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C1-069(AR-3) | * %ﬁga: 3+ 3% | (persistent asthma) B ¥ e
CIRB | dupilumab & »ce2 & > 4
—IEH 3 EEP AP T (T A s
) R | RF | FREFHER B RR R
29. CMURIOA-RE @: PikdRiR | £ i CT-P10 £ Rituxan 4;*“ fe B R
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g e
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51 | CMUH104-RE i3 x| b i@ﬁ%ﬁ"ﬁ#@ﬁﬁﬁiﬁi
C1-088(AR-2) | * o . B3 # A E 2. Rostafuroxin 4p
mf T P >t Losartan sfg o gk o
FHESET R SERE z@fjl
Rperps &0 e S-1 4r Oxaliplatin
) wRMER | R | A &7 * Ramucirumab iF G %
CMUHI104-RE | 2 & o ,, L p .
32. CLU2ARL) | % oAk | £1F | - Mg 6 0 14 Paclitaxel & *
i;‘é?}éﬁ 34 | Ramucirumab % 5 % = 75 F -
L R R DR > I ;;ij PR % 2
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- WA B F AR
Wi x| RE |F R P o s TR
33, CMUH104-RE | 2 & | & #% & i¥ | ABT-493/ABT-530 /1 C 3]+
CI-113(AR-1) | % | ~iip¥ | + 3 | LHpFAFINS 232+ L pHR2
FF CIRB | »c & % 2> & 2 & i i# %
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A e R R A 2 R & e B R
34, CMUH104-RE | 4 & | *& 4 . R 2 Tk AT
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il
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36, CMUH105-RE | 2 & i s . WE® 5% 7 ASO3 iz 2. H5N1
C1-035(AR-1) | *%* %ﬁga: o % w ( GSK Biologicals
AS03-adjuvanted
A/Indonesia/05/2005 ( H5N1 )
vaccine )
R EE | P | p BE A F] 2R (exome sequencing)
37, CMUHI105-RE | 2 & | {7 2 #4158 | &AL | REZF W45
C1-039(AR-1) | * | 7 iips | A%
Fir | 4
, — g s BT AT
wap | DU b |ie ANIDULAFUNGIN i i
DMR97-IRB-2 | .. o B AL " oo
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- R B X AR
P2 R TRAER R
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40. C1-065(CR-2) W | e AR | & 1% | (Paclitaxel) £ & & & & * &4 FR R
ENEEREE S LI T IR & R L S LR SR
Y3 m(e T PRR)LNWREF D
Fp B % 2T
gt m gl R [EHHE L Metformin &0 < L )
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1-063(#%) ¥ i .oy [* Saxagliptin (BMS-477118) 4: X
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CMUH103- |2015/11/26 Eoll NEUTROPENIC
ollow
1. |REC1-126 1675979 . Vinflunine PNEUMOSEPSIS 131 A
up . .
(Neutropenic sepsis)
CMUH104- |2015/12/16 renal failure [Renal failure]
MK-3475 ) )
REC1-039 septic shock [Septic shock]
1602BRA0 | follow [(pembrolizumab )
2. hypokalemia grade 4 2.3 A
06046 up 3 ) .
[Hypokalaemia]
CISPLATIN _ _
diarrhea [Diarrhoea]
CMUH104- [2016/2/16 MK-3475 Primary cause of death:
REC1-039 1603JPNOO (pembrolizumab malignant neoplasm
3. Initial ) . 1 A
1760 ) progression [Malignant
CISPLATIN neoplasm progression]
CMUH104- |2015/12/16 renal failure [Renal failure]
MK-3475 ] )
REC1-039 ) septic shock [Septic shock]
1602BRA0 | follow |(pembrolizumab
4. hypokalemia 23 | A
06046 up 4 ) )
[Hypokalaemia]
CISPLATIN ] )
diarrhea [Diarrhoea]
CMUH103- [2015/6/3 MK-3475
1506ZAF00|follow up unknown cause of death
5. |REC1-123 (pembrolizumab 1 A
3651 7 | [Death]
CMUH103- [2015/9/30 septic shock [Septic shock]
REC1-123 MK-3475 acute renal failure [Acute
1510CHEQO |follow up ) ) o
6. (pembrolizumab kidney injury] 13| A
03626 8 ) ]
