Total 1(6.7) 1(6.7)

Inappropriate antidiuretic hormone secretion 1(6.7) 1(6.7) 0 0 0
Eye disorders

-Total 4 (26.7) 3(20.0) 1(6.7) 0 0

Eye pain 2 (13.3) 1(6.7) 1(6.7) 0 0

Blindness unilateral 1(6.7) 1(6.7) 0 0 0

Eye pruritus 1(6.7) 1(6.7) 0 0 0

Lacrimation increased 1(6.7) 1(6.7) 0 0 0

Ocular hyperaemia 1(6.7) 1(6.7) 0 0 0

Visual impairment 1(6.7) 1(6.7) 0 0 0
Gastrointestinal disorders

-Total 9 (60.0) 5 (33.3) 4(26.7) 0 0

Constipation 5(33.3) 3 (20.0) 2 (13.3) 0 0

Abdominal pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0

Diarrhoea 3 (20.0) 1(6.7) 2 (13.3) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vomiting 3(20.0) 1(6.7) 2(13.3) 0 0
Abdominal distension 2 (13.3) 1(6.7) 1(6.7) 0 0
Nausea 2 (13.3) 1(6.7) 1(6.7) 0 0
Abdominal pain lower 1(6.7) 1(6.7) 0 0 0
Abdominal pain upper 1(6.7) 1(6.7) 0 0 0
Dental caries 1(6.7) 1(6.7) 0 0 0
Gastrointestinal motility disorder 1(6.7) 0 1(6.7) 0 0
Gingival bleeding 1(6.7) 1(6.7) 0 0 0
Oral pain 1(6.7) 0 1(6.7) 0 0
Periodontal disease 1(6.7) 1(6.7) 0 0 0
Proctalgia 1(6.7) 0 1(6.7) 0 0
Stomatitis 1(6.7) 0 1(6.7) 0 0
General disorders and administration site
conditions
-Total 10 (66.7) 5(33.3) 4 (26.7) 1(6.7) 0
Pyrexia 7 (46.7) 2 (13.3) 4 (26.7) 1(6.7) 0
Chills 2 (13.3) 1(6.7) 1(6.7) 0 0
Gait disturbance 2 (13.3) 2 (13.3) 0 0 0
Axillary pain 1(6.7) 0 1(6.7) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Face oedema 1(6.7) 1(6.7) 0 0 0
Facial pain 1(6.7) 0 1(6.7) 0 0
Fatigue 1(6.7) 1(6.7) 0 0 0
Generalised oedema 1(6.7) 0 1(6.7) 0 0
Localised oedema 1(6.7) 1(6.7) 0 0 0
Malaise 1(6.7) 0 1(6.7) 0 0
Non-cardiac chest pain 1(6.7) 0 1(6.7) 0 0
Oedema peripheral 1(6.7) 0 1(6.7) 0 0
Pain 1(6.7) 1(6.7) 0 0 0
Immune system disorders
-Total 6 (40.0) 2 (13.3) 3(20.0) 1(6.7) 0
Allergy to immunoglobulin therapy 2 (13.3) 1(6.7) 1(6.7) 0 0
Drug hypersensitivity 2 (13.3) 1(6.7) 1(6.7) 0 0
Hypogammaglobulinaemia 2 (13.3) 0 1(6.7) 1(6.7) 0
Cytokine release syndrome 1(6.7) 0 1(6.7) 0 0
Infections and infestations
-Total 9 (60.0) 1(6.7) 2 (13.3) 5 (33.3) 1(6.7)
Rash pustular 3(20.0) 3 (20.0) 0 0 0

Enterovirus infection 2(13.3) 1(6.7) 1(6.7) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Upper respiratory tract infection 2 (13.3) 1(6.7) 1(6.7) 0 0
Alternaria infection 1(6.7) 0 0 1(6.7) 0
Aspergillus infection 1(6.7) 0 0 1(6.7) 0
Atypical pneumonia 1(6.7) 0 0 1(6.7) 0
Bacterial infection 1(6.7) 0 0 1(6.7) 0
Body tinea 1(6.7) 0 1(6.7) 0 0
Candida infection 1(6.7) 0 0 1(6.7) 0
Catheter site infection 1(6.7) 0 1(6.7) 0 0
Cellulitis 1(6.7) 0 1(6.7) 0 0
Conjunctivitis 1(6.7) 0 1(6.7) 0 0
Conjunctivitis viral 1(6.7) 0 1(6.7) 0 0
Device related infection 1(6.7) 0 0 1(6.7) 0
Enterococcal infection 1(6.7) 0 0 1(6.7) 0
Folliculitis 1(6.7) 1(6.7) 0 0 0
Meningitis aseptic 1(6.7) 0 0 1(6.7) 0
Mucosal infection 1(6.7) 0 1(6.7) 0 0
Nasopharyngitis 1(6.7) 1(6.7) 0 0 0
Oral herpes 1(6.7) 0 1(6.7) 0 0
Parainfluenzae virus infection 1(6.7) 0 1(6.7) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Periorbital cellulitis 1(6.7) 0 0 1(6.7) 0
Pneumonia 1(6.7) 0 0 1(6.7) 0
Rhinitis 1(6.7) 1(6.7) 0 0 0
Rhinovirus infection 1(6.7) 0 1(6.7) 0 0
Sepsis 1(6.7) 0 0 0 1(6.7)
Sinusitis 1(6.7) 0 0 1(6.7) 0
Skin infection 1(6.7) 1(6.7) 0 0 0
Viral upper respiratory tract infection 1(6.7) 0 1(6.7) 0 0
Injury, poisoning and procedural
complications
-Total 4 (26.7) 1(6.7) 3(20.0) 0 0
Contusion 1(6.7) 1(6.7) 0 0 0
Fall 1(6.7) 0 1(6.7) 0 0
Infusion related reaction 1(6.7) 0 1(6.7) 0 0
Procedural pain 1(6.7) 0 1(6.7) 0 0
Skin abrasion 1(6.7) 0 1(6.7) 0 0
Splinter 1(6.7) 1(6.7) 0 0 0
Investigations
-Total 10 (66.7) 2 (13.3) 3(20.0) 2 (13.3) 3(20.0)



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Platelet count decreased 5(33.3) 0 2 (13.3) 1(6.7) 2 (13.3)
Neutrophil count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3)
White blood cell count decreased 4 (26.7) 0 0 2 (13.3) 2 (13.3)
Alanine aminotransferase increased 2 (13.3) 1(6.7) 1(6.7)
Aspartate aminotransferase increased 2 (13.3) 2 (13.3) 0
Activated partial thromboplastin time 1(6.7) 1(6.7) 0 0 0
prolonged
Blood alkaline phosphatase increased 1(6.7) 1(6.7) 0 0 0
Blood lactate dehydrogenase increased 1(6.7) 1(6.7) 0 0 0
Chlamydia test positive 1(6.7) 0 1(6.7) 0 0
Gamma-glutamyltransferase increased 1(6.7) 0 1(6.7) 0 0
Lymphocyte count decreased 1(6.7) 0 0 1(6.7) 0
Metabolism and nutrition disorders

-Total 9 (60.0) 4 (26.7) 3(20.0) 2(13.3) 0
Hypomagnesaemia 4(26.7) 3(20.0) 1(6.7) 0 0
Decreased appetite 2 (13.3) 2 (13.3) 0 0 0
Hyperglycaemia 2 (13.3) 1(6.7) 0 1(6.7) 0
Hyperkalaemia 2 (13.3) 2 (13.3) 0 0 0
Hyperuricaemia 2(13.3) 2 (13.3) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypokalaemia 2 (13.3) 1(6.7) 0 1(6.7) 0
Hypophosphataemia 2 (13.3) 1(6.7) 1(6.7) 0 0
Dehydration 1(6.7) 0 1(6.7) 0 0
Hypercalcaemia 1(6.7) 1(6.7) 0 0 0
Hypoalbuminaemia 1(6.7) 1(6.7) 0 0 0
Hypocalcaemia 1(6.7) 0 1(6.7) 0 0
Lactic acidosis 1(6.7) 0 0 1(6.7) 0
Musculoskeletal and connective tissue
disorders
-Total 8 (53.3) 2 (13.3) 5(33.3) 1(6.7) 0
Arthralgia 5(33.3) 0 4 (26.7) 1(6.7) 0
Back pain 4 (26.7) 2 (13.3) 2 (13.3) 0 0
Pain in extremity 4 (26.7) 1(6.7) 3(20.0) 0 0
Neck pain 2 (13.3) 1(6.7) 1(6.7) 0 0
Muscular weakness 1(6.7) 1(6.7) 0 0 0
Osteopenia 1(6.7) 1(6.7) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 1(6.7) 0 0 0 1(6.7)



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

B precursor type acute leukaemia 1(6.7) 0 0 0 1(6.7)
Nervous system disorders

-Total 4 (26.7) 1(6.7) 3(20.0) 0 0

Headache 3(20.0) 2 (13.3) 1(6.7) 0 0

Dizziness 1(6.7) 1(6.7) 0 0 0

Dysarthria 1(6.7) 0 1(6.7) 0 0

Facial paralysis 1(6.7) 0 1(6.7) 0 0

Hemiparesis 1(6.7) 0 1(6.7) 0 0

Intracranial pressure increased 1(6.7) 1(6.7) 0 0 0

Lethargy 1(6.7) 1(6.7) 0 0 0

Neuropathy peripheral 1(6.7) 0 1(6.7) 0 0
Psychiatric disorders

-Total 3(20.0) 2 (13.3) 1(6.7) 0 0

Agitation 1(6.7) 0 1(6.7) 0 0

Anxiety 1(6.7) 1(6.7) 0 0 0

Confusional state 1(6.7) 1(6.7) 0 0 0
Renal and urinary disorders

-Total 1(6.7) 1(6.7) 0

Haematuria 1(6.7) 0 0 1(6.7) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Proteinuria 1(6.7) 0 1(6.7) 0 0
Reproductive system and breast disorders
-Total 2 (13.3) 1(6.7) 1(6.7) 0 0
Perineal pain 1(6.7) 1(6.7) 0 0 0
Vulvovaginal dryness 1(6.7) 1(6.7) 0 0 0
Vulvovaginal pain 1(6.7) 0 1(6.7) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 9 (60.0) 6 (40.0) 2 (13.3) 1(6.7) 0
Cough 6 (40.0) 5(33.3) 1(6.7) 0 0
Epistaxis 5(33.3) 4 (26.7) 1(6.7) 0 0
Nasal congestion 4 (26.7) 4 (26.7) 0 0 0
Oropharyngeal pain 2 (13.3) 1(6.7) 1(6.7) 0 0
Dyspnoea 1(6.7) 0 1(6.7) 0 0
Hypoxia 1(6.7) 0 0 1(6.7) 0
Nasal septum perforation 1(6.7) 0 1(6.7) 0 0
Productive cough 1(6.7) 1(6.7) 0 0 0
Rhinalgia 1(6.7) 1(6.7) 0 0 0
Rhinorrhoea 1(6.7) 0 1(6.7) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Region: US

All patients
N=15
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Rhonchi 1(6.7) 1(6.7) 0 0 0
Sinus pain 1(6.7) 1(6.7) 0 0 0
Tachypnoea 1(6.7) 0 1(6.7) 0 0
Skin and subcutaneous tissue disorders
-Total 7 (46.7) 6 (40.0) 1(6.7) 0 0
Dry skin 2 (13.3) 2 (13.3) 0 0 0
Petechiae 2 (13.3) 2 (13.3) 0 0 0
Rash 2 (13.3) 1(6.7) 1(6.7) 0 0
Alopecia 1(6.7) 1(6.7) 0 0 0
Dermatitis bullous 1(6.7) 1(6.7) 0 0 0
Erythema 1(6.7) 1(6.7) 0 0 0
Pruritus 1(6.7) 1(6.7) 0 0 0
Skin ulcer 1(6.7) 1(6.7) 0 0 0
Vascular disorders
-Total 4 (26.7) 2 (13.3) 2 (13.3) 0 0
Pallor 2 (13.3) 2 (13.3) 0 0 0
Embolism 1(6.7) 0 1(6.7) 0 0
Flushing 1(6.7) 1(6.7) 0 0 0
Hypertension 1(6.7) 0 1(6.7) 0 0




- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143d

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

Safety Set

preferred term, maximum CTC grade and Region

Timing: >8 weeks to 1 year post CTL019 infusion, Region: Rest of World

All patients
N=2
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 2 (100) 0 1 (50.0) 0 1 (50.0)
Eye disorders

-Total 1 (50.0) 1 (50.0)

Blepharitis 1 (50.0) 1 (50.0) 0
Gastrointestinal disorders

-Total 1 (50.0) 1 (50.0) 0

Stomatitis 1 (50.0) 1 (50.0) 0 0
General disorders and administration site
conditions

-Total 1 (50.0) 1 (50.0) 0 0 0

Pyrexia 1 (50.0) 1 (50.0) 0
Infections and infestations

-Total 2 (100) 0 2 (100) 0 0



Timing: >8 weeks to 1 year post CTL0O19 infusion, Region: Rest of World

All patients
N=2
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Upper respiratory tract infection 2 (100) 0 2 (100) 0 0

Paronychia 1 (50.0) 0 1 (50.0) 0 0

Pharyngitis 1 (50.0) 0 1 (50.0) 0 0

Rhinitis 1 (50.0) 1 (50.0) 0 0 0
Investigations

-Total 2 (100) 0 1 (50.0) 0 1 (50.0)

Neutrophil count decreased 1 (50.0) 0 1 (50.0)

Weight decreased 1 (50.0) 1 (50.0) 0
Nervous system disorders

-Total 1 (50.0) 1 (50.0)

Headache 1 (50.0) 1 (50.0) 0
Renal and urinary disorders

-Total 1 (50.0) 1 (50.0)

