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CMUH107-
REC1-058

2019/1/31

2259437

Initial

.

Pertuzumab

.

Trastuzumab
DOXORUBICI
N
CYCLOPHOSP
HAMIDE

PACLITAXEL

SEPSIS WITH URINARY
FOCUS (Urosepsis)

1,34

CMUH106-
RECI1-147

2019/2/26

MOR208C
204-19-031
-CZ

follow up

3

@

Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
mg/m2
(@Rituximab
(RITUXIMAB)
Intravenous
infusion, 375
mg/m2

Pneumonia [Pneumonia]

13

CMUH106-
RECI1-147

2019/4/15

MOR208C
204-19-054
-IT

follow up

2

(DBendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
mg/m2
(@Rituximab
(RITUXIMAB)
Intravenous
infusion, 375
mg/m2

Pancreatic injury/

pancreatitis [Pancreatitis]

23
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CMUH106-
REC1-147

2019/6/4

MOR208C
204-19-078
-US

Initial

(DMOR00208
(MORO00208)
Intravenous
infusion, 12
mg/kg
@
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90

mg/m2

Death due to unknown

cause [Death]

13

CMUH105-
RECI1-069

2018/6/29

DSJ-2018-1
26184

follow up

8

#1)AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;

infarction]

MULTIPLE CEREBRAL
INFARCTION [Cerebral

1,3
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CMUH105-
REC1-069

2018/10/29

DSU-2018-
149060

follow up

5

#1 ) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)

Unknown;

CARDIAC ARREST
[Cardiac arrest]

Fever [Pyrexia]

CMUH105-
RECI1-069

2019/6/12

DSU-2019-
122978

Initial

#1)AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
(CYTARABINE
) Infusion
#3)
Daunorubicin
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;

HEART FAILURE
[Cardiac failure]
LUNG INFECTION [Lung
infection]
DRUG-INDUCED LIVER
DISEASE [Drug-induced