) worsening pleural effusion
[Pleural effusion]
CMUH103- [2016/3/2 MK-3475 intestinal perforation
1603PEROO - ) o
7. |REC1-123 1463 Initial |[(pembrolizumab| secundary to diverticulum | 2.3 | A
) [Intestinal perforation]
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CMUH104- |2015/12/16 septic shock [Septic shock]
MK-3475
REC1-039 ) renal failure [Renal failure]
1602BRAO (follow up [ (pembrolizumab
8. hypokalemia 123 A
06046 5 ) [Hypokalaemia]
ypokalaemia
CISPLATIN ] ]
diarrhea [Diarrhoea]
CMUH104- [2015/12/7 Generalised body
REC1-039 weakness (asthenia)
[Asthenia]
Hypercalcaemia
MK-3475 )
1512MY SO0 |follow up ) [Hypercalcaemia]
9. (pembrolizumab ) . 123] A
06911 10 ) weight loss [Weight
decreased]
Tumour bleed-contact
bleeding [Tumour
haemorrhage]
CMUH104- |2016/3/5 MK-3475
1603BRA0| )
10. |REC1-039 initial | (pembrolizumab death [Death] 1 A
04564
)
CMUH104- [2015/12/7 Hypercalcaemia
REC1-039 [Hypercalcaemia]
Generalised body
weakness (asthenia)
MK-3475
1512MY S0 |follow up [Asthenia]
11. (pembrolizumab ) ] 23 | A
06911 11 | weight loss [Weight
decreased]
Tumour bleed-contact
bleeding [Tumour
haemorrhage]
CMUH102- (2015/8/11 1.PANCYTOPENIA
US-JNJFO
REC1-087 follow up CNTO136 2.BONE MARROW
12. C-2015080 23 [ A
4 (sirukumab) APLASIA
8693(4)
3.ISCHEMIC COLITIS
CMUH102- [2015/12/26 [DE-JNJFO
follow up[ CNTO136 1. PERFORATED
13. |REC1-087 C-2015122 23| A
4 (sirukumab) DIVERTICULITIS
5059(4)
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CMUH102- |2015/12/26 |DE-JNJFO
follow up| CNTO136
14. |REC1-087 C-2015122 ) 1. DIVERTICULITIS 23 [ A
5 (sirukumab)
5059(5)
CMUH102- [2015/12/26 | DE-IJNJFO
follow up[ CNTO136
15. [REC1-087 C-2015122 ] 1. DIVERTICULITIS 23 [ A
6 (sirukumab)
5059(6)
CMUH102- |2016/2/19 | RS-JNJFO
CNTO136
16. [REC1-087 C-2016022 | initial ] 1.ACUTE MENINGITIS | 23 | A
(sirukumab)
3713(0)
CMUH102- |2016/2/19 | RS-JNJFO
REC1-087 C- follow up[ CNTOL136
17. 1.ACUTE MENINGITIS | 2,3 A
201602237 1 (sirukumab)
13(1)
CMUH102- |2016/2/19 | RS-JNJFO
REC1-087 C- follow up| CNTO136
18. ] 1.ACUTE MENINGITIS | 23 | A
201602237 2 (sirukumab)
13(2)
CMUH102- |2016/2/19 | RS-JNJFO
REC1-087 C- follow up| CNTO136 1,2,3,
19. ] 1. ACUTE MENINGITIS A
201602237 3 (sirukumab) 4
13(3)
CMUH102- |2016/2/19 | RS-JNJFO
followup[ CNTO136 1,2,3,
20. |[REC1-087 C-2016022 1. ACUTE MENINGITIS A
4 (sirukumab) 4
3713(4)
CMUH102- |2016/2/19 | RS-JINJFO 1. ACUTE MENINGITIS
follow up| CNTO136 1,2,3,
21. |REC1-087 C-2016022 ] 2. A
5 (sirukumab) 4
3713(5) BRONCHOPNEUMONIA
CMUH103- |2015/1/31 MK-3475
1502ISR0O0| follow ) unknown cause of death
22. |REC1-135 (pembrolizumab 1 A
7001 up 8 ) [Death]
CMUH-103- |2015/8/9 2015SE776| Follow
23. MEDI4736 Tumour haemorrhage 2,3 A
REC1-110 75 up
CMUH103- [?22/?2/?? BILATERAL
24. |REC1-126 1711103 Initial Vinflunine PNEUMONIA (Bilateral 1 A
pneumonia)
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CMUH103- |2016/1/6 follow up ] ) SEPTIC SHOCK (Septic
25. 1692176 Vinflunine 131 A
REC1-126 1 shock)
CMUH103- [2015/9/17 follow up UNEXPLAINED DEATH
26. 1635891 Atezolizumab . 1 A
REC1-126 1 (Death unexplained)
