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Duodenal hemorrhage
Enzalutamide-BI
CMUH102- 201607016 | Follow [Small intestinal
1. 2016/7/24 inded (Code not 23 | A
REC1-068 89 Up 2 haemorrhage]
broken)
Anemia [Anaemia]
Enzalutamide-BI| Hematoma subduralis ac.
CMUH102- 201608017 | Follow | 2,3,4,
2. 2016/7/21 inded (Code not| [Subdural haematoma] A
REC1-068 00 Upl 7
broken) Fall [Fall]
Duodenal hemorrhage
Enzalutamide-BI
CMUH102- 201607016 | Follow [Small intestinal
3. 2016/7/24 inded (Code not 23 | A
REC1-068 89 Up3 haemorrhage]
broken)
Anemia [Anaemia]
1) Enzalutamide .
Nausea [Nausea] Vomiting
(ENZALUTAM
[Vomiting]
IDE) Capsule
Shortness of breath
2)TRASTUZU
CMUH102- . [Dyspnoea]
4, 2016/4/18 [2016US015| Initial MAB ) 1,371 A
REC1-068 Weakness [Asthenia]
980 (TRASTUZUM o
Progressive disease
AB) .
) [Malignant neoplasm
Formulation ]
progression]
unknown
Enzalutamide
Subdural hematoma
CMUH102- 201604015 | Follow [(ENZALUTAM
5. 2016/4/20 [Subdural haematoma] | 1,3 [ A
REC1-068 90 Up3 IDE) Capsule,
Fall [Fall]
40 mg
Duodenal hemorrhage
Enzalutamide-BI
CMUH102- 201607016 | Follow | [Small intestinal
6. 2016/7/24 inded (Code not 23| A
REC1-068 89 Up 4 haemorrhage]
broken) ) )
Anemia [Anaemia]
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Duodenal hemorrhage
Enzalutamide-BI
CMUH102- 201607016 | Follow | [Small intestinal
7. 2016/7/24 inded (Code not 23| A
REC1-068 89 Up5 haemorrhage]
broken) ) )
Anemia [Anaemia]
Enzalutamide
Subdural hematoma
CMUH102- 201604015 | Follow [(ENZALUTAM
8. 2016/4/20 [Subdural haematoma] | 1,3 | A
REC1-068 90 Up 4 IDE) Capsule,
Fall [Fall]
40 mg
Duodenal hemorrhage
Enzalutamide-BI
CMUH102- 201607016 | Follow [Small intestinal
9. 2016/7/24 inded (Code not 23| A
REC1-068 89 Up 6 haemorrhage]
broken)
Anemia [Anaemia]
Enzalutamide-Bl| Hematoma subduralis ac.
CMUH102- 201608017 | Follow | 2,3,4,
10. 2016/7/21 inded (Code not| [Subdural haematoma] A
REC1-068 00 Up?2 7
broken) Fall [Fall]
Enzalutamide-Bl| Hematoma subduralis ac.
CMUH102- 201608017 | Follow 2,3,4,
11. 2016/7/21 inded (Code not| [Subdural haematoma] A
REC1-068 00 Up3 7
broken) Fall [Fall]
Enzalutamide
(ENZALUTAM
IDE) Capsule, ) ]
CMUH102- 201609017 N Heart failure [Cardiac
12. 2016/8/26 Initial | 40 mg {Lot # _ 13| A
REC1-068 52 failure]
P20152,
P20151,
P19113}
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PIASTRINOPENIA
(Thrombocytopenia,
Thrombocytopenia)
NEUTROPENIA
O (Neutropenia, Neutropenia)
PNEUMONIAWITH
CC-5013(LENA
ASSOCIATED PLEURAL
LIDOMIDE)(BI
CMUH104- ITA-20150 | follow ) EFFUSION
13. 2015/8/10 inded) 23| A
REC1-122 95425(2) up 2 @ (PLEUROPNEUMONIA)
(Pleuropneumonia,
Rituximab(RIT
Pneumonia)
UXIMAB)
PULMONARY
THROMBOEMBOLISM
(Pulmonary
thromboembolism,
Pulmonary embolism)
MK-3475
CMUH103- 1503CHLO (pembrolizumab| urinary tract obstruction
14, 2015/3/9 FU 15 _ _ - 123] A
REC1-135 10123 ) Solution for | [Urinary tract obstruction]
injection
SE-JNJFO
CMUH103- follow up| DARATUMUM
15. 2016/7/8 | C-2016071 1. SEPSIS 2371 A
REC1-075 3 AB
0274(3)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
16. 2016/7/30 _ N _ 23| A
REC1-123 1781 4 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
MK-3475 ] ) )
) intestinal perforation
CMUH103- 1603PEROO|follow up|(pembrolizumab o
17. 2016/3/2 _ secundary to diverticulum |1.2.3| A
REC1-123 4463 6 ) Solution for