Haematuria 1 (50.0) 1 (50.0) 0
Skin and subcutaneous tissue disorders

-Total 1 (50.0) 1 (50.0) 0 0 0

Pruritus 1 (50.0) 1 (50.0) 0

- A patient with multiple adverse events within a primary system organ class is



counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143d

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Region

Safety Set
Timing: >1 year post-CTL019 infusion, Region: Europe
All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 5 (27.8) 2 (111 1(5.6) 2(11.1) 0
Eye disorders

-Total 1(5.6) 1(5.6)

Keratitis 1(5.6) 1(5.6) 0
Infections and infestations

-Total 2 (11.1) 1(5.6) 1(5.6)

Infection 1(5.6) 0 1(5.6) 0

Rhinitis 1(5.6) 1(5.6) 0
Investigations

-Total 1(5.6) 1(5.6) 0

Lymphocyte count decreased 1(5.6) 1(5.6) 0

Neoplasms benign, malignant and unspecified

(incl cysts and polyps)



Timing: >1 year post-CTL019 infusion, Region: Europe

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 1(5.6) 0 0 1(5.6) 0
Acute lymphocytic leukaemia recurrent 1(5.6) 0 0 1(5.6) 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143d
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: >1 year post-CTL019 infusion, Region: US
All patients
N=0
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

No records met the criteria

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143d
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: >1 year post-CTL019 infusion, Region: Rest of World
All patients
N=2
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

No records met the criteria

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143d

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: Any time post CTLO019 infusion, Region: Europe
All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 48 (100) 3(6.3) 6 (12.5) 19 (39.6) 20 (41.7)
Blood and lymphatic system disorders
-Total 23 (47.9) 4(8.3) 4(8.3) 11 (22.9) 4(8.3)
Anaemia 6 (12.5) 3(6.3) 2(4.2) 1(2.1) 0
Neutropenia 6 (12.5) 1(2.1) 1(2.1) 1(2.1) 3(6.3)
Febrile neutropenia 3(6.3) 0 1(2.1) 2(4.2) 0
Thrombocytopenia 3(6.3) 0 1(2.1) 1(2.1) 1(2.1)
Bone marrow failure 2(4.2) 0 0 2(4.2) 0
B-cell aplasia 1(2.1) 0 0 1(2.1) 0
Coagulation factor deficiency 1(2.1) 0 0 1(2.1) 0
Disseminated intravascular coagulation 1(2.1) 0 0 1(2.1) 0
Leukopenia 1(2.1) 0 0 1(2.1) 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lymphopenia 1(2.1) 0 0 1(2.1) 0
Pancytopenia 1(2.1) 0 0 1(2.1) 0
Splenomegaly 1(2.1) 1(2.1) 0 0 0
Cardiac disorders
-Total 8 (16.7) 4(8.3) 3(6.3) 1(2.1) 0
Tachycardia 5 (10.4) 3(6.3) 2(4.2) 0 0
Bradycardia 1(2.1) 1(2.1) 0 0 0
Cardiac hypertrophy 1(.1) 0 12.1) 0 0
Left ventricular dysfunction 1(.1) 0 0 1(2.1) 0
Congenital, familial and genetic disorders
-Total 1(2.1) 1(2.1)
Talipes 1(2.1) 1(2.1)
Ear and labyrinth disorders
-Total 1(2.1) 1(2.1)
Vertigo 1(2.1) 1(2.1)
Endocrine disorders
-Total 1(2.1) 1(2.1)
Hypothyroidism 1(2.1) 1(2.1)

Eye disorders



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 6 (12.5) 3(6.3) 1(2.1) 2(4.2) 0
Amaurosis 1(2.1) 0 0 1(2.1) 0
Astigmatism 1(2.1) 1(2.1) 0 0 0
Conjunctival haemorrhage 1(2.1) 1(2.1) 0 0 0
Conjunctivitis allergic 1(2.1) 0 12.1) 0 0
Dry eye 1(2.1) 1(2.1) 0 0 0
Hypermetropia 1(2.1) 1(2.1) 0 0 0
Keratitis 1(.1) 0 0 1(2.1) 0
Optic atrophy 1(.1) 0 12.1) 0 0
Vitreous opacities 1(2.1) 1(2.1) 0 0 0
Gastrointestinal disorders
-Total 24 (50.0) 11 (22.9) 11 (22.9) 2(4.2) 0
Diarrhoea 10 (20.8) 6 (12.5) 3(6.3) 1(2.1) 0
Nausea 10 (20.8) 3(6.3) 6 (12.5) 1(2.1) 0
Vomiting 8 (16.7) 6 (12.5) 2(4.2) 0 0
Abdominal pain upper 2(4.2) 1(2.1) 1(2.1) 0 0
Abdominal pain 1(2.1) 0 1(2.1) 0 0
Constipation 1(2.1) 1(2.1) 0 0 0
Dyspepsia 1(2.1) 1(2.1) 0 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Gastrointestinal pain 1(2.1) 1(2.1) 0 0 0
Gingival swelling 1(2.1) 0 1(2.1) 0 0
Toothache 1(2.1) 1(2.1) 0 0 0
General disorders and administration site
conditions

-Total 28 (58.3) 14 (29.2) 8 (16.7) 5(10.4) 1(2.1)
Pyrexia 20 (41.7) 11 (22.9) 6 (12.5) 3(6.3) 0
Fatigue 3(6.3) 1(2.1) 2(4.2) 0 0
Pain 3(6.3) 0 2(4.2) 1(2.1) 0
Catheter site erythema 2(4.2) 2(4.2) 0 0 0
Asthenia 1(2.1) 1(2.1) 0 0 0
Catheter site haemorrhage 1(2.1) 0 0 1(2.1) 0
Chills 1(2.1) 0 1(2.1) 0 0
Drug withdrawal syndrome 1(2.1) 0 0 1(2.1) 0
Face oedema 1(2.1) 0 0 1(2.1) 0
Localised oedema 1(2.1) 0 0 1(2.1) 0
Multiple organ dysfunction syndrome 1(2.1) 0 0 0 1(2.1)
Oedema 1(2.1) 0 1(2.1) 0 0
Oedema peripheral 1(2.1) 1(2.1) 0 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Hepatobiliary disorders

-Total 5 (10.4) 1(2.1) 2(4.2) 2(4.2) 0

Cholestasis 1(2.1) 0 0 1(2.1) 0

Hepatic failure 1(2.1) 0 12.1) 0 0

Hepatic steatosis 1(2.1) 1(2.1) 0 0 0

Hepatocellular injury 1(2.1) 0 0 1(2.1) 0

Hepatotoxicity 1(2.1) 0 12.1) 0 0
Immune system disorders

-Total 36 (75.0) 5 (10.4) 15 (31.3) 6 (12.5) 10 (20.8)

Cytokine release syndrome 31 (64.6) 6 (12.5) 9 (18.8) 6 (12.5) 10 (20.8)

Hypogammaglobulinaemia 18 (37.5) 6 (12.5) 12 (25.0) 0 0

Haemophagocytic lymphohistiocytosis 3(6.3) 0 1(2.1) 2(4.2) 0

Atopy 1(2.1) 1(2.1) 0 0 0

Drug hypersensitivity 1(2.1) 0 1(2.1) 0 0
Infections and infestations

-Total 30 (62.5) 5 (10.4) 12 (25.0) 12 (25.0) 1(2.1)

Nasopharyngitis 7 (14.6) 6 (12.5) 1(2.1) 0 0

Herpes zoster 5(10.4) 0 4(8.3) 1(2.1) 0

Device related infection 3(6.3) 0 2(4.2) 1(2.1) 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Gastroenteritis 3(6.3) 3(6.3) 0 0 0
Rhinitis 3(6.3) 2(4.2) 1(21) 0 0
Upper respiratory tract infection 3(6.3) 1(2.1) 2(4.2) 0 0
Bronchitis 2(4.2) 1(2.1) 12.1) 0 0
Candida infection 2(4.2) 1(2.1) 0 1(2.1) 0
Otitis externa 2(4.2) 1(2.1) 12.1) 0 0
Otitis media 2(4.2) 24.2) 0 0 0
Pneumonia 2(4.2) 0 0 2(4.2) 0
Sinusitis 2(4.2) 0 1(2.1) 1(2.1) 0
Aspergillus infection 1(2.1) 0 0 1(2.1) 0
Cellulitis orbital 1(2.1) 0 0 1(2.1) 0
Central nervous system infection 1(2.1) 0 0 0 1(2.1)
Cerebral fungal infection 1(2.1) 0 0 0 1(2.1)
Cystitis 1(2.1) 0 1(2.1) 0 0
Escherichia urinary tract infection 1(2.1) 0 1(2.1) 0 0
Eye infection 1(2.1) 0 1(2.1) 0 0
Gastrointestinal infection 1(2.1) 0 0 1(2.1) 0
Helminthic infection 1(2.1) 1(2.1) 0 0 0
Impetigo 1(2.1) 0 1(2.1) 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Infection 1(2.1) 0 1(2.1) 0 0
Influenza 1(2.1) 0 0 1(2.1) 0
Laryngitis 1(2.1) 1(2.1) 0 0 0
Molluscum contagiosum 1(2.1) 1(2.1) 0 0 0
Oral herpes 1(2.1) 0 12.1) 0 0
Otitis media acute 1(2.1) 0 12.1) 0 0
Paronychia 1(2.1) 0 12.1) 0 0
Pneumonia haemophilus 1(.1) 0 0 1(2.1) 0
Pneumonia viral 1(.1) 0 12.1) 0 0
Pseudomembranous colitis 1(2.1) 0 1(2.1) 0 0
Respiratory syncytial virus infection 1(2.1) 0 0 1(2.1) 0
Respiratory tract infection 1(2.1) 1(2.1) 0 0 0
Septic shock 1(2.1) 0 0 1(2.1) 0
Systemic infection 1(2.1) 0 0 1(2.1) 0
Tinea pedis 1(2.1) 0 1(2.1) 0 0
Tonsillitis 1(2.1) 0 0 1(2.1) 0
Tooth infection 1(2.1) 0 1(2.1) 0 0
Vascular device infection 1(2.1) 0 0 1(2.1) 0
Vulvitis 1(2.1) 0 1(2.1) 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Injury, poisoning and procedural complications
-Total 6 (12.5) 2(4.2) 3(6.3) 1(2.1) 0
Allergic transfusion reaction 1(2.1) 0 1(22.1) 0 0
Contusion 1(2.1) 1(2.1) 0 0 0
Femoral neck fracture 1(2.1) 0 12.1) 0 0
Ligament sprain 1(2.1) 0 12.1) 0 0
Periorbital haematoma 1(2.1) 0 0 1(2.1) 0
Procedural pain 1(.1) 0 12.1) 0 0
Thermal burn 1(.1) 0 12.1) 0 0
Transfusion reaction 1(2.1) 1(2.1) 0 0 0
Investigations

-Total 21 (43.8) 3(6.3) 4(8.3) 7 (14.6) 7 (14.6)
White blood cell count decreased 8 (16.7) 1(2.1) 2(4.2) 3(6.3) 2(4.2)
Alanine aminotransferase increased 5(10.4) 2(4.2) 0 2(4.2) 1(2.1)
Aspartate aminotransferase increased 5(10.4) 2(4.2) 1(2.1) 1(2.1) 1(2.1)
Immunoglobulins decreased 5(10.4) 0 2(4.2) 24.2) 1(2.1)
Neutrophil count decreased 5(10.4) 1(2.1) 0 1(2.1) 3(6.3)
Platelet count decreased 5(10.4) 1(2.1) 2(4.2) 1(2.1) 1(2.1)
Prothrombin time prolonged 3(6.3) 3(6.3) 0 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Activated partial thromboplastin time prolonged 1(2.1) 1(2.1) 0 0 0
Antithrombin iii decreased 1(2.1) 0 1(2.1) 0 0
Blood bilirubin increased 1(2.1) 0 0 1(2.1) 0
Blood creatinine increased 1(2.1) 0 12.1) 0 0
Blood fibrinogen decreased 1(2.1) 0 12.1) 0 0
Blood magnesium increased 1(2.1) 0 0 1(2.1) 0
Blood potassium decreased 1(2.1) 0 12.1) 0 0
Blood uric acid increased 1(.1) 0 12.1) 0 0
C-reactive protein increased 1(.1) 0 12.1) 0 0
Chest x-ray abnormal 1(2.1) 1(2.1) 0 0 0
Clostridium test positive 1(2.1) 0 1(2.1) 0 0
Cytomegalovirus test positive 1(2.1) 1(2.1) 0 0 0
Electrocardiogram repolarisation abnormality 1(2.1) 1(2.1) 0 0 0
Haemoglobin decreased 1(2.1) 0 0 1(2.1) 0
Lymph node palpable 1(2.1) 0 1(2.1) 0 0
Lymphocyte count decreased 1(2.1) 1(2.1) 0 0 0
Protein total decreased 1(2.1) 0 1(2.1) 0 0
Vitamin d decreased 1(2.1) 1(2.1) 0 0 0

