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CMUH104-R
EC2-111

2016/5/9

PL-ABLYN
X-000260

INITIAL

ALX-0061

[1] Anaemia aggravated

[2] Suicidal ideation

INVO
LVED
OR
PROL
ONG
ED
INPA
TIEN

HOSP

ITALI

ZATI
ON

CMUH104-R
EC2-111

2016/3/25

PL-ABLYN
X-000245

FU1

ALX-0061

Pneumonia

OTHE

CMUH104-R
EC2-111

2016/5/8

US-ABLYN
X-000257

FUl

ALX-0061

Thrombotic thrombocytopenic

purpura

INVO
LVED
OR
PROL
ONG
ED
INPA
TIEN

HOSP

ITALI

ZATI
ON

LIFE
THRE
ATEN

ING
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[1] Cardiopulmonary PATIE
CMUH104-R UA-ABLYN
4. 2016/6/21 INITIAL ALX-0061 insufficiency NT A
EC2-111 X-000269
[2] Adrenal insufficiency | DIED
[1] Cardiopulmonary PATIE
CMUH104-R UA-ABLYN
5. 2016/6/21 FU1 ALX-0061 insufficiency NT A
EC2-111 X-000269
[2] Adrenal insufficiency | DIED
[1] Cardiopulmonary PATIE
CMUH104-R UA-ABLYN
0. 2016/6/21 FU2 ALX-0061 insufficiency NT A
EC2-111 X-000269
[2] Adrenal insufficiency [ DIED
[1] Cardiopulmonary PATIE
CMUH104-R UA-ABLYN
7. 2016/6/21 FU3 ALX-0061 insufficiency NT A
EC2-111 X-000269
[2] Adrenal insufficiency [ DIED
[1] Cardiopulmonary PATIE
CMUH104-R UA-ABLYN
8. 2016/6/21 FU4 ALX-0061 insufficiency NT A
EC2-111 X-000269
[2] Adrenal insufficiency [ DIED
[1] Cardiopulmonary PATIE
CMUH104-R UA-ABLYN
9. 2016/6/21 FU5 ALX-0061 insufficiency NT A
EC2-111 X-000269
[2] Adrenal insufficiency [ DIED
INVO
LVED
OR
PROL
ONG
ED
CMUH104-R UA-ABLYN
10. 2016/10/19 INITIAL ALX-0061 Pansinusitis INPA| A
EC2-111 X-000314
TIEN
T
HOSP
ITALI
ZATI
ON
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11.

CMUH104-R
EC2-111

2016/10/19

UA-ABLYN
X-000314

FU1

ALX-0061

Pansinusitis

INVO
LVED
OR
PROL
ONG
ED
INPA
TIEN

HOSP

ITALI

ZATI
ON

12.

CMUH104-R
EC2-111

2016/6/21

UA-ABLYN
X-000269

FUG

ALX-0061

[1] Cardiopulmonary
insufficiency

[2] Adrenal insufficiency

PATIE
NT
DIED

13.

