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CMUH103-R
EC2-042

2014/11/20

1412USA00
0821

follow up
5

MK-5172 STUDY

ARDS [ACUTE
RESPIRATORY DISTRESS
SYNDROME]
PNEUMONIA
[PNEUMONIA]
BACTEREMIA
[BACTERAEMIA]
CANDIDEMIA [SYSTEMIC
CANDIDA]
DIFFUSE GROUND GLASS
OPACIFICATION
[COMPUTERISED
TOMOGRAM THORAX
ABNORMAL]
PLEURAL PARENCHYMAL
SCARRING [PLEURAL
FIBROSIS]
PARASEPTAL
EMPHYSEMA
[EMPHYSEMA]

1.3

CMUH103-R
EC2-042

2014/11/20

1412USA00
0821

follow up
6

MK-5172 STUDY

ARDS [ACUTE
RESPIRATORY DISTRESS
SYNDROME]
PNEUMONIA
[PNEUMONIA]
BACTEREMIA
[BACTERAEMIA]
CANDIDEMIA [SYSTEMIC
CANDIDA]
OPACIFICATIONS
[COMPUTERISED
TOMOGRAM THORAX
ABNORMAL]
PLEURAL PARENCHYMAL
SCARRING [PLEURAL
FIBROSIS]
PARASEPTAL
EMPHYSEMA
[EMPHYSEMA]

1.3

CMUH103-R
EC2-029

2015/2/3

2015JP00590
7

FU1

Enzalutamide

Optic Neuritis

CMUH102-R
EC2-137

4/1/2013

2013-RD-00
382EU(6)

FUG6

Trajenta® /
Linagliptin

Cholecystitis, Empyema

CMUH102-R
EC2-137

9/10/2014

2014-BI-518
15B1(5)

FU5

Trajenta® /
Linagliptin

Pancreatic carcinoma

2,3

CMUH102-R
EC2-137

1/4/2015

2015-BI1-027
55B1(3)

FU3

Trajenta® /
Linagliptin

Gastrointestinal haemorrhage,
Benign pancreatic neoplasm

CMUH102-R
EC2-137

4/10/2014

2015-B1-086
39BI(1)

FUl

Trajenta® /
Linagliptin

Chronic obstructive
pulmonary disease,
Bronchopneumonia, Sepsis,
Respiratory failure, Acute
kidney injury, Amylase
increased, Lipase increased

CMUH102-R
EC2-137

2/16/2015

2015-BI-189
87BI(1)

FU1

Trajenta® /
Linagliptin

Generalised tonic-clonic
seizure

CMUH102-R
EC2-137

4/3/2015

2015-BI-201
62BI(1)