Metabolism and nutrition disorders



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 17 (35.4) 7 (14.6) 5 (10.4) 5 (10.4) 0
Decreased appetite 5(10.4) 4(8.3) 0 1(2.1) 0
Hypokalaemia 5(10.4) 3(6.3) 2(4.2) 0 0
Hypoalbuminaemia 4(8.3) 1(2.1) 2(4.2) 1(2.1) 0
Hypocalcaemia 3(6.3) 0 12.1) 2(4.2) 0
Hypophosphataemia 3(6.3) 3(6.3) 0 0 0
Dehydration 2(4.2) 0 0 2(4.2) 0
Hypomagnesaemia 2(4.2) 2(4.2) 0 0 0
Fluid retention 1(.1) 0 12.1) 0 0
Hyperferritinaemia 1(2.1) 0 1(2.1) 0 0
Hyperglycaemia 1(2.1) 0 0 1(2.1) 0
Hypernatraemia 1(2.1) 0 1(2.1) 0 0
Hyponatraemia 1(2.1) 0 1(2.1) 0 0
Vitamin d deficiency 1(2.1) 1(2.1) 0 0 0
Musculoskeletal and connective tissue disorders
-Total 13 (27.1) 6 (12.5) 6 (12.5) 1(2.1) 0
Myalgia 4(8.3) 3(6.3) 1(2.1) 0 0
Arthralgia 3(6.3) 1(2.1) 2(4.2) 0 0
Back pain 2(4.2) 2(4.2) 0 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Bone pain 2(4.2) 0 2(4.2) 0 0
Joint effusion 1(2.1) 0 0 1(2.1) 0
Joint stiffness 1(2.1) 1(2.1) 0 0 0
Muscular weakness 1(2.1) 1(2.1) 0 0 0
Osteonecrosis 1(2.1) 1(2.1) 0 0 0
Osteopenia 1(2.1) 1(2.1) 0 0 0
Osteoporosis 1(2.1) 0 12.1) 0 0
Pain in extremity 1(.1) 0 12.1) 0 0
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 4(8.3) 3(6.3) 1(2.1)
Acute lymphocytic leukaemia recurrent 3(6.3) 2(4.2) 1(2.1)
Acute lymphocytic leukaemia 1(2.1) 1(2.1) 0
Nervous system disorders
-Total 19 (39.6) 5(10.4) 9 (18.8) 4(8.3) 1(2.1)
Headache 7 (14.6) 3(6.3) 3(6.3) 1(2.1) 0
Seizure 6 (12.5) 1(2.1) 3(6.3) 2(4.2) 0
Neuralgia 2(4.2) 0 2(4.2) 0 0
Somnolence 2(4.2) 0 0 2(4.2) 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tremor 2(4.2) 1(2.1) 1(2.1) 0 0
Cerebral atrophy 1(2.1) 1(2.1) 0 0 0
Dysgeusia 1(2.1) 1(2.1) 0 0 0
Encephalopathy 1(2.1) 0 0 0 1(.1)
Hyperkinesia 1(2.1) 1(2.1) 0 0 0
Intention tremor 1(2.1) 0 12.1) 0 0
Neurological decompensation 1(2.1) 0 12.1) 0 0
Subdural hygroma 1(.1) 0 1(2.1) 0 0
Product issues
-Total 1(2.1) 0 1(2.1)
Device occlusion 1(2.1) 0 1(2.1)
Psychiatric disorders

-Total 7 (14.6) 5 (10.4) 2(4.2) 0 0
Disorientation 2(4.2) 1(2.1) 1(2.1) 0 0
Insomnia 2(4.2) 1(2.1) 1(2.1) 0 0
Anxiety 1(2.1) 0 1(2.1) 0 0
Delirium 1(2.1) 1(2.1) 0 0 0
Hallucination 1(2.1) 0 1(2.1) 0 0
Initial insomnia 1(2.1) 1(2.1) 0 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Irritability 1(2.1) 1(2.1) 0 0 0
Restlessness 1(2.1) 0 1(22.1) 0 0
Renal and urinary disorders
-Total 5 (10.4) 1(2.1) 4(8.3) 0 0
Dysuria 2(4.2) 1(2.1) 1(2.1) 0 0
Polyuria 2(4.2) 1(2.1) 1(2.1) 0 0
Renal impairment 1(2.1) 0 12.1) 0 0
Urinary tract disorder 1(.1) 0 12.1) 0 0
Reproductive system and breast disorders
-Total 2(4.2) 1(2.1) 0 1(21)
Metrorrhagia 1(2.1) 1(2.1) 0 0
Ovarian failure 1(2.1) 0 0 1(2.1)
Respiratory, thoracic and mediastinal disorders
-Total 13 (27.1) 7 (14.6) 4(8.3) 2(4.2) 0
Cough 5 (10.4) 3(6.3) 2(4.2) 0 0
Oropharyngeal pain 4(8.3) 2(4.2) 2(4.2) 0 0
Epistaxis 2(4.2) 2(4.2) 0 0 0
Hypoxia 2(4.2) 1(2.1) 0 1(2.1) 0
Dyspnoea 1(2.1) 0 1(2.1) 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Increased upper airway secretion 1(2.1) 1(2.1) 0 0 0
Lung disorder 1(2.1) 0 0 1(2.1) 0
Pharyngeal erythema 1(2.1) 0 1(2.1) 0 0
Pleural effusion 1(2.1) 0 12.1) 0 0
Pulmonary granuloma 1(2.1) 0 0 1(2.1) 0
Stridor 1(2.1) 0 1(2.1) 0 0
Skin and subcutaneous tissue disorders
-Total 19 (39.6) 13 (27.1) 6 (12.5) 0 0
Rash 6 (12.5) 5 (10.4) 1(2.1) 0 0
Erythema 4(8.3) 3(6.3) 1(2.1) 0 0
Pruritus 4(8.3) 3(6.3) 1(2.1) 0 0
Eczema 3(6.3) 2(4.2) 1(2.1) 0 0
Hangnalil 2(4.2) 2(4.2) 0 0 0
Ingrowing nalil 2(4.2) 0 2(4.2) 0 0
Papule 2(4.2) 2(4.2) 0 0 0
Decubitus ulcer 1(2.1) 0 1(2.1) 0 0
Dermatitis 1(2.1) 1(2.1) 0 0 0
Dermatitis acneiform 1(2.1) 1(2.1) 0 0 0
Petechiae 1(2.1) 1(2.1) 0 0 0



Timing: Any time post CTL019 infusion, Region: Europe

All patients
N=48
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Skin discolouration 1(2.1) 1(2.1) 0 0 0
Skin lesion 1(2.1) 1(2.1) 0 0 0
Vascular disorders
-Total 9 (18.8) 4(8.3) 1(2.1) 4(8.3) 0
Hypertension 6 (12.5) 3(6.3) 0 3(6.3) 0
Hypotension 2(4.2) 1(2.1) 0 1(2.1) 0
Hot flush 1(2.1) 1(2.1) 0 0 0
Vascular occlusion 1(.1) 1(2.1) 0 0 0
Venous thrombosis limb 1(.1) 0 12.1) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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CTL019B2001X GermanDaossier - Analysis cut-off date: 130ct2020

Table 143d
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: Any time post CTL019 infusion, Region: US
All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 18 (100) 0 1(5.6) 7 (38.9) 10 (55.6)
Blood and lymphatic system disorders

-Total 13 (72.2) 1(5.6) 3(16.7) 7 (38.9) 2 (11.1)

Anaemia 8 (44.4) 1(5.6) 1(5.6) 6 (33.3) 0

Neutropenia 3(16.7) 0 0 1(5.6) 2(11.2)

Thrombocytopenia 3(16.7) 0 1(5.6) 2(11.2) 0

Febrile neutropenia 2(11.1) 1(5.6) 0 1(5.6) 0

B-cell aplasia 1(5.6) 0 1(5.6) 0 0

Leukocytosis 1(5.6) 0 1(5.6) 0 0
Cardiac disorders

-Total 7 (38.9) 6 (33.3) 0 1(5.6)

Sinus tachycardia 4 (22.2) 4 (22.2) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tachycardia 4 (22.2) 4 (22.2) 0 0 0
Sinus bradycardia 3 (16.7) 3(16.7) 0 0 0
Cardiac discomfort 1(5.6) 1(5.6) 0 0 0
Left ventricular dysfunction 1(5.6) 0 0 1(5.6) 0
Pericardial effusion 1(5.6) 0 1(5.6) 0 0
Ear and labyrinth disorders
-Total 1(5.6) 1(5.6)
Ear pain 1(5.6) 1(5.6)
Endocrine disorders
-Total 1(5.6) 1(5.6)
Inappropriate antidiuretic hormone secretion 1(5.6) 1(5.6)
Precocious puberty 1(5.6) 1(5.6) 0
Eye disorders
-Total 5 (27.8) 3(16.7) 2 (11.1) 0 0
Eye pain 2(11.1) 1(5.6) 1(5.6) 0 0
Blepharospasm 1(5.6) 1(5.6) 0 0 0
Blindness unilateral 1(5.6) 1(5.6) 0 0 0
Diplopia 1(5.6) 0 1(5.6) 0 0
Eye pruritus 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lacrimation increased 1(5.6) 1(5.6) 0 0 0
Ocular hyperaemia 1(5.6) 1(5.6) 0 0 0
Vision blurred 1(5.6) 1(5.6) 0 0 0
Visual impairment 1(5.6) 1(5.6) 0 0 0
Gastrointestinal disorders
-Total 16 (88.9) 6 (33.3) 7 (38.9) 3 (16.7) 0
Abdominal pain 7 (38.9) 4(22.2) 3 (16.7) 0 0
Constipation 6 (33.3) 4(22.2) 2 (111 0 0
Diarrhoea 6 (33.3) 4(22.2) 1(5.6) 1(5.6) 0
Nausea 5 (27.8) 1(5.6) 4 (22.2) 0 0
Vomiting 5 (27.8) 2(11.1) 3(16.7) 0 0
Abdominal distension 3 (16.7) 2(11.1) 1(5.6) 0 0
Abdominal pain upper 2(11.1) 1(5.6) 1(5.6) 0 0
Gingival bleeding 2(11.2) 1(5.6) 1(5.6) 0 0
Paraesthesia oral 2(11.2) 1(5.6) 1(5.6) 0 0
Proctalgia 2 (11.2) 1(5.6) 1(5.6) 0 0
Abdominal pain lower 1(5.6) 1(5.6) 0 0 0
Anal fissure 1(5.6) 0 1(5.6) 0 0
Anal fistula 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Anal haemorrhage 1(5.6) 1(5.6) 0 0 0
Anal incontinence 1(5.6) 1(5.6) 0 0 0
Dental caries 1(5.6) 1(5.6) 0 0 0
Gastrointestinal haemorrhage 1(5.6) 0 0 1(5.6) 0
Gastrointestinal motility disorder 1(5.6) 0 1(5.6) 0 0
Hypoaesthesia oral 1(5.6) 1(5.6) 0 0 0
Lip dry 1(5.6) 1(5.6) 0 0 0
Lip haemorrhage 1(5.6) 1(5.6) 0 0 0
Oral pain 1(5.6) 0 1(5.6) 0 0
Periodontal disease 1(5.6) 1(5.6) 0 0 0
Rectal haemorrhage 1(5.6) 0 1(5.6) 0 0
Rectal ulcer 1(5.6) 0 0 1(5.6) 0
Stomatitis 1(5.6) 0 1(5.6) 0 0
Upper gastrointestinal haemorrhage 1(5.6) 1(5.6) 0 0 0
General disorders and administration site
conditions

-Total 16 (88.9) 4 (22.2) 9 (50.0) 3(16.7) 0
Pyrexia 12 (66.7) 2(11.1) 8 (44.4) 2(11.1)

Face oedema 5 (27.8) 5(27.8) 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Fatigue 4 (22.2) 2(11.1) 2(11.1) 0 0
Oedema peripheral 4 (22.2) 3(16.7) 1(5.6) 0 0
Chills 3(16.7) 1(56) 2(11.2) 0 0
Catheter site pain 2(11.1) 2 (111 0 0 0
Gait disturbance 2(11.1) 2 (111 0 0 0
Localised oedema 2(11.1) 2 (111 0 0 0
Non-cardiac chest pain 2(11.1) 1(5.6) 1(5.6) 0 0
Pain 2 (11.1) 2 (11.1) 0 0 0
Asthenia 1(5.6) 1(5.6) 0 0 0
Axillary pain 1(5.6) 0 1(5.6) 0 0
Catheter site haemorrhage 1(5.6) 1(5.6) 0 0 0
Catheter site pruritus 1(5.6) 1(5.6) 0 0 0
Facial pain 1(5.6) 0 1(5.6) 0 0
Generalised oedema 1(5.6) 0 1(5.6) 0 0
Malaise 1(5.6) 0 1(5.6) 0 0
Mucosal inflammation 1(5.6) 0 0 1(5.6) 0
Hepatobiliary disorders
-Total 2 (11.1) 1(5.6) 0 1(5.6)
Gallbladder oedema 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hepatosplenomegaly 1(5.6) 0 0 0 1(5.6)
Immune system disorders
-Total 15 (83.3) 4 (22.2) 5 (27.8) 5 (27.8) 1(5.6)
Cytokine release syndrome 13 (72.2) 6 (33.3) 3 (16.7) 3 (16.7) 1(5.6)
Allergy to immunoglobulin therapy 4 (22.2) 2 (111 2(11.1) 0 0
Hypogammaglobulinaemia 3 (16.7) 0 1(5.6) 2(11.1) 0
Drug hypersensitivity 2(11.1) 1(5.6) 1(5.6) 0 0
Infections and infestations