CMUH104-R
EC2-111

2017/1/5

PT-ABLYN
X-000335

INITIAL

ALX-0061

Meningitis

INVO
LVED
OR
PROL
ONG
ED
INPA
TIEN

HOSP
ITALI
ZATI

ON
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INVO
LVED
OR
PROL
ONG
ED
CMUH104-R UA-ABLYN
14. 2016/10/19 Fu2 ALX-0061 Pansinusitis INPA| A
EC2-111 X-000314
TIEN
T
HOSP
ITALI
ZATI
ON
CMUH104-R 2017SE2468
15. 2017/3/3 Initial PT010005 Cardiac Arrest 1 A
EC2-147 7
CMUH104-R 2016SE7265 | follow up Avrteriosclerotic
16. 2016/6/29 PT010005 1 A
EC2-147 6 3 cardiovascular disease
CMUH104-R 2017SE2468 | follow up
17. 2017/3/3 PT010005 Cardiac Arrest 1 A
EC2-147 7 1
CMUH105-R E2B_800531 Severe Respiratory
18. 2016/10/31 initial MSB0010718C 1 A
EC2-050 96 insuficiency
CMUH105-R General physical health
19. 2016/10/29 | 80053394 initial MSB0010718C 1 A
EC2-050 deterioration
CMUH105-R
20. 2016/10/31 | 80053196 FU1l MSB0010718C Respiratory failure 1 A
EC2-050
CMUH105-R General physical health
21. 2016/10/29 | 80053394 FU1 MSB0010718C 1 A
EC2-050 deterioration
CMUH105-R E2B_800585
22. 2017/1/13 initial MSB0010718C Pneumonia 1 A
EC2-050 38
CMUH105-R E2B_800585
23. 2017/1/13 FU1 MSB0010718C Pneumonia 1 A
EC2-050 38
CMUH105-R
24. 2017/1/13 8139612 I MSB0010718C Pnemonia apsis 1 A
EC2-050
CMUH105-R
25. 2017/1/13 8139612 FU1l MSB0010718C Pnemonia apsis 1 A
EC2-050
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CMUH105-R E2B_800509
20. 2016/9/26 FU7 MSB0010718C Hepatocellular injury 1 A
EC2-050 11
CMUH105-R E2B_800509
27. 2016/9/26 FU8 MSB0010718C Hepatocellular injury 1 A
EC2-050 11
CMUH105-R E2B_800405
28. 2016/5/30 FU4 MSB0010718C Pneumonia 1 A
EC2-050 00
CMUH105-R
29. 2017/2/9 8142981 FUl MSB0010718C Febrile neutropenia 1 A
EC2-050
1. BLEEDING IN THE
UPPER RESPIRATORY
TRACT
BE-JNJFOC-
CMUH105-R follow up 2. BLEEDING FROM 1,2,3,
30. 2017/1/16 | 2017011462 DECITABINE A
EC2-090 4 BLADDER 7
8(4)
3. PULMONARY
INFECTION
4. RESPIRATORY FAILURE
PL-JNJFOC-
CMUH105-R 1. PNEUMONIA
31. 2017/2/22 | 2017022261 initial DECITABINE 2,3 A
EC2-090 2. ACUTE RENAL FAILURE
3(0)
1. BLEEDING IN THE
UPPER RESPIRATORY
TRACT
BE-JNJFOC-
CMUH105-R follow up 2. BLEEDING FROM 1,2,3,
32. 2017/1/16 | 2017011462 JNJ-56022473 A
EC2-090 4 BLADDER 7
8(4)
3. PULMONARY
INFECTION
4, RESPIRATORY FAILURE
PL-JNJFOC-
CMUH105-R follow up 1. PNEUMONIA
33. 2017/2/22 12017022261 DECITABINE 1,2,3 A
EC2-090 3 2. ACUTE RENAL FAILURE
313)
RU-JNJFOC
CMUH105-R 1. ISCHEMIC STROKE
34. 2017/2/27 |-2017022697| initial JNJ-56022473 2,7 A
EC2-090 2. ATRIAL FIBRILLATION
3(2)
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KR-JNJFOC
CMUH105-R 1. ANAPHYLACTIC
35. 2017/3/13 [-2017031320| initial JNJ-56022473 1 A
EC2-090 SHOCK
4(0)
#1)
BEVACIZUMAB
(bevacizumab)
#2)
FLUOROURACI Other Serious Criteria:
CMUH104-R 17011SR009 | follow up | L (fluorouracil) Medically Significant
36. 2017/01/18 23| A
EC2-181 584 4 #3) cerebro vascular accident
OXALIPLATIN | [Cerebrovascular accident]
(oxaliplatin)
#4)
LEUCOVORIN
(leucovorin)
#1)
BEVACIZUMAB
(bevacizumab)
#2)
FLUOROURACI Other Serious Criteria:
CMUH104-R 17011SR009 | follow up | L (fluorouracil) Medically Significant
37. 2017/01/18 23| A
EC2-181 584 5 #3) cerebro vascular accident
OXALIPLATIN | [Cerebrovascular accident]
(oxaliplatin)
#4)
LEUCOVORIN
(leucovorin)
CMUH104-R PDM-TW-20| Follow up
38. 2017/1/14 ONO-4538 Pulmonary embolism 1 A
EC2-139 170003 1
CMUH104-R PDM-JP-201| Follow up
39. 2017/1/7 ONO-4538 Haematemesis 3 A
EC2-139 70001 2