liver injury]
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#1 ) AC-220 or
Placebo (Code
not broken)
#2)
CYTARABINE
(AC-220 Study)
Other Serious Criteria:
(CYTARABINE
IME
CMUHI105- DSU-2018- [follow up ) Infusion 2,3,
8. 2018/7/4 DIFFUSE INFILTRATIVE A
REC1-069 127542 7 #3) 7
PNEUMOPATHY (DIP)
Daunorubicin
[Interstitial lung disease]
(AC-220 Study)
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
Unknown;
AG120-C-009;
CMUH106- 1804ES000 |follow up
9. 2018/4/10 Azacitidine Febrile neutropenia 2;3 1 A
RECI1-108 74 8
injection
AG120-C-009;
CMUH106- 1809FR002 | follow up Hypoxix pulmonary
10. 2018/8/28 Azacitidine 1;3 A
RECI1-108 20 8 pneumonia
injection
AG120-C-009;
CMUH106- 1809FR002 | follow up
11. 2018/8/28 Azacitidine Ppneumonia Bacterial L3 A
RECI1-108 20 9
injection
AG120-C-009;
CMUH106- 1810BR0O02|follow up
12. 2018/10/11 Azacitidine Pneumonia 231 A
REC1-108 46 6
injection
AG120-C-009;
CMUH106- 1810BR0O02|follow up
13. 2018/10/11 Azacitidine Pneumonia 2;3 A
REC1-108 46 7
injection
AG120-C-009;
CMUH106- 1810BR0O02|follow up
14. 2018/10/11 Azacitidine Pneumonia 2:3 | A
REC1-108 46 8
injection
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5L % 2 ML |
RSV nosocomial
AG120-C-009;
CMUH106- 1901FRO03 |follow up pneumopathy;
15. 2019/1/9 Azacitidine 2.3 A
RECI1-108 76 7 Febrile neutropenia;
injection
Clostridiun difficile coltis;
RSV nosocomial
AG120-C-009;
CMUH106- 1901FRO003 | follow up pneumopathy;
16. 2019/1/9 Azacitidine 2:3 ] A
REC1-108 76 9 S Febrile neutropenia;
1njection
Clostridiun difficile coltis;
RSV nosocomial
AG120-C-009;
CMUH106- 1901FR003 | follow up pneumopathy;
17. 2019/1/9 Azacitidine 2;3 | A
RECI1-108 76 11 Febrile neutropenia;
injection
Clostridiun difficile coltis;
RSV nosocomial
AG120-C-009;
CMUH106- 1901FRO003 | follow up pneumopathy;
18. 2019/1/9 Azacitidine 2;3 | A
RECI1-108 76 12 Febrile neutropenia;
injection
Clostridiun difficile coltis;
AG120-C-009;
CMUH106- 19030L008[follow up pneumonia; neutropenic
19. 2019/3/1 Azacitidine L3 A
RECI1-108 99 1 fever
injection
AG120-C-009;
CMUH106- 19030L008[follow up pneumonia; neutropenic
20. 2019/3/1 Azacitidine 1;3 A
RECI1-108 99 2 fever
injection
AG120-C-009;
CMUH106- 19030L008[follow up pneumonia; neutropenic
21. 2019/3/1 Azacitidine ;3] A
RECI1-108 99 3 fever
injection
AG120-C-009;
CMUH106- 19030L008[follow up pneumonia; neutropenic
22. 2019/3/1 Azacitidine 1;3 A
REC1-108 99 4 fever
injection
AG120-C-009;
CMUH106- 19030L008 [follow up pneumonia; neutropenic
23. 2019/3/1 Azacitidine ;3] A
REC1-108 99 5 fever
injection
AG120-C-009;
CMUH106- 19030L008 [follow up pneumonia; neutropenic
24. 2019/3/1 Azacitidine ;3] A
REC1-108 99 6 fever
injection
108 # 08 * 21 p % 29 F > % 36 F
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AG120-C-009;
CMUH106- 19030L008[follow up pneumonia; neutropenic
25. 2019/3/1 Azacitidine ;3 A
RECI1-108 99 7 fever
injection
AG120-C-009;
CMUH106- 19030L008|follow up pneumonia; neutropenic
26. 2019/3/1 Azacitidine L3 A
REC1-108 99 8 fever
injection
AG120-C-009;
CMUH106- 19030L008|follow up pneumonia; neutropenic
27. 2019/3/1 Azacitidine L3 A
RECI1-108 99 9 fever
injection
AG120-C-009;
CMUH106- 1904GBO011|follow up
28. 2019/4/20 Azacitidine febrile neutropenia 2;3 1 A
RECI1-108 29 3
injection
Pneumonia; Multiple organ
AG120-C-009; failure;
CMUH106- 1903PL008 [follow up
29. 2019/3/1 Azacitidine Pneumonia (Aspergillus | 1;3 | A
RECI1-108 99 10
injection fumingus infection) ;
Neutropenic fever
AG120-C-009;
CMUH106- 1904GBO11 |follow up
30. 2019/4/20 Azacitidine Febrile neutropenia 2;3] A
RECI1-108 29 4
injection
1906FRAO |Followup| #1 ) MK-7902
31. | CMUHI107- | 2019/6/19 Encephalopathy 13 A
08070 1 Study
RECI1-188
1906FRAQ |Followup| #1 ) MK-7902
32. | CMUH107- | 2019/6/19 Encephalopathy 1.3 A
08070 2 Study
RECI1-188
1906FRAQ |Followup| #1 ) MK-7902
33. | CMUH107- | 2019/6/19 Encephalopathy 13 A
08070 3 Study
RECI1-188
1906FRAQ |Followup| #1 ) MK-7902
34. | CMUH107- | 2019/6/19 Hepatic encephalopathy | 1.3 | A
08070 4 Study
RECI1-188
1906FRAQ |Followup| #1 ) MK-7902
35. | CMUH107- | 2019/6/19 Hepatic encephalopathy | 1.3 A
08070 5 Study
RECI1-188