injection

[Diverticular perforation]
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pulmonary edema
MK-3475 [Pulmonary oedema]
CMUH103- 1610UKRO| (pembrolizumab| Thrombosis of the small
18. 2016/10/4 initial _ 1.3 A
REC1-123 02410 ) Solution for | branches of the pulmonary
injection artery [Pulmonary artery
thrombosis]
MK-3475
CMUH103- 1502ISR00 [follow up|(pembrolizumab| unknown cause of death
19. 2015/1/31 ) 1 A
REC1-135 7001 11 ) Solution for [Death]
injection
follow up| MK-3475
malignant neoplasm
CMUH103- 1610USA0 1 (pembrolizumab ) )
20. 2015/9/7 _ progression [Malignant [1.2.3| A
REC1-135 00131 |(downgra| ) Solution for )
S neoplasm progression]
de) injection
MK-3475
CMUH104- 1609ARGO| ] Sudden death [Sudden
21. 2016/9/8 initial | (pembrolizumab 13| A
REC1-039 05777 | death]
MK-3475
follow up
(pembrolizumab Tracheal obstruction
CMUH104- 1609BRA0 1
22. 2016/8/23 ) [Tracheal obstruction] | 2.3 [ A
REC1-039 03212 |(downgra . o
de) 5-FLUORQUR | Tracheitis [Tracheitis]
e
ACIL
MK-3475 Disease Study [Squamous
CMUH104- 1609BRA0
23. 2016/8/30 initial | (pembrolizumab|cell carcinoma of head and | 1 A
REC1-039 07282
) neck]
MK-3475
(pembrolizumab
CMUH104- 1607USAO |follow up Bronchial infection
24, 2016/7/18 ) . 13| A
REC1-039 09173 1 [Bronchitis]
CARBOPLATI
N
MK-3475
(pembrolizumab | supraglottic edema (Grade
CMUH104- 1605USAO [follow up
25. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 | A
REC1-039 05123 6 ) )
5-FLUOROUR sepsis [Sepsis]
ACIL
105# 11 % 09 p % 38 F % 51 |
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MK-3475
) tumor bleeding [Tumour
(pembrolizumab
CMUH104- 1607BRAO| Follow haemorrhage]
26. 2016/7/11 ) _ 13| A
REC1-039 06343 up 2 Thrombocytopenia
CARBOPLATI )
N [Thrombocytopenia]
Follow
MK-3475
CMUH104- 1609ARGO| wup1l ) Myocardial infarction
27. 2016/9/8 (pembrolizumab o _ 13| A
REC1-039 05777 |(downgra ) [Myocardial infarction]
de)
Tumoral bleeding [Tumour
MK-3475 haemorrhage]
CMUH104- 1604BRAO [follow up ] ] )
28. 2016/4/19 (pembrolizumab Fatigue [Fatigue] 123 A
REC1-039 14088 4 o ]
) aspiration pneumonia
[Pneumonia aspiration]
follow up
MK-3475 Multi-Organ failure
CMUH104- 1609BRA0 1
29. 2016/8/30 (pembrolizumab [Multiple organ 1 A
REC1-039 07282 |(downgra )
) dysfunction syndrome]
de)
MK-3475 pulmonary fibrosis
(pembrolizumab [Pulmonary fibrosis]
CMUH104- 1605BRAO (follow up
30. 2016/5/1 ) septicemia [Sepsis] 23 | A
REC1-039 07069 2
CARBOPLATI Anemia [Anaemia]
N asthenia [Asthenia]
MK-3475
(pembrolizumab
CMUH104- 1608BRAO [follow up . )
31. 2016/8/26 ) sepsis [Sepsis] 23| A
REC1-039 15042 1
CARBOPLATI
N
unknown cause of death
MK-3475
CMUH104- 1601AUSO| ) [Death]
32. 2016/1/7 initial | (pembrolizumab ) _ 13| A
REC1-039 02932 ) Necrotic defect to skin of
right cheek [Skin necrosis]
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disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475 Hypercalcemia
CMUH104- 1508CHLO |follow up ) .
33. 2015/8/1 (pembrolizumab [Hypercalcaemia] 13| A
REC1-039 01570 12 ]
) skin rash of the trunk and
extremities [Rash
generalised]
neumonia [Pneumonia]
MK-3475