FUl

Trajenta® /
Linagliptin

Cholecystitis acute,
Pancreatitis

104 # 07 *
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Chronic obstructive
pulmonary disease,
CMUH102-R 2015-BI-086 Trajenta® / Bronchopneumonia, Sepsis,
10. EC2-137 411072014 39BI(1) FUl Linagliptin Respiratory failure, Acute 2 A
kidney injury, Amylase
increased, Lipase increased
CMUH102-R 2015-BI-189 Trajenta® / Generalised tonic-clonic
11. EC2-137 2/16/2015 87BI1(1) FUL Linagliptin seizure ! A
CMUH102-R 2015-BI-246 Trajenta® / N .
12. EC2-137 4/20/2015 71BI(0) | Linagliptin Diabetic foot, Hypoglycaemia| 3 A
CMUH102-R 2015-Bl-201 Trajenta® / Cholecystitis acute,
13. EC2-137 4/3/2015 62BI1(1) FUL Linagliptin Pancreatitis 3 A
CMUH102-R 2015-BI-259 Trajenta® / T
14. EC2-137 5/12/2015 09B1(0) I Linagliptin Meningitis viral 3 A
UNKNOWN AT THIS TIME
CMUH103-R 2015BAX01| . .. PEG-rFVIII; BAX] (Adverse drug reaction NOS
15 | "gcon1p | 20150476 9794 initial 855 (10052538), Adverse drug 1 | ° | A
reaction (10061623)) [v.17.1]
SEPSIS MOST LIKELY
. SECONDARY TO LINE
16. Cl\ég?ﬁgR 2015/4/7 2012%A4X01 folloilv up PEG-rF§/5I5II, BAX INFECTION (Sepsis 3 A
(10040047), Sepsis [
10040047)) [v.17.1
(
CMUH103-R 2015IN0018 _— White blood cell count
17. £C2-133 2015/4/27 94 Int Ruxolitinib decreased 1 A
CMUH103-R 2015IN0018 - White blood cell count
18. EC2-133 2015/4/27 94 Int Ruxolitinib decreased 1 A
CA-INJFOC
19. Cl\ég? %)(E);SR 2015/6/8 |-2015060571| Initial ARN-509 Acute Myocardial Infarct 1 A
8(0)
BAY 3939/ non-cystic fibrosis
20. C'\ég'; igiR 2015/2/18 [2015-026273( initial ap:)(z)f\:\(l)é(;c]l(grdry bronchiectasis exacerbation 3 A
inhalation (DPI) [Bronchiectasis]
BAY q 3939/ non-cystic fibrosis
21, | CMUHLOSRY 5150018 [2015-026273| follow up| ciprofloxacin dry | o iectasis exacerbation | 3 | A
EC2-124 1 powder for
inhalation (DPI) [Bronchiectasis]
BAY q 3939/ non-cystic fibrosis
22, | MUELDSR) 20150218 |2015-026273 follow up C'pL%fxé‘;C;grdry bronchiectasis exacerbation | 3 | A
inhalation (DPI) [Bronchiectasis]
BAY q 3939/
CMUH103-R ] follow up| ciprofloxacin dry non-Cf BE exacerbation
23. EC2-124 2015/2/18  12015-026273 3 powder for [Bronchiectasis] 3 A
inhalation (DPI)
BAY q 3939/
24, | MEVSR| 20155019  [2015-279941 initial C'p;%fxé‘;‘:]lgrdry Hemoptysis [Haemoptysis] | 3 | A
inhalation (DPI)
BAY q 3939/
25. C'\ég'z"jgi"q 2015/5/19 |2015-279941 fo"g"" up C'pL%f\t\c,’é‘:rc]'cgrdry Hemoptysis [Haemoptysis] | 3 | A
inhalation (DPI)
carfilzomib
CMUH102-R POLCT2015 . ' CARDIAC INSUFFICIENCY
26.| “Eco-065 | 2015 | Tgug3yy | Initia g‘rz'gr:‘izf:é RENAL INSUFFICIENCY | 23 | A
104 & 07 * 15 p % 31 F % 39T
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Death, Acute Respiratory
Failure, arrest cardiac in
27. CMUH103-R 2015/3/29 1505PERO0S Initial MK-1986 asystole, refractory shock, 1,2 A
EC2-004 122 . .
increased hepatic enzymes,
anemia
CMUH103-R 1505UKR00 . . . .
28. £C2-004 2014/12/13 0944 Initial MK-1986 Multiple organ failure, anemia| 1 A
ABP 215 vs
29. CMUHI02-R | 5014719700 [USACT2015 follow up bevacizumab Hallucinations, mixed 3 A
EC2-093 001433 5