CMUH103- [2016/3/4
27. 1722311 Initial | Atezolizumab SEPSIS (Sepsis) 23| A
REC1-126
CMUH104- [2015/7/10 MK-3475 hemorrhage
- REC1-039 1507RUSO (follow up|(pembrolizumab [Haemorrhage] 3l a
' 06951 11 ) febrile neutropenia [Febrile '
CISPLATIN neutropenia]
CMUH104- [2016/2/10 hemorrhage
REC1-039 [Haemorrhage]
Multiple organ dysfunction
[Multi-organ failure]
MK-3475
) Platelet count decreased
1602BRAO [follow up|(pembrolizumab
29. [Platelet count decreased] | 1.3 | A
06458 1 )
Anemia [Anaemia]
CISPLATIN ]
Acute renal failure [Acute
kidney injury]
Acute renal failure [Acute
kidney injury]
CMUH104- |2016/2/3 MK-3475
20 REC1-039 1602BRAO (follow up [ (pembrolizumab Febrile neutropenia 23| A
' 03029 5 ) [Febrile neutropenia] '
CISPLATIN
CMUH103- [2015/10/10 Sepsis [Sepsis]
REC1-123 MK-3475 Respiratory failure
1510BRAO [follow up ) ) ]
31. (pembrolizumab [Respiratory failure] 1.23| A
07228 10 - -
) Pneumonitis [Pneumonitis]
Pneumonia [Pneumonia]
CMUH103- |2016/2/13 MK-3475
REC1-123 (pembrolizumab o
1603JPNOO . Progressive disease
32. Initial ) ) ) 1 A
7798 [Disease progression]
CARBOPLATI
N
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CMUH103- [2015/10/19 Massive pericardial
REC1-123 effusion [Pericardial
MK-3475 effusion]
1510MY SO0 |follow up ) ) ]
33. (pembrolizumab| hypoxic brain damage [1.2.3| A
09577 10
) [Brain injury]
worsening trachea stenosis
[Tracheal stenosis]
CMUH103- [2015/10/19 Massive pericardial
REC1-123 effusion [Pericardial
MK-3475 effusion]
1510MY S0 |follow up ) ) ]
34. (pembrolizumab| hypoxic brain damage |[1.2.3| A
09577 11 o
) [Brain injury]
worsening trachea stenosis
[Tracheal stenosis]
CMUH103- |2016/3/9 MK-3475 Non Small Cell Lung
1603PHLO00 - )
35. |REC1-123 1737 Initial [(pembrolizumab| Cancer [Non-small cell 1 A
) lung cancer]
CMUH103- |2016/3/2 MK-3475 intestinal perforation
1603PEROO(follow up ) o
36. [REC1-123 1463 L (pembrolizumab | secundary to diverticulum [ 1.2.3| A
) [Diverticular perforation]
CMUH103- |2015/3/9 MK-3475
1503CHLO |follow up Acute renal failure
37. |REC1-135 (pembrolizumab . o 123 A
10123 11 | [Acute kidney injury]
CMUH103- [2015/2/4 MK-3475
15021SR01 [follow up )
38. |[REC1-135 (pembrolizumab|  dyspnea [Dyspnoea] 13 A
1534 16
)
CMUH103- [2015/10/19 Massive pericardial
REC1-123 effusion [Pericardial
MK-3475 effusion]
1510MYS0 |follow up ) ) )
39. (pembrolizumab| hypoxic brain damage [1.2.3| A
09577 12
) [Brain injury]
worsening trachea stenosis
[Tracheal stenosis]
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CMUH103- [2015/10/10 Sepsis [Sepsis]
REC1-123 MK-3475 Respiratory failure
1510BRAO |follow up ) ) ]
40. (pembrolizumab [Respiratory failure] 123 A
07228 11
) Pneumonitis [Pneumonitis]
Pneumonia [Pneumonia]
CMUH103- [2015/10/10 acute heart failure [Cardiac
MK-3475 .
REC1-123 1510RUSO |follow up failure acute]
41. (pembrolizumab ) 13| A
14659 9 | Two esophageal fistula
[Oesophageal fistula]
CMUH102- |2016/2/19 1. ACUTE
REC1-087 RS-IJNJFO PNEUMOCOCCAL
follow up| CNTO136 1,2,3,
42. C-2016022 ] MENINGITIS A
6 (sirukumab) 4
3713(6) 2.