(pembrolizumab
CMUH104- 1609SWEO| death cause unknown
34, 2016/9/27 initial ) 1 A
REC1-039 14392 [Death]
5-FLUOROUR
ACIL
MK-3475
(pembrolizumab
CMUH104- 1609AUSO |follow up ] ]
35. 2016/8/29 ) septic shock [Septic shock]| 1 A
REC1-039 00042 1
5-FLUOROUR
ACIL
Sepsis [Sepsis]
Respiratory failure
MK-3475 ) ]
) [Respiratory failure]
CMUH103- | 2015/10/1 [ 1510BRA0 (pembrolizumab
36. FU 15 Pneumonitis [Pneumonitis] [ 1.2.3| A
REC1-123 0 07228 ) Solution for
Pneumonia [Pneumonia]
injection ]
pulmonary embolism
[Pulmonary embolism]
pulmonary edema
FU1 MK-3475 [Pulmonary oedema]
CMUH103- 1610UKRO (pembrolizumab| Thrombosis of the small
37. 2016/10/4 (downgra _ 13| A
REC1-123 02410 de) ) Solution for | branches of the pulmonary
e
injection artery [Pulmonary artery
thrombosis]
105# 11 % 09 p % 40 F > £ 51 |
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Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 ) )
] infection]
CMUH103- 1509TURO (pembrolizumab » »
38. 2015/8/31 FU8 Pneumonitis [Pneumonitis] [ 1.2.3| A
REC1-123 01265 ) Solution for )
S thrombocytopenia
injection )
[Thrombocytopenia]
pneumonitis [Pneumonitis]
CMUH104- PDM(TW)2| Follow-u Chest discomfort,
39. 2016/7/3 ONO-4538 _ 3 1A
REC1-126 0160047 pl Chest pain
16P-167-16
CMUH103- Follow ABT-888 Pericarditis
40. 2016/5/4 |30852-00(2 ) ) ) 3 A
REC1-155 0 up 1 Cisplatin Pneumonia
16P-167-16 ABT-888
CMUH103- Follow ) Acute kidney injury
41. 2016/6/27 [66879-00(3 Carboplatin ) 3 | A
REC1-155 up 1 Painful arm
.0) Pemetrexed
16P-062-15 ABT-888
CMUH103- Follow
42. 2016/3/17 (88374-00(3 Carboplatin Renal insufficiency 3 A
REC1-155 up 1
.0 Paclitaxel
Fever
16P-163-17 ABT-888 Systemic inflammatory
CMUH103-
43. 2016/8/23(09935-00(0| Initial Carboplatin response syndrome 3 A
REC1-155
.0) Paclitaxel Shortness of breath
Shoulder pain
Fever
Systemic inflammatory
16P-163-17 ABT-888
CMUH103- Follow ) response syndrome
44, 2016/8/23(09935-00(1 Carboplatin 3 A
REC1-155 up 1 Shortness of breath
.0) Paclitaxel
Shoulder pain
Pulmonary embolism
PT-JNJFOC
CMUH102- follow up[ CNTO136 1. DIFFUSE B-CELL
45, 2016/3/7 |-201603271 ) 2 A
REC1-087 7 (sirukumab) LYMPHOMA
74(7)
MX-JNJFO 1.HEMORRHAGIC
CMUH102- o CNTO136
46. 2016/7/10|C-2016072 | initial _ CEREBROVASCULAR | 13 | A
REC1-087 (sirukumab)
1245(2) ACCIDENT
105# 112 09 p % 41 7 - % 51 |
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MX-JNJFO 1.HEMORRHAGIC
CMUH102- follow up[ CNTO136
47. 2016/7/10 | C-2016072 . CEREBROVASCULAR | 1,3 | A
REC1-087 3 (sirukumab)
1245(3) ACCIDENT
LT-JNJFOC
CMUH102- CNTO136
48. 2016/8/28 [-201608265| initial ) 1. SUDDEN DEATH 1 A
REC1-087 (sirukumab)
66(0)
1. INTRACRANIAL
SUBARACHNOID
HEMORRHAGE
LT-JNJFOC
CMUH102- follow up| CNTO136 2. UNSPECIFIED
49, 2016/8/28 |-201608265 12,71 A
REC1-087 66(1) 1 (sirukumab) [HYPERTENSIVE HEART
DISEASE WITHOUT
CONGESTIVE
HEART FAILURE
MX-IJNJFO 1. DEATH
CMUH102- o CNTO136
50. 2016/9/27 [ C-2016092 | initial ) 2. SEPTICSHOCK  [123| A
REC1-087 (sirukumab)
3834(1) 3. RENAL LITHIASIS
MX-JNJFO 1. DEATH
CMUH102- follow up| CNTO136
51. 2016/9/27 | C-2016092 ) 2. SEPTIC SHOCK 1,23] A