(Code not broken)
ABP 215 vs
30, | CMUHL02R | 5494719705 [USACT2015 follow up o\ acizumab Hallucinations, mixed 3 A
EC2-093 001433 6
(Code not broken)
ES-JNJFOC-
31, |CMUHI02-R 1 5515068 | 2015060571 | OOV UP | ARN-509 Acute Myocardial Infarct | 1 | A
EC2-089 8(1) 1
#1)
RIVAROXABAN . .
CMUH103-R } FOLLOW Ferropenic anaemia [Iron "
32. EC2-030 2015/3/20 ]2015-244109 UP: 1 (RIVAROXABA deficiency anaemia] 7 A
N) Film-coated
tablet
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
CMUH103-R 30069687} Other Serious Criteria:
33. | T ec2-030 2015/5/13 [2015-278004| INITIAL #2) Medically Significant 237 A
ACETYLSALICY ILEUS [lleus]
LIC ACID OR
PLACEBO (Code
not broken)
#1)
RIVAROXABAN
CMUH103-R (RIVAROXABA | SPURIOUS ANEURYSM
34. EC2-030 2014/11/17 12015-006591 ) INITIAL N) Film-coated | [Vascular pseudoaneurysm] 3 A
tablet {Lot #
unknown}
#1) Other Serious Criteria:
35, | CMUHI03RY 5015415 |2015-180289| INITIAL F(QFIeYCEF?(;(QABBAE Medically Significant 37 | A
: EC2-030 . STROKE [Cerebrovascular '
N) Film-coated id
tablet accident]
#1 ) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103-R : FOLLOW #2) Stroke [Cerebrovascular
36. EC2-030 2015/5/3  (2015-202164 UP:2 |ACETYLSALICY accident] 3 A
LIC ACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30030894}
37. C'\égg'_éggﬂ 2015/5/13 |2015-243385 FOULP'-_CZ)W #2) EPISTAXIS [Epistaxis] 3 | A
' ACETYLSALICY
LIC ACID OR
PLACEBO (Code
not broken)
104 & 07 * 15 p % 32 % 39T
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#1)
RIVAROXABAN
38. | NN R| 201505725  [2015-295415| INITIAL | (RIVAROXABA | STENT THROMBOSIS 15531
- . [Thrombosis in device]
N) Film-coated
tablet
#) TOOTH EXTRACTION
CMUH103-R FOLLOW | (RIVAROXABA [Tooth extraction]
39. EC2-O30- 2015/4/29 [2015-232120 UP- 1 (N) Film-coated ISCHEMIC 3 A
' CARDIOMYOPATHY
tablet {Lot # [Ischaemic cardiomyopathy]
unknown}
Other Serious Criteria:
Medically Significant
ATRIAL FIBRILLATION
#1) RAPID VENTRICULAR
RIVAROXABAN RESPONSE [Atrial
40. Cl\égl;éggl? 2015/5/15 |2015-271948 FOULPL,OlW (RIVAROXABA fibrillation] 2.3.7 A
i ' N) Film-coated STENT THROMBOSIS
tablet [Thrombosis in device]
MYOCARDIAL
INFARCTION [Myocardial
infarction]
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30069687} Other Serious Criteria:
41, | MR | 201575113 [2015-278004] OOV #) Medically Significant | 237 | A
' ACETYLSALICY ILEUS [lleus]
LIC ACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # Other Serious Criteria:
30053523} Medically Significant
42. cnégy(l)ggﬂ 2015/3/31 [2015-294988| INITIAL #2) POSITIVE 7 A
) ACETYLSALICY| RE-CHALLENGE [Adverse
LIC ACID OR event]
PLACEBO (Code
not broken)
#1)
RIVAROXABAN
43, | CMUHIOSRY 50150505 2015205415 FOLEOW [ (RivaroxaBa | STENT THROMBOSIS ) 5 51 o
EC2-030 UP: 1 N) Fi [Thrombosis in device]
) Film-coated
tablet
Other Serious Criteria:
#1)VITK Medically Significant
CMUH103-R ANTAGONISTS SECONDARY
44, EC2-030 2015/5/25 2015-315847| INITIAL (VITK CONGESTIVE HEART 3.7 A
ANTAGONISTS)| FAILURE [Cardiac failure
{Lot # unknown} congestive]
ANEMIA [Anaemia]
#1) ISCHEMIC STROKE