CMUH104-R | 2017/01/07 |PDM-JP-201|Follow up (DHaematemesis
40. ONO-4538 o 3.7 A
EC2-139 2017/02/03 70001 3 (@0esophagobronchial fistula
CMUH104-R | 2017/01/07 |PDM-JP-201|Follow up (DHaematemesis
41]. ONO-4538 o 3.7 A
EC2-139 2017/02/03 70001 4 (@0esophagobronchial fistula
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CMUH104-R | 2017/02/16 |PDM-JP-201 (DTracheo-oesophageal fistula
42. Initial ONO-4538 3 A
EC2-139 2017/02/16 70020 (@Lung infection
CMUH104-R PDM-JP-201
43. 2017/2/20 Initial ONO-4538 Pneumonia 3 A
EC2-139 70023
CMUH104-R PDM-JP-201| Follow up
44, 2017/2/10 ONO-4538 Anaemia 3 A
EC2-139 70021 1
CMUH104-R PDM-JP-201| Follow up
45, 2017/2/20 ONO-4538 Pneumonia 3 A
EC2-139 70023 1
CMUH104-R PDM-JP-201 | Follow up
46. 2017/2/20 ONO-4538 Radiation pneumonitis 3 A
EC2-139 70023 3
CMUH104-R PDM-JP-201 | Follow up
47. 2017/2/20 ONO-4538 Radiation pneumonitis 3 A
EC2-139 70023 2
CMUH104-R PDM-JP-201
48, 2017/3/2 Initial ONO-4538 Pneumonia 3 A
EC2-139 70033
CMUH104-R PDM-JP-201| Follow up
49, 2017/2/10 ONO-4538 Anaemia 3 A
EC2-139 70021 2
CMUH104-R | 2017/02/16 |PDM-JP-201|Follow up (DTracheo-oesophageal fistula
50. ONO-4538 3 A
EC2-139 2017/02/16 70020 1 (@Lung infection
CMUH104-R PDM-JP-201| Follow up
51. 2017/3/2 ONO-4538 Pneumonia 3 A
EC2-139 70033 1
CMUH104-R PDM-JP-201| Follow up
52. 2017/3/2 ONO-4538 Pneumonia 3 A
EC2-139 70033 2
CMUH104-R | 2017/01/07 |PDM-JP-201|Follow up (DHaematemesis
53. ONO-4538 o 37| A
EC2-139 2017/02/03 70001 5 (@0esophagobronchial fistula
CMUH104-R PDM-JP-201| Follow up
54, 2017/2/20 ONO-4538 Radiation pneumonitis 3 A
EC2-139 70023 4
2017/01/07 (DHaematemesis
CMUH104-R PDM-JP-201| Follow up
55. 2017/02/03 ONO-4538 | (@Oesophagobronchial fistula| 3.7 | A
EC2-139 70001 6
2017/03/13 (®Cholecystitis
CMUH103-R 2017SE0053 ACUTE HYPOXIC
56. 2016/12/24 FU1 MEDI4737 2,3 A
EC2-113 7 RESPIRATORY FAILURE
INTERSTITIAL
CMUH103-R 2016SE1192
57. 2016/2/2 FU4 MEDI4738 PNEUMONIA SUSPECTED;| 1,3 A
EC2-113 9
HYPERKALEMIA
106 # 04 » 19 p % 28 7 0+ 38 T
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CMUH103-R 2015SF2452 TOXIC
58. 2015/12/4 FU6 MEDI4737 123 A
EC2-113 1 CARDIOMYIOPATHY
1. heart tamponade
2. severe aortic stenosis
CMUH103-R 2017-BI1-013| follow up dabigatran 3. severe coronary artery |12~ 3~
59. 2017/2/13 A
EC2-053 482(2) 2 etexilate disease 4
4.right ventrical insufficiency
(right ventricular failure)
#1)
BEVACIZUMAB
(bevacizumab)
#2)
FLUOROURACI Other Serious Criteria:
CMUH104-R 17011SR009 | follow up | L (fluorouracil) Medically Significant
60. 2017/01/18 23| A
EC2-181 584 7 #3) cerebro vascular accident
OXALIPLATIN | [Cerebrovascular accident]
(oxaliplatin)
#4)
LEUCOVORIN
(leucovorin)
#1)
BEVACIZUMAB
(bevacizumab)
#2)
FLUOROURACI Other Serious Criteria:
CMUH104-R 17011SR009 | follow up | L (fluorouracil) Medically Significant
61. 2017/01/18 23| A
EC2-181 584 8 #3) cerebro vascular accident
OXALIPLATIN | [Cerebrovascular accident]
(oxaliplatin)
#4)
LEUCOVORIN
(leucovorin)
Azacitidine
CMUH104-R 2017_00002 | follow up Respiratory failure
62. 2016/12/18 (Azacitidine) 13| A
EC2-046 7 3 [Respiratory failure]
Injection
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PSEUDOMONAS URINARY
TRACT INFECTION;
ACUTE DEEP VENOUS
THROMBOSIS; SEPTIC
SHOCK; PERICARDIAL
TAMPONADE;
SUPERFICIAL
THROMBOPHLEBITIS;
2016-B1-080 | follow up | Trajenta®/ ACUTE PULMONARY
63. | CMUH102-R | 2016/5/1 17 | A
684(1) 1 Linagliptin EDEMA
EC2-137