108 = 08 * 21 p




"RFFAFEARFRAIGRELIAEF-FRLR 4
“FRENERFLIFAEBRESC 2K

X 2 PAR(RL
kg | A p Y FRES 7 aE e %
5 f L | °
1906FRAO |Followup| #1 ) MK-7902
36. | CMUH107- | 2019/6/19 Hepatic encephalopathy | 1.3
08070 6 Study
RECI1-188
1906FRAQ |Followup| #1 ) MK-7902
37. | CMUH107- | 2019/6/19 Hepatic encephalopathy | 1.3
08070 7 Study
REC1-188
#1 ) MK-7902
1907MEX0 Study
38. | CMUH107- | 2019/7/17 Initial Acute kidney injury 2.3
12395 #2 ) BLINDED
RECI1-188
THERAPY
CSL112 vs.
Placebo
CMUH107- 201910380
39. 2019/6/28 FU4 (Albumin) Left ventricular failure |2 >3
RECI-110 3
(Code not
broken)
CSL112 vs.
Placebo
CMUH107- 201910380
40. 2019/6/28 FU3 (Albumin) Left ventricular failure |23
REC1-110 3
(Code not
broken)
CSL112 vs.
Placebo
CMUH107- 201910380
41. 2019/6/28 FU 2 (Albumin) Left ventricular failure |2 3
RECI1-110 3
(Code not
broken)
CSL112 vs.
Placebo
CMUH107- 201910193
42. 2019/4/30 FU6 (Albumin) Hypersensitivity reaction |2 > 3
RECI-110 7
(Code not
broken)
CSL112 vs.
Placebo
CMUH107- 201910193
43. 2019/4/30 FUS (Albumin) Hypersensitivity reaction |23
RECI-110 7
(Code not
broken)
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CSL112 vs.
Placebo
CMUH107- 201910193
44, 2019/4/30 FU 4 (Albumin) Hypersensitivity reaction |2 3| A
RECI1-110 7
(Code not
broken)
1.
PATI
#1) ENT
CMUH102- 201925745 Enzalutamide DIED
45, 2019/6/13 Initial Unknown cause of death A
REC1-068 2 (ENZALUTAM Date:
IDE) Capsule 13-JU
N-20
19
1.
PATI
#1) ENT
CMUH102- 201925745 | Follow | Enzalutamide DIED
46. 2019/6/13 Loss of consciousness A
REC1-068 2 Upl [(ENZALUTAM Date:
IDE) Capsule 13-JU
N-20
19
JNJ-56021927/P
PL-INJFO 1.ISCHEMIC STROKE
CMUH104- follow up LACEBO
47, 2019/3/28 | C-2019040 2.POST STROKE 2341 A
RECI1-116 10 BICALUTAMI
0567(10) EPILEPSY
DE/PLACEBO
INJ-56021927/P
1.ISCHEMIC STROKE
CMUH104- 201904005 [follow up LACEBO
48. 2019/3/28 2.POST STROKE 2341 A
RECI1-116 67(11) 11 BICALUTAMI
EPILEPSY
DE/PLACEBO
108 # 08 % 21 p % 32 F % 36 F
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@O MORO00208
(MOR00208)
Intravenous
infusion, 12
MOR208C mg/kg
CMUH106- follow up ) Death due to unknown
49, 2019/6/4 |204-19-078 (®Bendamustine 13 A
RECI1-147 1 cause [Death]
-US (BENDAMUST
INE)
Intravenous
infusion, 90
mg/m2
[A3k] B & FH -
R~ HEHLEAFA
+¥
o i 1> P 7)“
B § %% Ny FEP B
(% s44]
1. | CMUH103-REC1-071 L )
*CA/p Ep 12019 & 04 7 19 p
(Fx=+%F2H 4]
2. CMUH106-RECI1-054 i | BHARREL T
(18728; X-PRESS study; Version 2.1, 13 DEC 2018)
[+ 5L % 4]
3. DMR100-IRB-135 M I )
F4 p #2019 # 037 26 F
(2% 2pdp4 ]
4. DMRI101-IRB1-284 FL | *WE%F 5 AL Brentuximab vedotin
*E rMIFLHREF 2019 17 1p322019F 67 30
(2]
5. DMR99-IRB-269 BLE N ) '
FROF D HRE DTRE 2R X 30 6
(2% 2pdp4 ]
6. | CMUHI108-REC1-059 ik | *REREY L MK-7902
*E rMIEL B L 13-AUG-2018 to 12-FEB-2019
(2]
7. | CMUHI106-REC1-030 F5m | *pE ¢ - £ F ¢ SUSAR downgrade to SAE:
1. 2019AKK007708-FU2 (Date of report: 08Jul2019)
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CMUH107-REC1-110

Ty

[ % 21482 ]
*E % ¥ ¢4 1 CSL112 or Albumin
*E ML HEFII07E05 27p 2 108 & 057 260

CMUH105-REC1-126

CREEE-EEED
Rk 13
*p g 12019 & 06 7 19 p

10.

CMUH103-REC1-075

it
|~
i

(CE EE=RE Y- |
* A ¢ Addendum 2 to Investigator's
Brochure Edition 15
*pHpi2019& 5% 1P

11.

CMUH106-REC1-019

EH I

[ % 2HFEL]
W@ & L Dapagliflozin
X rMFLHEF 2018 F 127 20p 2 2019 F 6% 19 p

12.

CMUH102-REC1-016

wEM

[ =% 214p4 ]

* 5% ¥4 ¢4 * Belimumab

*E 2MEL PR

(DSUR) 107 # 03 * 09 p X 108 & 03 * 08 p
(PSRI) 107 # 05 * 01 p 3 107 & 10 * 31 p
(PSRI) 107 # 11 * 01 p X 108 & 04 * 30 p

13.