-Total 13 (72.2) 1(5.6) 4(22.2) 6 (33.3) 2 (11.1)
Rash pustular 3 (16.7) 3(16.7) 0 0 0
Sepsis 3(16.7) 0 0 1(5.6) 2(11.2)
Bacterial infection 2(11.2) 0 0 2(11.2) 0
Cellulitis 2(11.1) 0 2(11.1) 0 0
Enterovirus infection 2(11.2) 1(5.6) 1(5.6) 0 0
Nasopharyngitis 2(11.1) 2(11.1) 0 0 0
Upper respiratory tract infection 2 (11.2) 1(5.6) 1(5.6) 0 0
Viral upper respiratory tract infection 2 (11.2) 0 2(11.1) 0 0
Alternaria infection 1(5.6) 0 0 1(5.6) 0
Aspergillus infection 1(5.6) 0 0 1(5.6) 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Atypical pneumonia 1(5.6) 0 0 1(5.6) 0
Body tinea 1(5.6) 0 1(5.6) 0 0
Candida infection 1(5.6) 0 0 1(5.6) 0
Catheter site infection 1(5.6) 0 1(5.6) 0 0
Conjunctivitis 1(5.6) 0 1(5.6) 0 0
Conjunctivitis viral 1(5.6) 0 1(5.6) 0 0
Device related infection 1(5.6) 0 0 1(5.6) 0
Enterococcal infection 1(5.6) 0 0 1(5.6) 0
Folliculitis 1(5.6) 1(5.6) 0 0 0
Infection 1(5.6) 0 0 1(5.6) 0
Influenza 1(5.6) 1(5.6) 0 0 0
Meningitis aseptic 1(5.6) 0 0 1(5.6) 0
Mucosal infection 1(5.6) 0 1(5.6) 0 0
Nail infection 1(5.6) 1(5.6) 0 0 0
Oral fungal infection 1(5.6) 0 1(5.6) 0 0
Oral herpes 1(5.6) 0 1(5.6) 0 0
Parainfluenzae virus infection 1(5.6) 0 1(5.6) 0 0
Periorbital cellulitis 1(5.6) 0 0 1(5.6) 0
Pneumonia 1(5.6) 0 0 1(5.6) 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Respiratory syncytial virus infection 1(5.6) 0 1(5.6) 0 0
Rhinitis 1(5.6) 1(5.6) 0 0 0
Rhinovirus infection 1(5.6) 0 1(5.6) 0 0
Sinusitis 1(5.6) 0 0 1(5.6) 0
Skin infection 1(5.6) 1(5.6) 0 0 0
Urinary tract infection viral 1(5.6) 0 1(5.6) 0 0
Vascular device infection 1(5.6) 0 0 1(5.6) 0
Injury, poisoning and procedural complications
-Total 6 (33.3) 1(5.6) 5 (27.8) 0 0
Contusion 2(11.1) 2(11.1) 0 0 0
Fall 2(11.1) 1(5.6) 1(5.6) 0 0
Allergic transfusion reaction 1(5.6) 0 1(5.6) 0 0
Infusion related reaction 1(5.6) 0 1(5.6) 0 0
Post procedural haemorrhage 1(5.6) 1(5.6) 0 0 0
Procedural pain 1(5.6) 0 1(5.6) 0 0
Skin abrasion 1(5.6) 0 1(5.6) 0 0
Splinter 1(5.6) 1(5.6) 0 0 0
Stoma site erythema 1(5.6) 0 1(5.6) 0 0
Stoma site haemorrhage 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Subcutaneous haematoma 1(5.6) 1(5.6) 0 0 0
Investigations

-Total 15 (83.3) 1(5.6) 4 (22.2) 3(16.7) 7 (38.9)
White blood cell count decreased 6 (33.3) 0 0 1(5.6) 5 (27.8)
Neutrophil count decreased 5 (27.8) 0 0 1(5.6) 4(22.2)
Platelet count decreased 5 (27.8) 0 0 1(5.6) 4(22.2)
Lymphocyte count decreased 4 (22.2) 0 0 4(22.2) 0
Aspartate aminotransferase increased 3(16.7) 2(11.1) 0 1(5.6) 0
Alanine aminotransferase increased 2(11.1) 1(5.6) 1(5.6) 0 0
Blood alkaline phosphatase increased 2(11.2) 2(11.1) 0 0 0
Blood bilirubin increased 2(11.2) 0 1(5.6) 0 1(5.6)
Blood creatinine increased 2(11.2) 2(11.1) 0 0 0
Blood fibrinogen decreased 2(11.2) 0 1(5.6) 1(5.6) 0
Gamma-glutamyltransferase increased 2(11.1) 0 2(11.1) 0 0
Serum ferritin increased 2(11.1) 2(11.1) 0 0 0
Activated partial thromboplastin time prolonged 1(5.6) 1(5.6) 0 0 0
Ammonia increased 1(5.6) 1(5.6) 0 0 0
Blood chloride increased 1(5.6) 1(5.6) 0 0 0
Blood fibrinogen increased 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Blood lactate dehydrogenase increased 1(5.6) 1(5.6) 0 0 0
Blood urea decreased 1(5.6) 1(5.6) 0 0 0
Blood urea increased 1(5.6) 1(5.6) 0 0 0
Blood urine present 1(5.6) 0 1(5.6) 0 0
C-reactive protein increased 1(5.6) 1(5.6) 0 0 0
Chlamydia test positive 1(5.6) 0 1(5.6) 0 0
Fungal test positive 1(5.6) 0 0 1(5.6) 0
Heart sounds abnormal 1(5.6) 1(5.6) 0 0 0
International normalised ratio increased 1(5.6) 1(5.6) 0 0 0
Lipase increased 1(5.6) 1(5.6) 0 0 0
Monocyte count decreased 1(5.6) 1(5.6) 0 0 0
Metabolism and nutrition disorders
-Total 15 (83.3) 5 (27.8) 4 (22.2) 6 (33.3) 0
Hypokalaemia 8 (44.4) 3(16.7) 0 5(27.8) 0
Hypophosphataemia 6 (33.3) 3(16.7) 2(11.2) 1(5.6) 0
Hypomagnesaemia 5 (27.8) 4 (22.2) 1(5.6) 0 0
Hyperuricaemia 4 (22.2) 4 (22.2) 0 0 0
Decreased appetite 3 (16.7) 2(11.1) 1(5.6) 0 0
Hyperglycaemia 3 (16.7) 2(11.1) 0 1(5.6) 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hyperkalaemia 3(16.7) 2(11.1) 1(5.6) 0 0
Hypocalcaemia 3(16.7) 1(5.6) 2(11.1) 0 0
Hypercalcaemia 2(11.1) 2(11.1) 0 0 0
Hyperphosphataemia 2(11.1) 2 (111 0 0 0
Hypoalbuminaemia 2(11.1) 2 (111 0 0 0
Dehydration 1(5.6) 0 1(5.6) 0 0
Fluid overload 1(5.6) 0 1(5.6) 0 0
Lactic acidosis 1(5.6) 0 0 1(5.6) 0
Musculoskeletal and connective tissue disorders
-Total 9 (50.0) 1(5.6) 5 (27.8) 3(16.7) 0
Arthralgia 6 (33.3) 0 4 (22.2) 2(11.1) 0
Pain in extremity 6 (33.3) 3(16.7) 3(16.7) 0 0
Back pain 4 (22.2) 2(11.1) 2(11.1) 0 0
Muscular weakness 2(11.2) 0 1(5.6) 1(5.6) 0
Neck pain 2(11.2) 1(5.6) 1(5.6) 0 0
Bone pain 1(5.6) 0 1(5.6) 0 0
Myalgia 1(5.6) 1(5.6) 0 0 0
Osteopenia 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Neoplasms benign, malignant and unspecified
(incl cysts and polyps)
-Total 4(22.2) 0 0 1(5.6) 3(16.7)
Acute lymphocytic leukaemia recurrent 1(5.6) 0 0 0 1(5.6)
B precursor type acute leukaemia 1(5.6) 0 0 0 1(5.6)
Leukaemia 1(5.6) 0 0 0 1(5.6)
Neoplasm progression 1(5.6) 0 0 1(5.6) 0
Nervous system disorders
-Total 11 (61.1) 3(16.7) 6 (33.3) 2 (11.1) 0
Headache 8 (44.4) 4 (22.2) 4 (22.2) 0 0
Dizziness 2(11.1) 2(11.1) 0 0 0
Lethargy 2(11.1) 1(5.6) 1(5.6) 0 0
Tremor 2(11.1) 2(11.1) 0 0 0
Depressed level of consciousness 1(5.6) 0 0 1(5.6) 0
Dysarthria 1(5.6) 0 1(5.6) 0 0
Dyskinesia 1(5.6) 0 0 1(5.6) 0
Encephalopathy 1(5.6) 0 0 1(5.6) 0
Facial paralysis 1(5.6) 0 1(5.6) 0 0
Head discomfort 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hemiparesis 1(5.6) 0 1(5.6) 0 0
Intention tremor 1(5.6) 1(5.6) 0 0 0
Intracranial pressure increased 1(5.6) 1(5.6) 0 0 0
Nervous system disorder 1(5.6) 0 1(5.6) 0 0
Neuropathy peripheral 1(5.6) 0 1(5.6) 0 0
Psychiatric disorders
-Total 8 (44.4) 2 (11.1) 5 (27.8) 1(5.6) 0
Agitation 3(16.7) 0 2 (11.1) 1(5.6) 0
Anxiety 3(16.7) 2 (11.1) 1(5.6) 0 0
Confusional state 3 (16.7) 1(5.6) 1(5.6) 1(5.6) 0
Insomnia 2(11.1) 0 2(11.1) 0 0
Delirium 1(5.6) 0 1(5.6) 0 0
Irritability 1(5.6) 1(5.6) 0 0 0
Renal and urinary disorders
-Total 6 (33.3) 3(16.7) 1(5.6) 2(11.1) 0
Haematuria 3 (16.7) 2(11.1) 0 1(5.6) 0
Acute kidney injury 2 (11.2) 0 1(5.6) 1(5.6) 0
Proteinuria 2 (11.2) 1(5.6) 1(5.6) 0 0
Chromaturia 1(5.6) 1(5.6) 0 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Urinary incontinence 1(5.6) 1(5.6) 0 0 0
Reproductive system and breast disorders
-Total 3 (16.7) 2 (11.1) 1(5.6) 0 0
Perineal pain 1(5.6) 1(5.6) 0 0 0
Scrotal oedema 1(5.6) 1(5.6) 0 0 0
Vulvovaginal dryness 1(5.6) 1(5.6) 0 0 0
Vulvovaginal pain 1(5.6) 0 1(5.6) 0 0
Respiratory, thoracic and mediastinal disorders
-Total 12 (66.7) 4(22.2) 5 (27.8) 3 (16.7) 0
Cough 8 (44.4) 7 (38.9) 1(5.6) 0 0
Epistaxis 6 (33.3) 4(22.2) 2 (11.1) 0 0
Hypoxia 4 (22.2) 0 2(11.1) 2(11.2) 0
Nasal congestion 4 (22.2) 4 (22.2) 0 0 0
Rhinorrhoea 3 (16.7) 2(11.1) 1(5.6) 0 0
Tachypnoea 3(16.7) 2(11.1) 1(5.6) 0 0
Dyspnoea 2 (11.2) 1(5.6) 1(5.6) 0 0
Oropharyngeal pain 2 (11.2) 1(5.6) 1(5.6) 0 0
Apnoea 1(5.6) 0 0 1(5.6) 0
Nasal septum perforation 1(5.6) 0 1(5.6) 0 0



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Pleural effusion 1(5.6) 1(5.6) 0 0 0
Productive cough 1(5.6) 1(5.6) 0 0 0
Rhinalgia 1(5.6) 1(5.6) 0 0 0
Rhonchi 1(5.6) 1(5.6) 0 0 0
Sinus pain 1(5.6) 1(5.6) 0 0 0
Skin and subcutaneous tissue disorders
-Total 11 (61.1) 8 (44.4) 3 (16.7) 0 0
Dry skin 5 (27.8) 4(22.2) 1(5.6) 0 0
Petechiae 5 (27.8) 4(22.2) 1(5.6) 0 0
Pruritus 3 (16.7) 3(16.7) 0 0 0
Rash 3(16.7) 2 (11.1) 1(5.6) 0 0
Erythema 2(11.1) 2(11.1) 0 0 0
Urticaria 2(11.2) 1(5.6) 1(5.6) 0 0
Acne 1(5.6) 1(5.6) 0 0 0
Alopecia 1(5.6) 1(5.6) 0 0 0
Dermatitis bullous 1(5.6) 1(5.6) 0 0 0
Ingrowing nail 1(5.6) 1(5.6) 0 0 0
Skin ulcer 1(5.6) 1(5.6) 0 0 0

Vascular disorders



Timing: Any time post CTLO019 infusion, Region: US

All patients
N=18
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 11 (61.1) 5 (27.8) 3(16.7) 3(16.7) 0
Hypotension 4 (22.2) 3(16.7) 0 1(5.6) 0
Pallor 3(16.7) 2(11.1) 1(5.6) 0 0
Capillary leak syndrome 1(5.6) 0 0 1(5.6) 0
Embolism 1(5.6) 0 1(5.6) 0 0
Flushing 1(5.6) 1(5.6) 0 0 0
Hypertension 1(5.6) 0 1(5.6) 0 0
Jugular vein thrombosis 1(5.6) 0 0 1(5.6) 0
Lymphoedema 1(5.6) 1(5.6) 0 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143d
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Region

Safety Set
Timing: Any time post CTL019 infusion, Region: Rest of World
All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 3 (100) 0 0 0 3 (100)
Blood and lymphatic system disorders

-Total 2 (66.7) 0 1(33.3) 0 1(33.3)

Disseminated intravascular coagulation 2 (66.7) 0 2 (66.7) 0 0

Febrile neutropenia 1(33.3) 0 0 1(33.3) 0

Neutropenia 1(33.3) 0 0 0 1(33.3)
Eye disorders

-Total 1(33.3) 0 1(33.3) 0 0

Blepharitis 1(33.3) 1(33.3) 0 0 0

Dry eye 1(33.3) 1(33.3) 0 0 0

Ocular hypertension 1(33.3) 0 1(33.3) 0 0

Gastrointestinal disorders



Timing: Any time post CTL0O19 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 2 (66.7) 0 2 (66.7) 0 0
Stomatitis 2 (66.7) 0 2 (66.7) 0 0
Diarrhoea 1(33.3) 1(33.3) 0 0 0
Nausea 1(33.3) 0 1(33.3) 0 0
General disorders and administration site
conditions
-Total 1(33.3) 1(33.3) 0 0 0
Pyrexia 1(33.3) 1(33.3) 0
Immune system disorders
-Total 3 (100) 1(33.3) 2 (66.7)
Cytokine release syndrome 3 (100) 1(33.3) 2 (66.7)
Infections and infestations
-Total 2 (66.7) 0 2 (66.7) 0 0
Upper respiratory tract infection 2 (66.7) 0 2 (66.7) 0 0
Bronchopulmonary aspergillosis 1(33.3) 0 1(33.3) 0 0
Paronychia 1(33.3) 0 1(33.3) 0 0
Parotitis 1(33.3) 1(33.3) 0 0 0
Pharyngitis 1(33.3) 0 1(33.3) 0 0
Rhinitis 1(33.3) 1(33.3) 0 0 0