DUE TO HEART FAILURE;
ACUTE HYPERCARBIC
AND HYPOXIC
VENTRILATOR-DEPENDE
NT RESPIRATORY
FAILURE; END STAGE
RENAL DISEASE, ON
DIALYSIS
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64.

CMUH102-R
EC2-137

2016/5/1

2016-B1-080
684(2)

follow up

2

Trajenta® /
Linagliptin

PSEUDOMONAS URINARY
TRACT INFECTION;
ACUTE DEEP VENOUS
THROMBOSIS; SEPTIC
SHOCK; PERICARDIAL
TAMPONADE;
SUPERFICIAL
THROMBOPHLEBITIS;
ACUTE HYPERCARBIC
AND
HYPOXIC
VENTRILATOR-DEPENDE
NT RESPIRATORY
FAILURE; END STAGE
RENAL DISEASE, ON
DIALYSIS;
ACUTE PULMONARY
EDEMA DUE TO HEART
FAILURE

1,23,
4,7

65.

CMUH102-R
EC2-137

2106/11/12

2016-BI-080
786(1)

follow up

1

Trajenta® /
Linagliptin

DEATH, CAUSE OF
UNKNOWN

66.

CMUH102-R
EC2-137

2016/5/13

2016-BI-436
54BI(13)

follow up

13

Trajenta® /

Linagliptin

HYPERKALEMIA; RENAL
FAILURE;
HYDROELECTROLYTIC
DISORDER; PNEUMONIA;
ACUTE
PULMONARY EDEMA,
RENAL FAILURE KDOQI5;
HYPEROSMOLAR STATE;
URINARY TRACT
INFECTION;
GASTROINTESTINAL
BLEEDING; CHEST

TUMOR; PNEUMONIA

2,3
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67.

CMUH102-R
EC2-137

2015/10/13

2015-BI-537
08BI(15)

follow up

15

Trajenta® /

Linagliptin

BORDERLINE
RESECTABLE
PANCREATIC CANCER

1,7

68.

CMUH102-R
EC2-137

2016/May

2016-BI-080
684(3)

follow up

3

Trajenta® /
Linagliptin

PSEUDOMONAS URINARY
TRACT INFECTION,;
ACUTE DEEP VENOUS
THROMBOSIS; SEPTIC
SHOCK; PERICARDIAL
TAMPONADE;
SUPERFICIAL
THROMBOPHLEBITIS;
ACUTE HYPERCARBIC
AND
HYPOXIC
VENTRILATOR-DEPENDE
NT RESPIRATORY
FAILURE; END STAGE
RENAL DISEASE, ON
DIALYSIS;

ACUTE PULMONARY
EDEMA DUE TO HEART
FAILURE

1,23,

47

69.

CMUH102-R
EC2-137

2015/10/13

2015-BI-537
08BI(17)