CMUH104-REC1-122

[ 3% 2142 ] DSUR #13

*#5% ¥4 4 * Lenalidomide

*E pMARLHEF 106 # 127 27 p 2 107 & 12 % 26 P
[ % % > 1448 2 ] 6-monthly SUSAR Line Listing
*EBE P L CC-5013

*E pMARLHEFII06E 127 27 X 107 & 6% 26 P
[ % % > 1448 2 ] 6-monthly SUSAR Line Listing

*5% ¥ 4 ¢4 1 Cyclophosphamid

*E pMARLHEFII06E 127 27 X 107 & 6% 26 P
[ #4 % >+4r £ ] 6-monthly SUSAR Line Listing

*# % # 4 ¢4 Doxorubicine

*E pMARLHFII06E 127 27 X 107 # 6% 26 P
[ #4 % >+4r 4 ] 6-monthly SUSAR Line Listing

*5% ¥ 4 &4 * Prednisone

*E pMARLHFII06EF 127 27 X 107 # 6% 26 P
[ #4 % >+48 4 ] 6-monthly SUSAR Line Listing

*5% ¥ ¢4 * Rituximab
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*E MR LPFII06# 122 270 X 107TE 62 26
[ #4 % >+4r 4 ] 6-monthly SUSAR Line Listing
*EB E 4 ¢ #L ¢ Vincristine
*E MR LPFII06# 122 270 X 107TE 62 26
[ ## % 21448 % ] SUSAR Line Listing
*H5% ¥ 4L 1 CC-5013,Revlimid,Lenalidmide
*E MR LPFII07E 6 27 P X 107 122 26
[ %3 % 21448 % ] SUSAR Line Listing
*E % &4 ¢4 ¢ Cyclophosphamid
*E rMIELHEFII07TE62 27 I 107 E 12 7 26
[ %4 % >{+4¢ £ ] SUSAR Line Listing
*:# % & 4 ¢ #  Doxorubicine
*E rMIFELHFII07TE62 27 I 107 E 12 7 26
[ %4 % >+ 48 £ ] SUSAR Line Listing
*E %% &4 L4 * Prednisone
*E rMIELHEFII07TE62 27 I 107 E 12 7 26
[ %4 % >+ 48 £ ] SUSAR Line Listing
*EB% & A T Rituximab
*E rMIELHFII07TE62 27 I 107 E 12 % 26
[ %3 % > 1247 % ] SUSAR Line Listing
*R %% &4 AL ¢ Vincristine
*E rMIELHEFII07TE62 27 I 107 F 12 ° 26
[ SUA GAP])
a. Apalutamide SUSAR GAP PACK 01
*@5% ¥4 4L 1 APALUTAMIDE
14. | CMUH108-REC1-030 34 & * rMHAELHF 107 F 127 28 p 2 108 & 02 % 12
b. APALUTAMIDE (JNJ-56021927) SUA Gap Pac 01
*@% ¥ 4L 1 APALUTAMIDE
*E rMIELHE 108 & 027 13 p 3 108 & 06 * 06
(2% 242 ]
15. | CMUHI104-REC1-129 —_— *RB E 4 4 1 EBV-specific Cytotoxic T Lymphocytes
(EBV-CTLs)
*E pMIRL WA 12018 & 3% 27 p 3 2019 & 3% 26
(2]
16. | CMUH104-REC1-118 BRE X | ¥ % DR A #F A 3 S (Dear Investigator Letter: June 19,

2019)
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*ROE D ATHE # F fh(News Release: May 20, 2019)

17. | CMUH105-REC1-156

v AR

(e 242 ]

R E S LA Apatinib

*g pMAELEREF 107E 05 15p 3 108& 057 14
2

[{ATadrS£p]

*2x & Addendum 1 to IB Version 8

*pEp 12019 & 057 13 p

18. | CMUH102-REC1-095

[eh= 2H4E24] (P8 20190214)

*RR E AL NC-6004

kg MMAFL PR 2017 £ 120 29p 3 2018 & 12 7
28

[5¢ il &k )

*Z 3p #p 12017 £ 027 15 F

19. | CMUH105-REC1-001

R

[ =% 2144 ]

*R% F 4 LA luspatercept

*E ML PR

2018 # 7% 14 p-2019 & 1 % 13 p

20. | CMUH106-REC1-084

Nt
&
St

[DSMB ii-3% i &)
AR 2 p Hp 2019 067 24 p

21. | CMUH107-REC1-188

EeR

[z 2p42]
FEBRE S LA MK-7902
* 2 AR L MR 1 13-AUG-2018 to 12-FEB-2019

(k] FRPA -

FR-REPEFALR (%)

i etk (1)

R A (21204 )
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