Timing: Any time post CTL0O19 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Investigations
-Total 3 (100) 0 0 1(33.3) 2 (66.7)
Blood fibrinogen decreased 2 (66.7) 0 0 2 (66.7) 0
Blood creatine phosphokinase increased 1(33.3) 0 0 0 1(33.3)
Neutrophil count decreased 1(33.3) 0 0 0 1(33.3)
Weight decreased 1(33.3) 0 1(33.3) 0 0
Metabolism and nutrition disorders
-Total 2 (66.7) 0 0 2 (66.7)
Hypoalbuminaemia 2 (66.7) 0 2 (66.7) 0
Hypocalcaemia 2 (66.7) 0 0 2 (66.7)
Hypokalaemia 2 (66.7) 0 0 2 (66.7) 0
Hyponatraemia 1(33.3) 0 0 1(33.3) 0
Hypophosphataemia 1(33.3) 0 0 1(33.3) 0
Tumour lysis syndrome 1(33.3) 0 0 0 1(33.3)
Musculoskeletal and connective tissue
disorders
-Total 1(33.3) 1(33.3) 0 0 0
Myalgia 1(33.3) 1(33.3) 0 0

Nervous system disorders



Timing: Any time post CTL0O19 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 1(33.3) 1(33.3) 0 0 0
Headache 1(33.3) 1(33.3) 0 0 0
Psychiatric disorders
-Total 1(33.3) 1(33.3) 0
Insomnia 1(33.3) 1(33.3) 0
Renal and urinary disorders
-Total 2 (66.7) 1(33.3) 1(33.3)
Acute kidney injury 1(33.3) 0 1(33.3)
Haematuria 1(33.3) 1(33.3) 0 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 2 (66.7) 0 1(33.3) 1(33.3)
Hypoxia 2 (66.7) 0 1(33.3) 1(33.3)
Cough 1(33.3) 1(33.3) 0 0
Skin and subcutaneous tissue disorders
-Total 2 (66.7) 1(33.3) 0 1(33.3) 0
Pruritus 1(33.3) 1(33.3) 0 0 0
Rash 1(33.3) 0 0 1(33.3) 0
Skin exfoliation 1(33.3) 1(33.3) 0 0 0



Timing: Any time post CTL0O19 infusion, Region: Rest of World

All patients
N=3
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vascular disorders
-Total 1(33.3) 1(33.3) 0
Hypertension 1(33.3) 1(33.3) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143e

Adverse events post CTL0O19 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Prior SCT therapy

Safety Set

Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 42 (100) 3(7.1) 9 (21.4) 12 (28.6) 18 (42.9)
Blood and lymphatic system disorders
-Total 20 (47.6) 5(11.9) 2(4.8) 10 (23.8) 3(7.1)
Anaemia 9(21.4) 4(9.5) 1(2.4) 4(9.5) 0
Neutropenia 4(9.5) 0 0 1(2.4) 3(7.1)
Febrile neutropenia 2(4.8) 0 0 2(4.8) 0
Thrombocytopenia 2((4.8) 0 0 2(4.8) 0
B-cell aplasia 1(2.4) 0 1(24) 0 0
Bone marrow failure 1(2.4) 0 0 1(.4) 0
Leukopenia 1(2.4) 0 0 1(2.4) 0
Pancytopenia 1(2.4) 0 0 1(2.4) 0
Splenomegaly 1(2.4) 1(24) 0 0 0

Cardiac disorders



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 8 (19.0) 8 (19.0) 0 0 0
Tachycardia 5(11.9) 5(11.9) 0 0 0
Sinus bradycardia 2(4.8) 2(4.8) 0 0 0
Bradycardia 1(.4) 1(2.4) 0 0 0
Cardiac discomfort 1(.4) 1(2.4) 0 0 0
Sinus tachycardia 1(.4) 1(2.4) 0 0 0
Eye disorders
-Total 3(7.1) 3(7.1) 0 0 0
Blepharospasm 1(2.4) 1(2.4) 0 0 0
Dry eye 1(2.4) 1(2.4) 0 0 0
Vision blurred 1(2.4) 1(2.4) 0 0 0
Gastrointestinal disorders
-Total 16 (38.1) 7 (16.7) 8 (19.0) 1(2.4) 0
Diarrhoea 6 (14.3) 6 (14.3) 0 0 0
Nausea 6 (14.3) 1(2.4) 5(11.9) 0 0
Vomiting 5 (11.9) 4(9.5) 1(2.4) 0 0
Abdominal pain 3(7.1) 2(4.8) 1(2.4) 0 0
Constipation 3(7.1) 2(4.8) 1(2.4) 0 0
Abdominal pain upper 2(4.8) 0 2(4.8) 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Gastrointestinal haemorrhage 1(2.4) 0 0 1(2.4) 0
Gingival bleeding 1(2.4) 0 1(2.4) 0 0
Hypoaesthesia oral 1(2.4) 1(2.4) 0 0 0
Lip haemorrhage 1(.4) 1(2.4) 0 0 0
Paraesthesia oral 1(.4) 1(2.4) 0 0 0
General disorders and administration site
conditions

-Total 25 (59.5) 13 (31.0) 8 (19.0) 3(7.1) 1(2.4)
Pyrexia 17 (40.5) 10 (23.8) 4(9.5) 3(7.1) 0
Fatigue 6 (14.3) 2(4.8) 4(9.5) 0 0
Oedema peripheral 3(7.1) 3(7.1) 0 0 0
Asthenia 2(4.8) 2(4.8) 0 0 0
Catheter site haemorrhage 2(4.8) 1(2.4) 0 1(2.4) 0
Pain 2(4.8) 0 1(24) 1(24) 0
Catheter site erythema 1(2.4) 1(2.4) 0 0 0
Catheter site pain 1(2.4) 1(2.4) 0 0 0
Chills 1(2.4) 0 1(2.4) 0 0
Face oedema 1(2.4) 1(2.4) 0 0 0
Multiple organ dysfunction syndrome 1(24) 0 0 0 1(2.4)



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hepatobiliary disorders
-Total 2(4.8) 1(2.4) 1(2.4)
Hepatic failure 1(2.4) 1(2.4) 0
Hepatocellular injury 1(.4) 0 1(2.4)
Immune system disorders
-Total 29 (69.0) 5(11.9) 14 (33.3) 5 (11.9) 5(11.9)
Cytokine release syndrome 25 (59.5) 7 (16.7) 9 (21.4) 4(9.5) 5(11.9)
Hypogammaglobulinaemia 14 (33.3) 3(7.1) 10 (23.8) 1(2.4) 0
Allergy to immunoglobulin therapy 2((4.8) 1(2.4) 12.4) 0 0
Atopy 1(2.4) 1(2.4) 0 0 0
Infections and infestations
-Total 14 (33.3) 2(4.8) 7 (16.7) 4(9.5) 1(2.4)
Upper respiratory tract infection 2(4.8) 0 2(4.8) 0 0
Bacterial infection 1(2.4) 0 0 1(2.4) 0
Candida infection 1(2.4) 1(24) 0 0 0
Central nervous system infection 1(2.4) 0 0 0 1(2.4)
Cerebral fungal infection 1(2.4) 0 0 0 1(2.4)
Cystitis 1(2.4) 0 1(2.4) 0 0
Device related infection 1(24) 0 1(2.4) 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Helminthic infection 1(2.4) 1(2.4) 0 0 0
Herpes zoster 1(2.4) 0 1(2.4) 0 0
Infection 1(2.4) 0 0 1(2.4) 0
Oral fungal infection 1(.4) 0 1(2.4) 0 0
Parotitis 1(.4) 1(2.4) 0 0 0
Pneumonia 1(.4) 0 0 1(2.4) 0
Pseudomembranous colitis 1(.4) 0 1(2.4) 0 0
Sepsis 1(2.4) 0 0 1(2.4) 0
Sinusitis 1(2.4) 0 0 1(2.4) 0
Vulvitis 1(2.4) 0 1(2.4) 0 0
Injury, poisoning and procedural
complications
-Total 4(9.5) 1(2.4) 3(7.1) 0 0
Allergic transfusion reaction 1(2.4) 0 1(2.4) 0 0
Contusion 1(2.4) 1(2.4) 0 0 0
Fall 1(2.4) 1(2.4) 0 0 0
Procedural pain 1(2.4) 0 1(2.4) 0 0
Stoma site erythema 1(2.4) 0 1(2.4) 0 0
Stoma site haemorrhage 1(24) 1(2.4) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Subcutaneous haematoma 1(2.4) 1(2.4) 0 0 0
Thermal burn 1(2.4) 0 1(2.4) 0 0
Transfusion reaction 1(2.4) 1(2.4) 0 0 0
Investigations

-Total 23 (54.8) 3(7.1) 4(9.5) 5(11.9) 11 (26.2)
Neutrophil count decreased 9 (21.4) 1(2.4) 0 2((4.8) 6 (14.3)
White blood cell count decreased 8 (19.0) 0 2((4.8) 1(2.4) 5(11.9)
Platelet count decreased 7 (16.7) 1(2.4) 2((4.8) 2(4.8) 2((4.8)
Aspartate aminotransferase increased 3(7.1) 3(7.1) 0 0 0
Prothrombin time prolonged 3(7.1) 3(7.1) 0 0 0
Alanine aminotransferase increased 2(4.8) 2(4.8) 0 0 0
C-reactive protein increased 2(4.8) 1(2.4) 1(2.4) 0 0
Lymphocyte count decreased 2(4.8) 0 0 2(4.8) 0
Blood alkaline phosphatase increased 1(2.4) 1(2.4) 0 0 0
Blood creatinine increased 1(2.4) 1(2.4) 0 0 0
Blood fibrinogen increased 1(2.4) 1(2.4) 0 0 0
Blood urea decreased 1(2.4) 1(2.4) 0 0 0
Blood urea increased 1(2.4) 1(2.4) 0 0 0
Blood urine present 1(24) 0 1(2.4) 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Clostridium test positive 1(2.4) 0 1(2.4) 0 0
Fungal test positive 1(2.4) 0 0 1(2.4) 0
Gamma-glutamyltransferase increased 1(2.4) 0 1(2.4) 0 0
Haemoglobin decreased 1(.4) 0 0 1(2.4) 0
Immunoglobulins decreased 1(.4) 0 0 0 1(24)
International normalised ratio increased 1(.4) 1(2.4) 0 0 0
Lipase increased 1(2.4) 1(2.4) 0 0 0
Monocyte count decreased 1(2.4) 1(2.4) 0 0 0
Serum ferritin increased 1(2.4) 1(2.4) 0 0 0
Metabolism and nutrition disorders
-Total 15 (35.7) 8 (19.0) 3(7.1) 4(9.5) 0
Hypokalaemia 5(11.9) 3(7.1) 0 2(4.8) 0
Decreased appetite 3(7.1) 3(7.1) 0 0 0
Hypophosphataemia 3(7.1) 3(7.1) 0 0 0
Dehydration 2(4.8) 0 1(2.4) 1(2.4) 0
Hypoalbuminaemia 2(4.8) 1(2.4) 1(2.4) 0 0
Hypocalcaemia 2(4.8) 0 1(2.4) 1(2.4) 0
Fluid retention 1(2.4) 0 1(2.4) 0 0
Hyperkalaemia 1(24) 0 1(2.4) 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hyperphosphataemia 1(2.4) 1(2.4) 0 0 0
Hyperuricaemia 1(2.4) 1(2.4) 0 0 0
Hypomagnesaemia 1(2.4) 1(2.4) 0 0 0
Vitamin d deficiency 1(.4) 1(2.4) 0 0 0
Musculoskeletal and connective tissue
disorders
-Total 10 (23.8) 6 (14.3) 2(4.8) 2(4.8) 0
Arthralgia 3(7.1) 1(24) 1(24) 1(24) 0
Myalgia 2(4.8) 2(4.8) 0 0 0
Pain in extremity 2(4.8) 1(2.4) 1(2.4) 0 0
Back pain 1(2.4) 1(2.4) 0 0 0
Bone pain 1(2.4) 0 1(2.4) 0 0
Joint effusion 1(2.4) 0 0 1(2.4) 0
Joint stiffness 1(2.4) 1(2.4) 0 0 0
Muscular weakness 1(2.4) 1(2.4) 0 0 0

Neoplasms benign, malignant and
unspecified (incl cysts and polyps)

-Total 1(24) 0 0 1(24) 0
Neoplasm progression 1(2.4) 0 0 1(2.4)



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Nervous system disorders
-Total 16 (38.1) 7 (16.7) 5 (11.9) 3(7.1) 1(2.4)
Headache 7 (16.7) 3(7.1) 4(9.5) 0 0
Seizure 4(9.5) 1(2.4) 1(2.4) 2(4.8) 0
Intention tremor 2((4.8) 1(2.4) 12.4) 0 0
Somnolence 2((4.8) 0 0 2((4.8) 0
Dizziness 1(.4) 1(2.4) 0 0 0
Dysgeusia 1(2.4) 1(2.4) 0 0 0
Encephalopathy 1(2.4) 0 0 0 12.4)
Head discomfort 1(2.4) 1(2.4) 0 0 0
Hyperkinesia 1(2.4) 1(2.4) 0 0 0
Tremor 1(2.4) 1(2.4) 0 0 0
Product issues
-Total 1(2.4) 0 1(2.4)
Device occlusion 1(2.4) 0 1(2.4)
Psychiatric disorders
-Total 6 (14.3) 3(7.1) 3(7.1)
Anxiety 2(4.8) 1(2.4) 1(2.4)