follow up

17

Trajenta® /
Linagliptin

BORDERLINE
RESECTABLE
PANCREATIC CANCER

1,7
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ACUTE DEEP VENOUS
THROMBOSIS;
SUPERFICIAL
THROMBOPHLEBITIS;
PERICARDIAL
TAMPONADE; SEPTIC
SHOCK; ACUTE
HYPERCARBIC AND
HYPOXIC
2016-BI1-080 | follow up Trajenta® / 1,2,3,
70. | CMUH102-R | 2016/MAY VENTRILATOR-DEPENDE A
684(4) 4 Linagliptin 4,7
EC2-137 NT
RESPIRATORY FAILURE;
END STAGE RENAL
DISEASE, ON DIALYSIS;
PSEUDOMONAS URINARY
TRACT
INFECTION; ACUTE
PULMONARY EDEMA DUE
TO HEART FAILURE
2016-BI1-220 | follow up Trajenta® /
71. | CMUH102-R| 2016/4/3 HYPOGLYCEMIA 2,7 A
23BI(6) 6 Linagliptin
EC2-137
CARDIAC ARREST; ACUTE
CHRONIC RENAL
FAILURE; MILD
2016-BI1-393| follow up Trajenta® /
72. | CMUH102-R | 2016/6/13 PULMONARY 2371 A
33BI(12) 12 Linagliptin
EC2-137 HYPERTENSION;
LFRONTAL
SCALP CONTUSION
2016-BI1-635 | follow up Trajenta® /
73. | CMUH102-R 2016/8/6 BACTERIAL PNEUMONIA | 1,3 A
70BI1(9) 9 Linagliptin
EC2-137
2016-BI-080 | follow up Trajenta® / DEATH, CAUSE OF
74. | CMUH102-R | 2106/11/12 1 A
786(2) 2 Linagliptin UNKNOWN
EC2-137
106 & 04 * 19 p % 33 F % 38T
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2016-Bl-564 | follow up Trajenta® /
75. | CMUH102-R | 2016/6/3 DEATH; RENAL FAILURE | 1,3 A
00BI(10) 10 Linagliptin
EC2-137
WORSENING OF RENAL
2015-BI1-089 | follow up Trajenta® /
76. | CMUH102-R | 2015/2/10 FUNCTION; ACUTE 237 A
15BI(5) 5 Linagliptin
EC2-137 RENAL FAILURE
CARDIOPULMONARY
2017-BI-004 Trajenta® /
77. | CMUH102-R | 2017/1/21 initial ARREST (DETAILS 237 A
103(0) Linagliptin
EC2-137 UNKNOWN)
CARDIOPULMONARY
2017-BI-004 | follow up Trajenta® /
78. | CMUH102-R | 2017/1/21 ARREST (DETAILS 237 A
103(1) 1 Linagliptin
EC2-137 UNKNOWN)
CARDIAC ARREST; ACUTE
CHRONIC RENAL
FAILURE; MILD
PULMONARY
HYPERTENSION;
2016-BI-393 Trajenta® / LFRONTAL
79. | CMUH102-R | 2016/6/13 FU15 2,3 A
33BI(15) Linagliptin SCALP CONTUSION;
EC2-137
ACUTE ON CHRONIC
KIDNEY FAILURE;
HYPERKALEMIA;
INFLUENZAB;
DEHYDRATION
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CARDIAC ARREST; ACUTE
CHRONIC RENAL
FAILURE; MILD
PULMONARY
HYPERTENSION;
2016-BI-393 Trajenta® / LFRONTAL
80. | CMUH102-R | 2016/6/13 FU16 23 | A
EC2.137 33BI(16) Linagliptin SCALP CONTUSION;
ACUTE ON CHRONIC
KIDNEY FAILURE;
HYPERKALEMIA;
INFLUENZAB;
DEHYDRATION
[A3x] P EAFH -
s FRECFAFR
P ,
g > € % i34 FEP T
[ = 2H4F2 ]
1 CMUH104-REC2-1 3 A *REE S LA Varlitinib
22 *E rMAFLWHEF 104 & 07 % 28p 3 105 #
07 » 27 p
[#&]
R
1.Investigator Letter(7z & p # 5 12 January
2. | CMUH105-REC2-0 | £41 & 2017) 5
N 2.Investigator Letter(iz & p #p 5 3 February
%0 2017) ;
3.Investigator Letter(fz & p #p 5 3 February
2017) ;
GEAEELIEE D HE GNy-Ea
3 CMUH103-REC2-0 M | %A © \Version number: 15
8 *p Hp 12016 # 11 % 05 p
A 4 [ =% 4247+ ] (dated 19-Jan-2017)
CMUH103-REC2-1 *E% E 4 LA ¢ Lulizumab pegol (BMS-931699)
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5 CMUH105-REC2-0 - *HERE S LA MEDI4T36
15 *% >MIFLPREF 2016 & 07 ¢ 13 p I 2017
£11r12p
[{aradFc2p]
*5x A& @ Version 6.0, dated 270c¢t2016
CMUH105-REC2-1 . *p #p 2016 & 10 * 27 p
o 13 kit [##]
*nE B %IF4 & eCRF V3.0, dated 08Nov2016
*p #2016 & 11 * 08 p
[Z37a41£p ]
7 | DMR99-IRB-292 Eﬁmﬁ *i A Ed.16.0, dated 8Feb2017
[ Memorandum: Re-consent decision]
*p # : 22Feb2017
Bk 4
. \ersion 2.0: 11,Apr,2011
8. |DMRO9-IRB-828 | X6 | \ersion 3.0 3,July,2012
.0: 3,July,
\ersion 4.0: 3,July,2013
[#&]
*ROF LR PP iR 11-008-1&11-007-F3
SUSAR £ 2 2 o (1) 11-008-1 (%] 1 85
PTW2017TWO007645) » s it 4 3 g 22 & & & A
Tf 2. Non-Serious Adverse Event i3 1 3F £ |
¥_5 Suspected - B B {7 ¥% upgrade ¥ i
9 | DMR101-IRB2-271 | ¥ 4t 3% Cellulitis; Rash % Serious Adverse event
(Medically significant) - (2)11-007-F3(3% %] i~ %L
PTW2016TWO002065) » ¢ it 3 4 3+ 5 22 & A& & A
Flaz e SAE [¥ # Cellulitis; Erythema; Septal
panniculitis] - B 7 1= [¥ # Cellulitis;Septal
panniculitis(Erythema); Septal panniculitis] % &
AP B RR B FRT LE
(SUSAR) -
: [#]
10. | DMR101-IRB2-271 | v ## /&