REC1-087 2 (sirukumab)
3834(2) 3. RENAL LITHIASIS
MX-JNJFO 1. DEATH
CMUH102- follow up| CNTO136
52. 2016/9/27 | C-2016092 ) 2. SEPTIC SHOCK 1,23 A
REC1-087 3 (sirukumab)
3834(3) 3. NEPHROLITHIASIS
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475
infection]
CMUH103- 1509TURO (pembrolizumab » N
53. 2015/8/31 FUO9 Pneumonitis [Pneumonitis] [ 1.2.3| A
REC1-123 01265 ) Solution for
o thrombocytopenia
injection
[Thrombocytopenia]
pneumonitis [Pneumonitis]
MK-3475
) Bronchitis [Bronchitis]
CMUH103- 1609ARGO (pembrolizumab o
54, 2016/9/2 FU1 Progressive disease 13| A
REC1-123 07444 ) Solution for
o [Disease progression]
injection
105 # 11 » 09 p % 42 F £ 51 F
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MK-3475 Bronchitis [Bronchitis]
CMUH103- 1609ARGO |follow up|(pembrolizumab malignant neoplasm
55. 2016/9/2 _ _ _ 13| A
REC1-123 07444 2 ) Solution for progression [Malignant
injection neoplasm progression]
MK-3475
CMUH104- 1607ITAOL| (pembrolizumab Gastric achalasia
56. 2016/7/13 initial _ _ 13| A
REC1-118 3083 ) Solution for | [Oesophageal achalasia]
injection
MK-3475
FU1 . malignant neoplasm
CMUH104- 1605ESPO0 (pembrolizumab ) )
57. 2016/5/7 (Downgr progression [Malignant 1 A
REC1-118 8027 ) Solution for
ade) L neoplasm progression]
injection
MK-3475
- CMUH104- | 2016/10/1 [1610TURO| | (pembrolizumab| unknown cause of death . A
. initia
REC1-118 9 11666 ) Solution for [Death]
injection
MK-3475
CMUH104- 16071TAOQ1L [follow up|(pembrolizumab Gastric achalasia
59. 2016/7/13 _ ) 13| A
REC1-118 3084 1 ) Solution for | [Oesophageal achalasia]
injection
PNEUMOCYSTOSIS
CMUH104- 2016-BI-27| Follow
60. 2016/4/15 NA (Blinded) Worsen of hepatic 2,3 A
REC1-068 270BI(0) up )
cholestasis
PNEUMOCYSTOSIS
CMUH104- 2016-B1-39| Follow
61. 2016/4/15 NA (Blinded) Worsen of hepatic 2,3 A
REC1-068 059BI(0) up )
cholestasis
CMUH104- 2016-B1-39| Follow ) GALLBLADDER 1,2,
62. 2016/6/4 NA (Blinded) A
REC1-068 059BI(5) up CANCER 3
105# 11 % 09 p ¥ 43 F > % 51 F
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DEATH (Death, Death)
TUMOUR LYSIS
SYNDROME (Tumour
O lysis syndrome, Tumour
lysis syndrome)
CC-5013(LENA ) )
SEPSIS (Sepsis, Sepsis)
LIDOMIDE)(BI
CMUH104- TUR-20160| follow ) ACUTE KIDNEY
63. 2016/7/30 inded) ] 123 A
REC1-122 80662(2) up 2 @ INJURY (Acute kidney
injury, Acute kidney
Rituximab(RIT
injury)
UXIMAB)
GLOBE VESICAL
(URINARY RETENTION)
(Urinary retention, Urinary
retention)
CMUH-103- 2016SE806
64. 2016/7/21 FU2 MEDI4736 |RESPIRATORY FAILURE| 1 A
REC1-110 17
CMUH-103- 2016SE806
65. 2016/7/21 FU3 MEDI4736 |RESPIRATORY FAILURE|1,2,3| A
REC1-110 17
MK-3475
CMUH103- 1608KORO0| Follow |(pembrolizumab| sudden death [Sudden
66. 2016/8/17 _ 1 A
REC1-123 11170 up 2 ) Solution for death]
injection
Acute cardiac failure
MK-3475 [Cardiac failure acute]
67 CMUH103- | 2015/10/2 [1511ARGO| Follow |(pembrolizumab| Pleural effusion [Pleural 23| A
| REC1-123 8 00499 up 18 ) Solution for effusion] '
injection total bilirubin increase
[Blood bilirubin increased]
105# 112 09 p % 44 F > ¥ 51 |
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68.