Delirium 2(4.8) 1(2.4) 1(2.4) 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Insomnia 2(4.8) 0 2(4.8) 0 0
Agitation 1(2.4) 0 1(2.4) 0 0
Disorientation 1(2.4) 1(2.4) 0 0 0
Restlessness 1(.4) 0 1(2.4) 0 0
Renal and urinary disorders
-Total 8(19.0) 3(7.1) 4(9.5) 1(2.4) 0
Dysuria 2(4.8) 1(2.4) 1(2.4) 0 0
Polyuria 2(4.8) 1(2.4) 1(2.4) 0 0
Acute kidney injury 1(2.4) 0 0 1(2.4) 0
Chromaturia 1(2.4) 1(2.4) 0 0 0
Haematuria 1(2.4) 1(2.4) 0 0 0
Renal impairment 1(2.4) 0 1(2.4) 0 0
Urinary tract disorder 1(2.4) 0 1(2.4) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 11 (26.2) 6 (14.3) 4(9.5) 1(2.4) 0
Epistaxis 3(7.1) 2(4.8) 1(2.4) 0 0
Hypoxia 3(7.1) 0 2(4.8) 1(2.4) 0
Cough 2(4.8) 2(4.8) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Oropharyngeal pain 2(4.8) 2(4.8) 0 0 0
Tachypnoea 2(4.8) 2(4.8) 0 0 0
Dyspnoea 1(2.4) 1(2.4) 0 0 0
Increased upper airway secretion 1(2.4) 1(2.4) 0 0 0
Pleural effusion 1(.4) 0 12.4) 0 0
Rhinorrhoea 1(.4) 1(2.4) 0 0 0
Skin and subcutaneous tissue disorders
-Total 14 (33.3) 10 (23.8) 4(9.5) 0 0
Rash 5(11.9) 4(9.5) 1(2.4) 0 0
Erythema 4(9.5) 3(7.1) 1(2.4) 0 0
Pruritus 4(9.5) 4(9.5) 0 0 0
Petechiae 3(7.1) 2(4.8) 1(2.4) 0 0
Dry skin 2(4.8) 1(2.4) 1(2.4) 0 0
Acne 1(2.4) 1(2.4) 0 0 0
Decubitus ulcer 1(2.4) 0 1(2.4) 0 0
Hangnail 1(2.4) 1(2.4) 0 0 0
Ingrowing nail 1(2.4) 1(2.4) 0 0 0
Papule 1(2.4) 1(2.4) 0 0 0
Skin discolouration 1(24) 1(2.4) 0 0 0



Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=42
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Skin lesion 1(2.4) 1(2.4) 0 0 0
Urticaria 1(2.4) 0 1(2.4) 0 0
Vascular disorders
-Total 9 (21.4) 4(9.5) 1(2.4) 4(9.5) 0
Hypotension 4(9.5) 2(4.8) 0 2((4.8) 0
Hypertension 2((4.8) 2(4.8) 0 0 0
Capillary leak syndrome 1(.4) 0 0 1(2.4) 0
Jugular vein thrombosis 1(2.4) 0 0 1(2.4) 0
Pallor 1(2.4) 0 1(2.4) 0 0

- A patient with multiple adverse events within a primary system organ class is
counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all

grades column, as reported in the All patients column.
- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143e

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Prior SCT therapy
Safety Set

Timing: within 8 weeks post CTL019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Number of patients with at least one AE 27 (100) 4 (14.8) 3(11.1) 8 (29.6) 12 (44.4)
Blood and lymphatic system disorders
-Total 14 (51.9) 1(3.7) 4 (14.8) 5 (18.5) 4 (14.8)
Anaemia 4 (14.8) 1(3.7) 1(3.7) 2(7.4) 0
Neutropenia 4 (14.8) 0 0 1(3.7) 3(11.1)
Disseminated intravascular coagulation 3(11.2) 0 2(7.4) 1(3.7) 0
Febrile neutropenia 3(11.1) 0 1(3.7) 2(7.4) 0
Thrombocytopenia 2(7.4) 0 1(3.7) 0 1(3.7)
Bone marrow failure 1(3.7) 0 0 1@3.7) 0
Coagulation factor deficiency 1(3.7) 0 0 1(3.7) 0
Cardiac disorders
-Total 7 (25.9) 2(7.4) 3(11.1) 2(7.4) 0
Tachycardia 3(11.2) 1(3.7) 2(74) 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Left ventricular dysfunction 2(7.4) 0 0 2(7.4) 0
Sinus tachycardia 2(7.4) 2(74) 0 0 0
Cardiac hypertrophy 1(3.7) 0 1(3.7) 0 0
Pericardial effusion 1(3.7) 0 13.7) 0 0
Sinus bradycardia 1(3.7) 13.7) 0 0 0
Congenital, familial and genetic disorders
-Total 1(3.7) 1(3.7)
Talipes 1(3.7) 1(3.7)
Ear and labyrinth disorders
-Total 1(3.7) 1(3.7)
Vertigo 1(3.7) 1(3.7)
Endocrine disorders
-Total 1(3.7) 1(3.7)
Precocious puberty 1(3.7) 1(3.7)
Eye disorders
-Total 4 (14.8) 1(3.7) 2(7.4) 1(3.7) 0
Amaurosis 1(3.7) 0 0 1(3.7) 0
Conjunctival haemorrhage 1(3.7) 1(3.7) 0 0 0
Diplopia 1(3.7) 0 1(3.7) 0 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dry eye 1(3.7) 1(3.7) 0 0 0
Ocular hypertension 1(3.7) 0 1(3.7) 0 0
Optic atrophy 1(3.7) 0 1(3.7) 0 0
Vitreous opacities 1(3.7) 13.7) 0 0 0
Gastrointestinal disorders
-Total 18 (66.7) 6 (22.2) 8 (29.6) 4 (14.8) 0
Diarrhoea 9 (33.3) 5 (18.5) 2(7.4) 2(7.4) 0
Nausea 5 (18.5) 0 4 (14.8) 1(3.7) 0
Vomiting 5 (18.5) 3(11.1) 2(7.4) 0 0
Abdominal pain 3(11.1) 2(7.4) 1(3.7) 0 0
Abdominal distension 1(3.7) 1(3.7) 0 0 0
Abdominal pain upper 1(3.7) 1(3.7) 0 0 0
Anal fissure 1(3.7) 0 1(3.7) 0 0
Anal fistula 1(3.7) 1(3.7) 0 0 0
Anal haemorrhage 1(3.7) 1(3.7) 0 0 0
Anal incontinence 1(3.7) 1(3.7) 0 0 0
Dyspepsia 1(3.7) 1(3.7) 0 0 0
Gastrointestinal pain 1(3.7) 1(3.7) 0 0 0
Gingival swelling 1(3.7) 0 1(3.7) 0 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Lip dry 13.7) 13.7) 0 0 0
Paraesthesia oral 1(3.7) 0 1(3.7) 0 0
Proctalgia 1(3.7) 1(3.7) 0 0 0
Rectal haemorrhage 1(3.7) 0 13.7) 0 0
Rectal ulcer 1(3.7) 0 0 1@3.7) 0
Stomatitis 13.7) 0 13.7) 0 0
Upper gastrointestinal haemorrhage 1(3.7) 13.7) 0 0 0
General disorders and administration site
conditions
-Total 12 (44.4) 3(11.1) 5 (18.5) 4 (14.8) 0
Pyrexia 8 (29.6) 3(11.1) 4 (14.8) 1(3.7) 0
Face oedema 4 (14.8) 3(11.2) 0 1(3.7) 0
Localised oedema 2(7.4) 1(3.7) 0 1(3.7) 0
Pain 2(7.4) 1(3.7) 13.7) 0 0
Catheter site pain 1(3.7) 1(3.7) 0 0 0
Catheter site pruritus 1(3.7) 1(3.7) 0 0 0
Drug withdrawal syndrome 1(3.7) 0 0 1(3.7) 0
Fatigue 1(3.7) 1(3.7) 0 0 0
Mucosal inflammation 1(3.7) 0 0 1(3.7) 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Non-cardiac chest pain 1(3.7) 1(3.7) 0 0 0

Oedema 1(3.7) 0 1(3.7) 0 0

Oedema peripheral 1(3.7) 1(3.7) 0 0 0
Hepatobiliary disorders

-Total 4 (14.8) 2(7.4) 0 1(3.7) 1(3.7)

Cholestasis 13.7) 0 0 1@3.7) 0

Gallbladder oedema 1(3.7) 13.7) 0 0 0

Hepatic steatosis 1(3.7) 1(3.7) 0 0 0

Hepatosplenomegaly 1(3.7) 0 0 0 13.7)
Immune system disorders

-Total 23(85.2) 6 (22.2) 4 (14.8) 5 (18.5) 8 (29.6)

Cytokine release syndrome 21 (77.8) 5(18.5) 3(11.1) 5(18.5) 8 (29.6)

Haemophagocytic lymphohistiocytosis 3(11.2) 0 1(3.7) 2(7.4) 0

Hypogammaglobulinaemia 2(7.4) 1(3.7) 1(3.7) 0 0

Allergy to immunoglobulin therapy 1(3.7) 1(3.7) 0 0 0

Drug hypersensitivity 1(3.7) 0 1(3.7) 0 0
Infections and infestations

-Total 12 (44.4) 6 (22.2) 5 (18.5) 1(3.7)

Vascular device infection 2(74) 0 0 2(74) 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Aspergillus infection 1(3.7) 0 0 1(3.7) 0
Bronchopulmonary aspergillosis 1(3.7) 0 1(3.7) 0 0
Candida infection 1(3.7) 0 0 1(3.7) 0
Cellulitis 1(3.7) 0 1(3.7) 0 0
Cellulitis orbital 1(3.7) 0 0 1@3.7) 0
Device related infection 13.7) 0 13.7) 0 0
Eye infection 1(3.7) 0 13.7) 0 0
Influenza 1(3.7) 1(3.7) 0 0 0
Meningitis aseptic 1(3.7) 0 0 1@3.7) 0
Nail infection 1(3.7) 1(3.7) 0 0 0
Nasopharyngitis 1(3.7) 1(3.7) 0 0 0
Paronychia 1(3.7) 0 1(3.7) 0 0
Pneumonia viral 1(3.7) 0 1(3.7) 0 0
Rash pustular 1(3.7) 1(3.7) 0 0 0
Respiratory syncytial virus infection 1(3.7) 0 1(3.7) 0 0
Respiratory tract infection 1(3.7) 1(3.7) 0 0 0
Sepsis 1(3.7) 0 0 0 1(3.7)
Systemic infection 1(3.7) 0 0 1(3.7) 0
Urinary tract infection viral 1(3.7) 0 1(3.7) 0 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Viral upper respiratory tract infection 1(3.7) 0 1(3.7) 0 0
Injury, poisoning and procedural
complications
-Total 4 (14.8) 0 3(11.1) 1(3.7) 0
Allergic transfusion reaction 1(3.7) 0 13.7) 0 0
Femoral neck fracture 13.7) 0 13.7) 0 0
Infusion related reaction 1(3.7) 0 13.7) 0 0
Periorbital haematoma 1(3.7) 0 0 1@3.7) 0
Post procedural haemorrhage 1(3.7) 1(3.7) 0 0 0
Investigations
-Total 16 (59.3) 2(7.4) 5 (18.5) 5 (18.5) 4 (14.8)
Blood fibrinogen decreased 5(18.5) 0 2(74) 3(11.2) 0
Blood bilirubin increased 3(11.1) 0 1(3.7) 1(3.7) 1(3.7)
Immunoglobulins decreased 3(11.2) 0 2(74) 1(3.7) 0
White blood cell count decreased 3(11.2) 0 0 2(7.4) 1(3.7)
Aspartate aminotransferase increased 2(74) 0 1(3.7) 1(3.7) 0
Blood creatinine increased 2(74) 1(3.7) 1(3.7) 0 0
Neutrophil count decreased 2(74) 0 0 1(3.7) 1(3.7)
Platelet count decreased 2(74) 0 0 1(3.7) 1(3.7)



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Activated partial thromboplastin time 1(3.7) 1(3.7) 0 0 0
prolonged
Alanine aminotransferase increased 1(3.7) 0 0 1(3.7) 0
Ammonia increased 1(3.7) 13.7) 0 0 0
Antithrombin iii decreased 1(3.7) 0 13.7) 0 0
Blood alkaline phosphatase increased 13.7) 13.7) 0 0 0
Blood chloride increased 1(3.7) 13.7) 0 0 0
Blood creatine phosphokinase increased 1(3.7) 0 0 0 13.7)
Blood lactate dehydrogenase increased 1(3.7) 1(3.7) 0 0 0
Blood magnesium increased 1(3.7) 0 0 1(3.7) 0
Blood potassium decreased 1(3.7) 0 1(3.7) 0 0
Blood uric acid increased 1(3.7) 0 1(3.7) 0 0
Chest x-ray abnormal 1(3.7) 1(3.7) 0 0 0
Electrocardiogram repolarisation 1(3.7) 1(3.7) 0 0 0
abnormality
Heart sounds abnormal 1(3.7) 1(3.7) 0 0 0
Lymphocyte count decreased 1(3.7) 0 0 1(3.7) 0
Protein total decreased 1(3.7) 0 1(3.7) 0 0
Serum ferritin increased 1(3.7) 1(3.7) 0 0 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Metabolism and nutrition disorders

-Total 16 (59.3) 4 (14.8) 5 (18.5) 5 (18.5) 2(7.4)
Hypokalaemia 10 (37.0) 4 (14.8) 2(7.4) 4 (14.8) 0
Hypophosphataemia 6 (22.2) 3(11.1) 13.7) 2(7.4) 0
Hypoalbuminaemia 5 (18.5) 13.7) 3(11.1) 1@3.7) 0
Hypocalcaemia 5 (18.5) 13.7) 13.7) 1@3.7) 2(7.4)
Decreased appetite 3(11.1) 13.7) 13.7) 1@3.7) 0
Hyperglycaemia 2(7.4) 1(3.7) 0 1@3.7) 0
Hypomagnesaemia 2(7.4) 2(7.4) 0 0 0
Hyponatraemia 2(7.4) 0 1(3.7) 1(3.7) 0
Dehydration 1(3.7) 0 0 1(3.7) 0
Fluid overload 1(3.7) 0 1(3.7) 0 0
Hypercalcaemia 1(3.7) 1(3.7) 0 0 0
Hypernatraemia 1(3.7) 0 1(3.7) 0 0
Hyperphosphataemia 1(3.7) 1(3.7) 0 0 0
Hyperuricaemia 1(3.7) 1(3.7) 0 0 0
Tumour lysis syndrome 1(3.7) 0 0 0 1(3.7)