BRONCHOPNEUMONIA
CMUH104- |2016/3/5 MK-3475
1603BRAO [follow up Unknown cause of death
43. |REC1-039 (pembrolizumab 1 A
04564 1 | [Death]
CMUH103- |2015/9/1 MK-3475 ) )
1509KORO0 |follow up Progressive Disease
44. [REC1-135 (pembrolizumab ) . 13 ] A
11928 8 | [Disease progression]
CMUH102- |2015/12/12 Enzalutamide
201512012 |follow up|
45. |REC1-068 - . Blinded (Code Death 1 A
not broken)
CMUH102- |2016/1/16 Enzalutamide Dressler's syndrome,
2016US003
46. |REC1-068 654 Initial [ (ENZALUTAM Cardiac failure, 1,3 A
IDE) Capsule Cardiogenic shock
CMUH102- |2016/1/3 Enzalutamide
2016JP00O |follow up|
47. |IREC1-068 Blinded (Code Death 1 A
388 2
not broken)
CMUH102- [2015/8/7 Enzalutamide Breast cancer,
2015US037 |follow up )
48. |REC1-068 047 ) (ENZALUTAM |Lymphadenopathy, Cardiac| 1,2 | A
IDE) Capsule arrest, Hypercalcaemia
CMUH102- [2015/10/7 Enzalutamide Breast cancer,
2015US037 |follow up )
49. |REC1-068 047 3 (ENZALUTAM |Lymphadenopathy, Cardiac| 1,2 | A
IDE) Capsule arrest, Hypercalcaemia
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CMUH102- [2015/3/12 Enzalutamide | Cerebrovascular accident,
2015JP005 |follow up| ) ]
50. |REC1-068 839 3 Blinded (Code | Acute respiratory failure, | 1,3 [ A
not broken) Osteonecrosis of jaw
CMUH102- |2015/8/12 1. Enzalutamide
REC1-068 (ENZALUTAM
IDE)
Formulation
unknown Alanine aminotransferase
2015US040(follow up
51. 2. increased, Aspartate 2 A
437 1 ) ]
ABIRATERON [aminotransferase increased
E ACETATE
(ABIRATERON
E ACETATE)
Formulation
CMUH103- [2015/8/25 1.CYTOMEGALOVIRUS
REC1-075 INFECTION
JP-JNJFOC
2.EPSTEIN-BARR VIRUS
- follow up| DARATUMUM
52. ASSOCIATED 23 A
201509048 3 AB
LYMPHOPROLIFERATI
54(3)
VE
DISORDER
CMUH103- |2015/10/28 Heart failure [Cardiac
REC1-123 failure]
MK-3475
1511ARGO [follow up ) Pleural effusion [Pleural
53. (pembrolizumab ) 23 [ A
00499 10 | effusion]
total bilirubin increase
[Blood bilirubin increased]
CMUH103- [2015/10/10 acute heart failure [Cardiac
MK-3475 )
REC1-123 1510RUSO |follow up ) failure acute]
54. (pembrolizumab ) 13| A
14659 10 ) Two esophageal fistula
[Oesophageal fistula]
CMUH103- |2015/6/3 MK-3475
1506ZAF00|follow up unknown cause of death
55. |REC1-123 (pembrolizumab 1 A
3651 8 | [Death]
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CMUH104- |2016/2/10 Multiple organ dysfunction
REC1-039 [Multi-organ failure]
Platelet count decreased
MK-3475
_ [Platelet count decreased]
1602BRAO (follow up | (pembrolizumab
56. Anemia [Anaemia] 13| A
06458 2 ) )
Acute renal failure [Acute
CISPLATIN ] o
kidney injury]
Acute renal failure [Acute
kidney injury]
CMUH104- |2016/3/30 MK-3475 o ]
1604USA0| ) injury to carotid artery
57. |REC1-039 initial | (pembrolizumab o 23 | A
01131 ) (Gr4) [Arterial injury]
(k] L4 4 -
R~ HEHLEAFA
4
¢ 7
B *§ % Ny FENE
[+ )
1. CMUH104-REC1-131 I | KR A A SR AP L1 Version 4.0 Amendment 1, 19 Nov
2015> 2. A A Ep e fIE =R 4 (19 Nov 2015)
[{ATa#r 0]
R oA 117
*pdp 12015 & 12" 11 p
2. | CMUH103-REC1-092 IR R
[##]
MRF L ATASEA I pREA] A D17, %P 8 12016 £ 1
220 p
(2= 24dp4 ]
3. | CMUH103-REC1-047 ELR | *#®FH 4 Blinatumomab
* pMARL YR 104 E 077 01p T 104+ 127 31 p
[ % 2444 ]
4. | CMUH104-REC1-006 Bl 24 | Rk ¥ L4 dabigatran etexilate
*E rMELHPF 104 & 102 01p 3 104& 127 31 p
[ % 2444 ]
5. | CMUH104-REC1-080 LA | *wREF L4 Abemaciclib
*H MMARLYEF 104# 47 15p % 104#10% 14 p
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*u A p dp 0 LY2835219, Approval Date: 16-Dec-2015
6. | DMR101-IRB1-206 Rkt | [ek+sEedal
7. | DMR100-IRB-173 Frr | [R5 #dd 4]
(2]
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