CMUH103-
REC1-123

2016/6/9

1606POL00
6518

initial

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)

(paclitaxel)

malignant neoplasm

progression [Malignant

neoplasm progression]

1.3

69.

CMUH103-
REC1-123

2015/10/1
0

1510RUSO
14659

follow up
15

MK-3475
(pembrolizumab
) Solution for

injection

failure acute]

Two esophageal fistula

acute heart failure [Cardiac

[Oesophageal fistula]

1.3

70.

CMUH103-
REC1-123

2016/4/25

1604BRA0
17379

initial

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

neutropenia]

febrile neutropenia [Febrile

2.3
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PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY) ) ]
Heart failure [Cardiac
(pemetrexed) )
CMUH103- 1608ARGO| failure]
71. 2016/8/24 initial | Intravenous _ 123 A
REC1-123 13770 o Neutrophenia
infusion .
[Neutropenia]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PEMETREXED
(3475
SOLUTION
FOR dehydration [Dehydration]
INJECTION pulmonary embolism
STUDY) [Pulmonary embolism]
(pemetrexed) increased ALT [Alanine
CMUH103- 1507CANO| ]
72. 2015/6/28 initial Intravenous aminotransferase 13| A
REC1-123 02349 o ]
infusion increased]
CARBOPLATI | increased AST [Aspartate
N (3475 aminotransferase
SOLUTION increased]
FOR
INJECTION
STUDY)