Musculoskeletal and connective tissue
disorders



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 8 (29.6) 3(11.1) 4 (14.8) 1(3.7) 0
Myalgia 4 (14.8) 3(11.1) 1(3.7) 0 0
Muscular weakness 2(7.4) 0 1(3.7) 1(3.7) 0
Pain in extremity 2(7.4) 13.7) 13.7) 0 0
Arthralgia 1(3.7) 0 13.7) 0 0
Bone pain 13.7) 0 13.7) 0 0
Osteonecrosis 1(3.7) 13.7) 0 0 0
Osteopenia 1(3.7) 1(3.7) 0 0 0
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 2(7.4) 0 0 0 2(7.4)
Acute lymphocytic leukaemia recurrent 1(3.7) 0 0 0 1(3.7)
Leukaemia 1(3.7) 0 0 0 1(3.7)
Nervous system disorders
-Total 11 (40.7) 2(7.4) 6 (22.2) 3(11.1) 0
Headache 5(18.5) 2(7.4) 2(7.4) 1(3.7) 0
Tremor 3(11.1) 2(7.4) 1(3.7) 0 0
Seizure 2(74) 0 2(74) 0 0
Cerebral atrophy 1(3.7) 1(3.7) 0 0 0



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Depressed level of consciousness 1(3.7) 0 0 1(3.7) 0
Dyskinesia 1(3.7) 0 0 1(3.7) 0
Encephalopathy 1(3.7) 0 0 1(3.7) 0
Lethargy 1(3.7) 0 13.7) 0 0
Nervous system disorder 1(3.7) 0 13.7) 0 0
Neuralgia 13.7) 0 13.7) 0 0
Neurological decompensation 1(3.7) 0 13.7) 0 0
Psychiatric disorders
-Total 9 (33.3) 4 (14.8) 4 (14.8) 1(3.7) 0
Agitation 2(7.4) 0 1(3.7) 1(3.7) 0
Anxiety 2(7.4) 1(3.7) 1(3.7) 0 0
Confusional state 2(7.4) 0 1(3.7) 1(3.7) 0
Insomnia 2(7.4) 1(3.7) 1(3.7) 0 0
Irritability 2(7.4) 2(7.4) 0 0 0
Disorientation 1(3.7) 0 1(3.7) 0 0
Hallucination 1(3.7) 0 1(3.7) 0 0
Initial insomnia 1(3.7) 1(3.7) 0 0 0
Renal and urinary disorders
-Total 3(11.1) 1(3.7) 1(3.7) 0 1(3.7)



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Acute kidney injury 2(7.4) 0 1(3.7) 0 1(3.7)
Haematuria 1(3.7) 1(3.7) 0 0 0
Proteinuria 1(3.7) 1(3.7) 0 0 0
Urinary incontinence 1(3.7) 13.7) 0 0 0

Reproductive system and breast disorders
-Total 1(3.7) 1(3.7) 0 0 0
Scrotal oedema 1(3.7) 13.7)

Respiratory, thoracic and mediastinal

disorders
-Total 9 (33.3) 2(7.4) 2(7.4) 4 (14.8) 1(3.7)
Hypoxia 5(18.5) 13.7) 1(3.7) 2(7.4) 1(3.7)
Cough 4 (14.8) 2(7.4) 2(7.4) 0 0
Apnoea 1(3.7) 0 0 1(3.7) 0
Lung disorder 1(3.7) 0 0 1(3.7) 0
Oropharyngeal pain 1(3.7) 0 1(3.7) 0 0
Pleural effusion 1(3.7) 1(3.7) 0 0 0
Rhinorrhoea 1(3.7) 1(3.7) 0 0 0
Tachypnoea 1(3.7) 1(3.7) 0 0 0

Skin and subcutaneous tissue disorders



Timing: within 8 weeks post CTLO019 infusion, Prior SCT therapy: No

All patients
N=27
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
-Total 11 (40.7) 9(33.3) 1(3.7) 1(3.7) 0
Rash 4 (14.8) 3(11.1) 0 1(3.7) 0
Pruritus 2(7.4) 1(3.7) 1(3.7) 0 0
Dermatitis acneiform 1(3.7) 13.7) 0 0 0
Dry skin 1(3.7) 1(3.7) 0 0 0
Erythema 13.7) 13.7) 0 0 0
Papule 1(3.7) 1(3.7) 0 0 0
Petechiae 1(3.7) 1(3.7) 0 0 0
Skin exfoliation 1(3.7) 1(3.7) 0 0 0
Urticaria 1(3.7) 1(3.7) 0 0 0
Vascular disorders
-Total 9 (33.3) 4 (14.8) 2(7.4) 3(11.1) 0
Hypertension 5(18.5) 1(3.7) 1(3.7) 3(11.2) 0
Hypotension 2(7.4) 2(7.4) 0 0 0
Hot flush 13.7) 1(3.7) 0 0 0
Lymphoedema 1(3.7) 1(3.7) 0 0 0
Vascular occlusion 1(3.7) 1(3.7) 0 0 0
Venous thrombosis limb 1(3.7) 0 1(3.7) 0 0




- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143e
Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,
preferred term, maximum CTC grade and Prior SCT therapy
Safety Set

Timing: >8 weeks to 1 year post CTL0O19 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 33 (86.8) 8 (21.1) 6 (15.8) 12 (31.6) 7 (18.4)
Blood and lymphatic system disorders

-Total 9 (23.7) 1(2.6) 3(7.9) 5(13.2) 0

Anaemia 5(13.2) 1(2.6) 1(2.6) 3(7.9) 0

Thrombocytopenia 2(5.3) 0 2(5.3) 0 0

B-cell aplasia 1(2.6) 0 0 1(2.6) 0

Febrile neutropenia 1(2.6) 1(2.6) 0 0 0

Lymphopenia 1(2.6) 0 0 1(2.6) 0

Neutropenia 1(2.6) 0 1(2.6) 0 0
Cardiac disorders

-Total 2(5.3) 2(5.3) 0

Sinus tachycardia 1(2.6) 1(2.6) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Tachycardia 1(2.6) 1(2.6) 0 0 0
Endocrine disorders

-Total 1(2.6) 1(2.6)

Hypothyroidism 1(2.6) 1(2.6) 0
Eye disorders

-Total 4 (10.5) 3(7.9) 1(2.6) 0 0

Astigmatism 1(2.6) 1(2.6) 0 0 0

Blindness unilateral 1(2.6) 1(2.6) 0 0 0

Eye pain 1(2.6) 0 1(2.6) 0 0

Eye pruritus 1(2.6) 1(2.6) 0 0 0

Hypermetropia 1(2.6) 1(2.6) 0 0 0

Lacrimation increased 1(2.6) 1(2.6) 0 0 0
Gastrointestinal disorders

-Total 14 (36.8) 8 (21.1) 6 (15.8) 0 0

Constipation 5(13.2) 3(7.9) 2(5.3) 0 0

Nausea 4 (10.5) 3(7.9) 1(2.6) 0 0

Vomiting 4 (10.5) 3(7.9) 1(2.6) 0 0

Abdominal pain 3(7.9) 2(5.3) 1(2.6) 0 0

Diarrhoea 3(7.9) 1(2.6) 2(5.3) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Abdominal distension 1(2.6) 1(2.6) 0 0 0
Abdominal pain lower 1(2.6) 1(2.6) 0 0 0
Abdominal pain upper 1(2.6) 1(2.6) 0 0 0
Gastrointestinal motility disorder 1(2.6) 0 1(2.6) 0 0
Gingival bleeding 1(2.6) 1(2.6) 0 0 0
Stomatitis 1(2.6) 0 1(2.6) 0 0
Toothache 1(2.6) 1(2.6) 0 0 0
General disorders and administration site
conditions
-Total 12 (31.6) 7 (18.4) 4 (10.5) 1(2.6) 0
Pyrexia 9 (23.7) 4 (10.5) 4 (10.5) 1(2.6) 0
Chills 2(5.3) 1(2.6) 1(2.6) 0 0
Axillary pain 1(2.6) 0 1(2.6) 0 0
Catheter site erythema 1(2.6) 1(2.6) 0 0 0
Face oedema 1(2.6) 1(2.6) 0 0 0
Fatigue 1(2.6) 1(2.6) 0 0 0
Gait disturbance 1(2.6) 1(2.6) 0 0 0
Oedema peripheral 1(2.6) 0 1(2.6) 0 0
Pain 1(2.6) 1(2.6) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Immune system disorders
-Total 6 (15.8) 4 (10.5) 2(5.3) 0 0
Hypogammaglobulinaemia 3(7.9) 2(5.3) 1(2.6) 0 0
Allergy to immunoglobulin therapy 1(2.6) 1(2.6) 0 0 0
Cytokine release syndrome 1(2.6) 0 1(2.6) 0 0
Drug hypersensitivity 1(2.6) 1(2.6) 0 0 0
Infections and infestations
-Total 25 (65.8) 7 (18.4) 11 (28.9) 7 (18.4) 0
Nasopharyngitis 6 (15.8) 5(13.2) 1(2.6) 0 0
Rhinitis 5(13.2) 4 (10.5) 1(2.6) 0 0
Upper respiratory tract infection 3(7.9) 2(5.3) 1(2.6) 0 0
Bronchitis 2(5.3) 1(2.6) 1(2.6) 0 0
Gastroenteritis 2(5.3) 2(5.3) 0 0 0
Herpes zoster 2(5.3) 0 2(5.3) 0 0
Oral herpes 2(5.3) 0 2(5.3) 0 0
Otitis externa 2(5.3) 1(2.6) 1(2.6) 0 0
Otitis media 2(5.3) 2(5.3) 0 0 0
Rash pustular 2(5.3) 2(5.3) 0 0 0
Atypical pneumonia 1(2.6) 0 0 1(2.6) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Cellulitis 1(2.6) 0 1(2.6) 0 0
Central nervous system infection 1(2.6) 0 1(2.6) 0 0
Conjunctivitis 1(2.6) 0 1(2.6) 0 0
Conjunctivitis viral 1(2.6) 0 1(2.6) 0 0
Device related infection 1(2.6) 0 0 1(2.6) 0
Enterovirus infection 1(2.6) 1(2.6) 0 0 0
Escherichia urinary tract infection 1(2.6) 0 1(2.6) 0 0
Folliculitis 1(2.6) 1(2.6) 0 0 0
Gastrointestinal infection 1(2.6) 0 0 1(2.6) 0
Impetigo 1(2.6) 0 1(2.6) 0 0
Laryngitis 1(2.6) 1(2.6) 0 0 0
Molluscum contagiosum 1(2.6) 1(2.6) 0 0 0
Otitis media acute 1(2.6) 0 1(2.6) 0 0
Periorbital cellulitis 1(2.6) 0 0 1(2.6) 0
Pneumonia 1(2.6) 0 0 1(2.6) 0
Pneumonia haemophilus 1(2.6) 0 0 1(2.6) 0
Respiratory syncytial virus infection 1(2.6) 0 0 1(2.6) 0
Skin infection 1(2.6) 1(2.6) 0 0 0
Tinea pedis 1(2.6) 0 1(2.6) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Tooth infection 1(2.6) 0 1(2.6) 0 0
Viral upper respiratory tract infection 1(2.6) 0 1(2.6) 0 0
Injury, poisoning and procedural
complications
-Total 3(7.9) 1(2.6) 2(5.3) 0 0
Ligament sprain 1(2.6) 0 1(2.6) 0 0
Procedural pain 1(2.6) 0 1(2.6) 0 0
Splinter 1(2.6) 1(2.6) 0 0 0
Investigations
-Total 14 (36.8) 3(7.9) 2(5.3) 4 (10.5) 5(13.2)
Platelet count decreased 7 (18.4) 2(5.3) 2(5.3) 1(2.6) 2(5.3)
Alanine aminotransferase increased 6 (15.8) 3(7.9) 1(2.6) 1(2.6) 1(2.6)
Aspartate aminotransferase increased 6 (15.8) 4 (10.5) 0 1(2.6) 1(2.6)
Neutrophil count decreased 5(13.2) 0 0 2(5.3) 3(7.9)
White blood cell count decreased 5(13.2) 1(2.6) 0 2(5.3) 2(5.3)
Lymphocyte count decreased 2(5.3) 1(2.6) 0 1(2.6) 0
Blood alkaline phosphatase increased 1(2.6) 1(2.6) 0 0 0
Gamma-glutamyltransferase increased 1(2.6) 0 1(2.6) 0 0
Immunoglobulins decreased 1(2.6) 0 0 1(2.6) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Vitamin d decreased 1(2.6) 1(2.6) 0 0 0
Metabolism and nutrition disorders
-Total 5(13.2) 3(7.9) 2(5.3) 0 0
Hypophosphataemia 2(5.3) 1(2.6) 1(2.6) 0 0
Decreased appetite 1(2.6) 1(2.6) 0 0 0
Dehydration 1(2.6) 0 1(2.6) 0 0
Hyperglycaemia 1(2.6) 1(2.6) 0 0 0
Hyperkalaemia 1(2.6) 1(2.6) 0 0 0
Hyperuricaemia 1(2.6) 1(2.6) 0 0 0
Hypomagnesaemia 1(2.6) 0 1(2.6) 0 0
Musculoskeletal and connective tissue
disorders
-Total 6 (15.8) 2(5.3) 4 (10.5) 0 0
Back pain 2(5.3) 2(5.3) 0 0 0
Pain in extremity 2(5.3) 1(2.6) 1(2.6) 0 0
Arthralgia 1(2.6) 0 1(2.6) 0 0
Bone pain 1(2.6) 0 1(2.6) 0 0
Osteoporosis 1(2.6) 0 1(2.6) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Neoplasms benign, malignant and
unspecified (incl cysts and polyps)
-Total 4 (10.5) 0 0 2(5.3) 2(5.3)
Acute lymphocytic leukaemia recurrent 2(5.3) 0 0 1(2.6) 1(2.6)
Acute lymphocytic leukaemia 1(2.6) 0 0 1(2.6) 0
B precursor type acute leukaemia 1(2.6) 0 0 0 1(2.6)
Nervous system disorders
-Total 5(13.2) 2(5.3) 3(7.9) 0 0
Headache 2(5.3) 2(5.3) 0 0 0
Dizziness 1(2.6) 1(2.6) 0 0 0
Hemiparesis 1(2.6) 0 1(2.6) 0 0
Neuralgia 1(2.6) 0 1(2.6) 0 0
Subdural hygroma 1(2.6) 0 1(2.6) 0 0
Psychiatric disorders
-Total 3(7.9) 3(7.9) 0 0 0
Anxiety 1(2.6) 1(2.6) 0 0 0
Confusional state 1(2.6) 1(2.6) 0 0 0
Insomnia 1(2.6) 1(2.6) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Reproductive system and breast
disorders
-Total 2(5.3) 1(2.6) 1(2.6) 0
Ovarian failure 1(2.6) 0 1(2.6) 0
Vulvovaginal dryness 1(2.6) 1(2.6) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 10 (26.3) 6 (15.8) 4 (10.5) 0 0
Cough 7 (18.4) 5(13.2) 2(5.3) 0 0
Epistaxis 4 (10.5) 3(7.9) 1(2.6) 0 0
Nasal congestion 2(5.3) 2(5.3) 0 0 0
Oropharyngeal pain 2(5.3) 1(2.6) 1(2.6) 0 0
Pharyngeal erythema 1(2.6) 0 1(2.6) 0 0
Rhonchi 1(2.6) 1(2.6) 0 0 0
Skin and subcutaneous tissue disorders
-Total 8 (21.1) 7 (18.4) 1(2.6) 0 0
Dry skin 2(5.3) 2(5.3) 0 0 0
Eczema 2(5.3) 2(5.3) 0 0 0
Alopecia 1(2.6) 1(2.6) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: Yes