*PF AR PP iR 11-008-FISUSAR %
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Z| z_Cellulitis 2 Rash 5 Non-Serious Adverse
Event » %1% B % 5 Suspected - B fF B 7 R
upgrade ¥ i* Cellulitish % Serious Adverse event
(Medically significant) » 2]z %] % & 7% % Not
Suspected » gt % 5 BE AR Y B R E RV
i AP B 2 2 27 2 K i (SUSAR) »
(GEIEIEIEE 2
1 CMUH102-REC2-0 g1 5 *E%E L AL - Carfilzomib
65 * pMAFLEHF 2016 # 07 F 11 p 1 2017
#0177 19p
[{A7a44 2]
*u & p P Investigator Brochure: MK-3475,
12, ;:;\AUHl%'RECZ'l % 4% | Edition Number 13, Release Date 17-FEB-2017
*Letter for MK-3475 IB Edition 13 (February 23,
2017)
[(FaFsEp])
13, | CMUHIOSREC20 |, A4 | %5 A& : Approval Date: 24-Mar-2017 GMT
& *p dp 12017 # 03 * 24 p
[ 24dp4 ]
1 CMUH104-REC2-0 247 4 *RE S LA T MK3475 (Pembrolizumab)
30 PR ML HEF 10509 04p 3 105 &
12 7 03 p
[{FraiFEsEp])
15. CMUH103-REC2-1 3 A | *5K A ! Perjeta® (Pertuzumab) 16th Version
% *p # : February 2017
[#&]
16. CMUH104-REC2-11| % % |*p % : IB memo: Annual Review of the IB for
1 p ALX-0061
Date: 22Sep2016
[ DSMB i3k i &)
CMUH105.REC2.0 *dk i p g 12017 #0100 13 p
17. 62 ALY | ¥ sF > # ¢ SCI-PT112-ONC-P1-001 Safety
Review Committee Meeting Approval Form — 11
Jan 2017
18. | CMUH105-REC2-0 | #%&-v4% | [ =% 244 ]
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*HERE S LA 0 AVELUMAB(MSB0010718C)

* pMFLPWREF 12015 % 127 18 p 1 2016
£06 7 17 p

* p ML PRFI2016 £ 06 7 18 p 1 2016
£12 7 17 p

19.

CMUH104-REC2-11
1

p’;

(2]
*n % 1B memo: Annual Review of the IB for
ALX-0061
Date: 22Sep2016

20.

CMUH103-REC2-1
25

[+ 2444 ]

*EE B LA LY2835219 (abemaciclib)

*Z pMAFLHEF 12016 #0407 15 p 1 2016
#1077 14 p

[FHRE2TPRLR €EIFE ]

*i A/ p #  2March2017

[{ATasr 2]

*u A~/ p #p * Abemaciclib LY2835219
Investigator’s Brochure,

Approval Date: 24-Mar-2017 GMT

21.

CMUH102-REC2-0
68

%4 1

[z 2 242 )

*ikok ¥ 24§ 0 LDK378

g MMARL R 12016 # 047 01 p 3 2016
#0977 30p

22.

CMUH103-REC2-1
17

%415

[ % 242482 ]

*:2% E 4 4 * Rociletinib

*% rMIRLHEF 1054 07 % 20 p I 106 &
01 % 18 p

(k] FRPA -

FR-REPEALR (%)

§ TSR (1)

i

R A (21 204)
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