105# 11 % 09 p
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1. | CMUH102-REC1-064 FLF ’
*AkG i pd 105& 097 300p
[H#=]
E
2. CMUH105-REC1-010 T HEP * Protocol Administrative Change and Clarification for Study
A4091058 Dated 31-August-2016
« 4838 A4091058-NSAID # %4+ (zhTW)2015 & 10 * 2 p
[{ATa#1 2p]
3. | CMUH102-REC1-121 2 EHE | *eA 16.00
*p g 105# 09" 14 p
[h% 212484 ]
4., | CMUH103-REC1-118 EAM A | *REEREY LfLC Z100
*E rMFLHAF 1042097 01p 3 105087 31 p
[##]
5. | CMUH102-REC1-061 FTERE | PFAFHETHERLR § IDMC o 2T ER AR
AT e
[{#a$Fc£p]
*5 4 p #p : Investigator’s Brochure (Edition No. 7), Luspatercept
6. | CMUH105-REC1-001 Y8 7 | (ACE-536), 05 Jul 2016
*% LR P 4L ¢ Investigational Brochure - Summary Of Changes
(Edition Number: 7, Date: 05 Jul 2016)
[DSMB ii-3% i 4]
7. | CMUH105-REC1-061 FLR | *Amizpd 2016#05% 02p
*Akip e pd 12016 & 09 * 09 p
(##]
FREFCHREST )RR E RS SRR FLE R BER
¢ h TRk kit 3 5 %K A (study protocol v 3 dated
05August2011) » 2L 374% 2. protocol v4 - = ¢+ 2012 & 11 * kx
8. DMR101-IRB1-179 v AR
B % - R3E% ¢ o protocol v4 3 2012 # 11 " 80 0 & P oW
E A EFEACY A0 5 P A TRFE-protocol v4 EF o d ke
RSk G s ERAWIRHARM Y EGTRT R
(protocol version 4) ~ ¥4 3+ % % (protocol version 3)12 §|% &
9. | CMUH103-REC1-027 [ [#¢]

105# 11 % 09 p
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[#7% %% % ie* % %(SGLT2 Inhibitors) 7 3t 2 &)

*p i r105# 06" 23 p
[ FDA Drug Safety Communication]
i

*p#p105% 06 " 14 p

10. | CMUH104-REC1-112

‘\'ﬂf"
&
o

[{rradr2p]
*i & Glecaprevir/Pibrentasvir Fixed-Dose Combination
Investigator's Brochure Edition 2

*p # : 06 September 2016

11. | CMUH103-REC1-027

.

[#£©] *pr % : Electronic Case report form
28431754D1A4003 Version 20.00 15JUN2016 AR - Unique forms
*iu 4:20.00
*p #p:105# 06 " 15 p

12. | CMUH104-REC1-090

Es
\1_
I

[R5 i ]
PG
1.Clinical Study Report: peginterferon (PEG-IFN) alfa-2a - F.
Hoffmann-La Roche Ltd
Protocol YV29573 Report Number 1071369
2.CORE REPORT
3.SYNOPSIS OF RESEARCH REPORT 1071369 (PROTOCOL
YV29573)

13. | DMR101-IRB1-148

g
\1_
I3

[ =% 2H42]
*:k5% ¥ ¢4 Carfilzomib
*E rMFELYF 2016 £ 012 01 p T 2016 # 06 * 30 p

14. | CMUH103-REC1-012

Lt
=
ok

[z 2p4F4]

*E% E 5 4L TOFACITINIB
*X rMAFLYPF 104#£ 117 01p 3 105201 % 31 p
X rMAFLPF 1054020 01p 3 1052047 30
% pMAFLHPF 105057 01 p 3 10507 F 31 p

X rMAFLYPF 1042080 03p 3 10508 02 p

15. | CMUH104-REC1-118

‘;\
fulc]
#

[{#72a4F1c2p]

R A 112

*p #p 12016 & 10 * 05 F

i 4% 4 £ P Investigator’s Brochure: MK-3475, Edition

105# 11 % 09 p
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Number 12, Release Date : 05-OCT-2016
[H&]