All patients
N=38
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Dermatitis 1(2.6) 1(2.6) 0 0 0
Hangnalil 1(2.6) 1(2.6) 0 0 0
Ingrowing nalil 1(2.6) 0 1(2.6) 0 0
Petechiae 1(2.6) 1(2.6) 0 0 0
Vascular disorders
-Total 3(7.9) 2(5.3) 1(2.6) 0 0
Pallor 2(5.3) 2(5.3) 0 0 0
Hypertension 1(2.6) 0 1(2.6) 0 0

- A patient with multiple adverse events within a primary system organ class is

counted only once in the total row.

- A patient with multiple occurrences of an AE is counted only once in the AE category at the maximum toxicity grade.

- System organ classes are presented in alphabetical order; preferred terms are presented in descending frequency of all
grades column, as reported in the All patients column.

- MedDRA version 23.1 and CTCAE version 4.03 have been used for the reporting of adverse events.
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Table 143e

Adverse events post CTL019 infusion, regardless of study drug relationship, by primary system organ class,

preferred term, maximum CTC grade and Prior SCT therapy

Safety Set

Timing: >8 weeks to 1 year post CTLO19 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Number of patients with at least one AE 15 (68.2) 1(4.5) 6 (27.3) 7 (31.8) 1(45)
Blood and lymphatic system disorders

-Total 4 (18.2) 1(4.5) 1(4.5) 2(9.1) 0

Thrombocytopenia 2(9.1) 0 0 2(9.1) 0

Anaemia 1(4.5) 0 1(4.5) 0 0

Leukocytosis 1(4.5) 0 1(4.5) 0 0

Neutropenia 1(4.5) 1(4.5) 0 0 0
Cardiac disorders

-Total 1(45) 1(45) 0 0 0

Sinus bradycardia 1(4.5) 1(4.5) 0 0 0

Sinus tachycardia 1(4.5) 1(4.5) 0 0 0

Tachycardia 1(4.5) 1(4.5) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Ear and labyrinth disorders
-Total 1(4.5) 1(4.5) 0
Ear pain 1(4.5) 1(4.5) 0
Endocrine disorders
-Total 1(4.5) 1(4.5) 0
Inappropriate antidiuretic hormone 1(45) 1(4.5) 0 0 0
secretion
Eye disorders
-Total 3(13.6) 2(9.1) 1(4.5) 0 0
Blepharitis 1(4.5) 1(4.5) 0 0 0
Conjunctivitis allergic 1(4.5) 0 1(4.5) 0 0
Eye pain 1(4.5) 1(4.5) 0 0 0
Ocular hyperaemia 1(4.5) 1(4.5) 0 0 0
Visual impairment 1(4.5) 1(4.5) 0 0 0
Gastrointestinal disorders
-Total 3(13.6) 1(4.5) 2(9.1) 0 0
Abdominal pain 2(9.1) 1(4.5) 1(4.5) 0 0
Nausea 2(9.1) 0 2(9.1) 0 0
Abdominal distension 1(4.5) 0 1(4.5) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Constipation 1(4.5) 1(4.5) 0 0 0
Dental caries 1(4.5) 1(4.5) 0 0 0
Diarrhoea 1(4.5) 0 1(4.5) 0 0
Oral pain 1(45) 0 1(4.5) 0 0
Periodontal disease 1(45) 1(4.5) 0 0 0
Proctalgia 1(45) 0 1(4.5) 0 0
Stomatitis 1(45) 0 1(4.5) 0 0
Vomiting 1(4.5) 0 1(4.5) 0 0
General disorders and administration site
conditions
-Total 6 (27.3) 1(4.5) 5(22.7) 0 0
Pyrexia 5(22.7) 0 5(22.7) 0 0
Chills 1(4.5) 0 1(4.5) 0 0
Facial pain 1(4.5) 0 1(4.5) 0 0
Gait disturbance 1(4.5) 1(4.5) 0 0 0
Generalised oedema 1(4.5) 0 1(4.5) 0 0
Localised oedema 1(4.5) 1(4.5) 0 0 0
Malaise 1(4.5) 0 1(4.5) 0 0
Non-cardiac chest pain 1(4.5) 0 1(4.5) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Hepatobiliary disorders

-Total 1(4.5) 0 1(4.5) 0

Hepatotoxicity 1(4.5) 0 1(4.5) 0
Immune system disorders

-Total 3(13.6) 0 2(9.1) 1(4.5) 0

Hypogammaglobulinaemia 2(9.1) 0 1(4.5) 1(4.5) 0

Allergy to immunoglobulin therapy 1(45) 0 1(4.5) 0 0

Drug hypersensitivity 1(4.5) 0 1(4.5) 0 0
Infections and infestations

-Total 10 (45.5) 2(9.1) 1(4.5) 6 (27.3) 1(45)

Herpes zoster 2(9.1) 0 1(4.5) 1(4.5) 0

Nasopharyngitis 2(9.1) 2(9.1) 0 0 0

Sinusitis 2(9.1) 0 1(4.5) 1(4.5) 0

Upper respiratory tract infection 2(9.1) 0 2(9.1) 0 0

Alternaria infection 1(4.5) 0 0 1(4.5) 0

Aspergillus infection 1(4.5) 0 0 1(4.5) 0

Bacterial infection 1(4.5) 0 0 1(4.5) 0

Body tinea 1(4.5) 0 1(4.5) 0 0

Candida infection 1(4.5) 0 0 1(4.5) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Catheter site infection 1(4.5) 0 1(4.5) 0 0
Device related infection 1(4.5) 0 0 1(4.5) 0
Enterococcal infection 1(4.5) 0 0 1(4.5) 0
Enterovirus infection 1(45) 0 1(4.5) 0 0
Gastroenteritis 1(45) 1(4.5) 0 0 0
Influenza 1(45) 0 0 1(4.5) 0
Meningitis aseptic 1(45) 0 0 1(4.5) 0
Mucosal infection 1(4.5) 0 1(4.5) 0 0
Parainfluenzae virus infection 1(4.5) 0 1(4.5) 0 0
Paronychia 1(4.5) 0 1(4.5) 0 0
Pharyngitis 1(4.5) 0 1(4.5) 0 0
Pneumonia 1(4.5) 0 0 1(4.5) 0
Rash pustular 1(4.5) 1(4.5) 0 0 0
Rhinovirus infection 1(4.5) 0 1(4.5) 0 0
Sepsis 1(4.5) 0 0 0 1(4.5)
Septic shock 1(4.5) 0 0 1(4.5) 0
Tonsillitis 1(4.5) 0 0 1(4.5) 0

Injury, poisoning and procedural
complications



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

-Total 3(13.6) 1(4.5) 2(9.1) 0 0

Contusion 2(9.1) 2(9.1) 0 0 0

Fall 1(4.5) 0 1(4.5) 0 0

Infusion related reaction 1(45) 0 1(4.5) 0 0

Skin abrasion 1(45) 0 1(4.5) 0 0
Investigations

-Total 6 (27.3) 2(9.1) 3(13.6) 1(4.5) 0

White blood cell count decreased 2(9.1) 1(4.5) 0 1(4.5) 0

Activated partial thromboplastin time 1(4.5) 1(4.5) 0 0 0
prolonged

Blood lactate dehydrogenase increased 1(4.5) 1(4.5) 0 0 0

Chlamydia test positive 1(4.5) 0 1(4.5) 0 0

Cytomegalovirus test positive 1(4.5) 1(4.5) 0 0 0

Lymph node palpable 1(4.5) 0 1(4.5) 0 0

Neutrophil count decreased 1(4.5) 0 0 1(4.5) 0

Platelet count decreased 1(4.5) 1(4.5) 0 0 0

Weight decreased 1(4.5) 0 1(4.5) 0 0
Metabolism and nutrition disorders

-Total 5(22.7) 1(4.5) 2(9.1) 2(9.1) 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Hypomagnesaemia 3(13.6) 3(13.6) 0 0 0
Hypokalaemia 2(9.1) 1(4.5) 0 1(4.5) 0
Decreased appetite 1(4.5) 1(4.5) 0 0 0
Hypercalcaemia 1(45) 1(4.5) 0 0 0
Hyperferritinaemia 1(45) 0 1(4.5) 0 0
Hyperglycaemia 1(45) 0 0 1(4.5) 0
Hyperkalaemia 1(45) 1(4.5) 0 0 0
Hyperuricaemia 1(4.5) 1(4.5) 0 0 0
Hypoalbuminaemia 1(4.5) 1(4.5) 0 0 0
Hypocalcaemia 1(4.5) 0 1(4.5) 0 0
Lactic acidosis 1(4.5) 0 0 1(4.5) 0
Musculoskeletal and connective tissue
disorders
-Total 6 (27.3) 2(9.1) 3(13.6) 1(4.5) 0
Arthralgia 5(22.7) 1(4.5) 3(13.6) 1(4.5) 0
Back pain 3(13.6) 1(4.5) 2(9.1) 0 0
Neck pain 2(9.1) 1(4.5) 1(4.5) 0 0
Pain in extremity 2(9.1) 0 2(9.1) 0 0
Muscular weakness 1(4.5) 1(4.5) 0 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Osteopenia 1(4.5) 1(4.5) 0 0 0
Nervous system disorders
-Total 3 (13.6) 1(4.5) 2(9.1) 0 0
Headache 3(13.6) 2(9.1) 1(4.5) 0 0
Dysarthria 1(45) 0 1(4.5) 0 0
Facial paralysis 1(45) 0 1(4.5) 0 0
Intracranial pressure increased 1(45) 1(4.5) 0 0 0
Lethargy 1(4.5) 1(4.5) 0 0 0
Neuropathy peripheral 1(4.5) 0 1(4.5) 0 0
Psychiatric disorders
-Total 1(4.5) 1(4.5) 0
Agitation 1(4.5) 1(4.5)
Renal and urinary disorders
-Total 2(9.1) 1(4.5) 0 1(4.5) 0
Haematuria 2(9.1) 1(4.5) 0 1(4.5) 0
Proteinuria 1(4.5) 0 1(4.5) 0 0
Reproductive system and breast
disorders
-Total 2(9.1) 1(45) 1(45) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)
Metrorrhagia 1(4.5) 1(4.5) 0 0 0
Perineal pain 1(4.5) 1(4.5) 0 0 0
Vulvovaginal pain 1(4.5) 0 1(4.5) 0 0
Respiratory, thoracic and mediastinal
disorders
-Total 5(22.7) 3(13.6) 0 2(9.1) 0
Cough 3(13.6) 3(13.6) 0 0 0
Dyspnoea 2(9.1) 0 2(9.1) 0 0
Nasal congestion 2(9.1) 2(9.1) 0 0 0
Epistaxis 1(4.5) 1(4.5) 0 0 0
Hypoxia 1(4.5) 0 0 1(4.5) 0
Nasal septum perforation 1(4.5) 0 1(4.5) 0 0
Oropharyngeal pain 1(4.5) 0 1(4.5) 0 0
Productive cough 1(4.5) 1(4.5) 0 0 0
Pulmonary granuloma 1(4.5) 0 0 1(4.5) 0
Rhinalgia 1(4.5) 1(4.5) 0 0 0
Rhinorrhoea 1(4.5) 0 1(4.5) 0 0
Sinus pain 1(4.5) 1(4.5) 0 0 0
Stridor 1(4.5) 0 1(4.5) 0 0



Timing: >8 weeks to 1 year post CTL019 infusion, Prior SCT therapy: No

All patients
N=22
Primary system organ class All grades Grade 1 Grade 2 Grade 3 Grade 4
Preferred term n (%) n (%) n (%) n (%) n (%)

Tachypnoea 1(4.5) 0 1(4.5) 0 0
Skin and subcutaneous tissue disorders

-Total 6 (27.3) 3 (13.6) 3 (13.6) 0 0

Pruritus 2(9.1) 2(9.1) 0 0 0

Rash 2(9.1) 1(4.5) 1(4.5) 0 0

Dermatitis bullous 1(45) 1(4.5) 0 0 0

Eczema 1(45) 0 1(4.5) 0 0

Erythema 1(4.5) 1(4.5) 0 0 0

Ingrowing nail 1(4.5) 0 1(4.5) 0 0

Petechiae 1(4.5) 1(4.5) 0 0 0

Skin ulcer 1(4.5)