*n % @ Letter for MK-3475 IB Edition 12

*3 & © October 07, 2016

16. | CMUH105-REC1-094

b
[
B

[z 244 ]
*#o%k E 4 L4 - FINERENONE
*% rMAFL YR 12016 # 06 01 p 3 2016 £ 08 * 31 p

17. | CMUH103-REC1-063

\‘%
il
#

CEEE RS
s 113

*pHp :105# 10 04 p

18. | CMUH103-REC1-072

=
<
*

(GEIERCEED |
*ix & ¢ FLUAD and aQIV Investigator’s Brochure Edition 6 Date
27JUN16
*p 4 : FLUAD and aQIV Investigator’s Brochure Edition 6 Date
27JUN16
[##]
FRF R R e B
V/118_05,Protocol Ancillary Document, Version 6.0, Date 03MAR16
V118 05,Protocol Ancillary Document, Version 7.0, Date 07JUL16
V118 05_Six monthly report for aQIV study_224901_18Aug2016
[#%]
RE
RARB R 2 R RS
Seqirus UK Ltd - PoA Vx clinical studies - exp 31.12.2016

19. | CMUH104-REC1-121

[z 2p4F42]

*:k5% ¥4 ¢4 MEDI-563 (Benralizumab)

*E rMFLHAF 104207 30p 3 105017 29 p
(GEER R |

ok 113

*p# 1105& 02 % 12 p

20. | CMUH103-REC1-110

LA

[z »2pdp2]
*i%5 4 40 MEDIAT36
*g MHAF2 W C2016 2067 139 3 20164# 07 7 12 p

21. | CMUH105-REC1-035

wh
<k
X

[DSMB -2 :i &)
*AkiE i p i 105# 10 7 26 p

22. | CMUH103-REC1-135

g
55
i

CEEEXETD

105# 11 % 09 p
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1LagF A 2 p g A p ¢ Investigator’s Brochure MK-3475, Edition
Number 12, Release Date 05-OCT-2016
2. Letter for MK-3475 IB Edition 12 : October 07, 2016

23. | CMUH104-REC1-036

it
11_
I3

(]

FF L RIRAE 2L
CCSJ148X2201_L1_SUSARs_01-Apr-2016_30-Sep-2016_Blinded_A
Il Arms

24. | CMUH102-REC1-067

p
\L
!

[{A72442p ]
*3 4 IMBRUVICA® (ibrutinib) Edition: 10, Date: 29 August 2016
*p 4y 12016 & 08 " 29 p

25. | DMR100-IRB-207

LRt

(GEIERCEED |

*15x A& Pemetrexed LY231514 Investigator’s Brochure Approval Date:
28-Jun-2016

*pgp 12016 % 10 * 20 p

26. | DMR101-1RB1-165

[{arigpt£p]

*5% 4 Fulvestrant/Edition20
*p #p 12016 = 06 * 16 p
[#£&]

*p % © Fulvestrant Edition 20 2 2 4% 4 £ p F3 L ATEP &

27. | DMR94-IRB-055

|
g
&

o

(8% 2424742 ]
FRREP LA
*E rMFLHAEF 105027 04p 3 105#08 % 03 p
-Line Listing of Suspected Unexpected Serious Adverse Reactions
(SUSARSs) Dated 22 September 2016 (PERIOD COVERED: 4
February 2016 to 3 August 2016)
- Development Safety Update Report No. 6 Dated 22 September 2016
(Period Covered: 4 August 2015 to 3 August 2016)

28. | CMUH103-REC1-123

%4t

[z 2p4F2]
*:R% F P 4L MK3475 (Pembrolizumab)
*H rMHAFL MR 2016037 04p 3 2016 = 09 ¥ 03 p

29. | CMUH103-REC1-087

B4

[z 2pdp2]
*i#5% % £4i ' RIVAROXABAN
*p MPAFA G 105239 1p 3 105£8 7 31 p
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