CMUH103-R RIVAROXABAN [Ischaemic stroke]
45, EC2-030 2014/5/22 12014-086653| INITIAL | (RIVAROXABA | HOSPITALISATION FOR 2.3 A
N) Film-coated FURTHER DIAGNOSIS
tablet [Investigation]
104 & 07 * 15 p % 33 F % 39T
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#1)
RIVAROXABAN Other Serious Criteria:
(RIVAROXABA Medically Significant
CMUH103-R N) Film-coated transitory ichemic attack
46. EC2-030 2015/3/22 |2015-329411| INITIAL tablet [Transient ischaemic attack] ! A
#2 ) ASS forrest Ib bleeding [Gastric
(ACETYLSALIC haemorrhage]
YLIC ACID)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken)
CMUH103-R #2) . .
47. EC2-030 2015/6/3 |2015-304228| INITIAL ACETYLSALICY Anaemia [Anaemia] 3 A
LIC ACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30050358}
48. CMgH(l)Og'R 2015/6/8  [2015-323003 INITIAL #2) ACUTE KI'(%NEY. INJURY | 53 | A
EC2-03 ACETYLSALICY [Acute kidney injury]
LIC ACID OR
PLACEBO (Code
not broken)
\Zl_ I)?’E::\;%rg)((?:%?jl Othe( Seriou; C_ri_teria:
Medically Significant
not broken) {Lot # FLATULENCE
30032436} '
49. CMUH103-R 2015/4/25 12015-325350( INITIAL #2) ABDOMINAL PAIN 2.7 A
EC2-030 [Flatulence]
ACETYLSALICY
FLATULENCE,
LIC ACID OR ABDOMINAL PAIN
PLACEBO (Code [Abdominal pain]
not broken)
#1) Other Serious Criteria:
RIVAROXABAN . N ’
CMUH103-R (RIVAROXABA | ~ Medically Significant
50. EC2-030 2015/5/29 2015-331754] INITIAL N) Film-coated FEMORAL ARTERY 3.7 A
PSEUDOANEURYSM
tablet {Lot # [Vascular pseudoaneurysm]
UNKNOWN}
#1 ) Rivaroxaban
vs. Placebo
(RIVAROXABA
N) Film-coated
tablet {Lot # Other Serious Criteria:
51. C'\ég; égi(%)R 2015/4/15 2015-140309 FOULPL,?W 30052217} Medically Significant 7 A
' #2) CAPILARITIS [Capillaritis]
ACETYLSALICY
LIC ACID OR
PLACEBO (Code
not broken)
104 # 07 » 15 p % 34 F o 39 F
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#1 ) Rivaroxaban
vs. Placebo
(RIVAROXABA
N) Film-coated
tablet {Lot # Other Serious Criteria:
52. C'\égg'_(l)gg'R 2015/4/15 |2015-140309 FOULPL,(;W 30052217} Medically Significant 7| A
: #2) CAPILARITIS [Capillaritis]
ACETYLSALICY
LIC ACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo
(RIVAROXABA NON CARD!A CHEST I?AIN
N) Film-coated [Non-cardiac chest pain]
CMUH103-R FoLLow/| ‘teblet{Loti mﬁc[@ o aine aht
- on-cardiac ches
53. EC2-030 2015/4/9 |2015-194294 UP: 2 30(;627)367 pain] 3 A
ABDOMINAL PAIN
ACETYLSALICY L
LIC ACID OR EPIGASTRIC [Abdominal
PLACEBO (Code pain upper]
not broken)
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30050358}
54, | ISR 2015608 |2015-323003| 7O #2) ACUTE KIDNEY INJURY | 5 |
; ‘1 |acETYLSALICY|  [Acutekidneyinjury]
LIC ACID OR
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
vs. Placebo
(PLACEBO
(15786)) Other Serious Criteria:
CMUH103-R #2) Medically Significant
55. EC2-030 2015/5/21 12015-344941| INITIAL ACETYLSALICY| ACUTE PANCREATITIS 3.7 A
LIC ACID(<=100 [Pancreatitis acute]
mg)
(ACETYLSALIC
YLIC ACID)
#1) Other Serious Criteria:
CMUH103-R FOLLOW| (RIVAROXABA | Medically Significant
56. EC2-030- 2015/5/29 |2015-331754 UP: 1 (N) Film-coated FEMORAL ARTERY 3.7 A
' PSEUDOANEURYSM
tablet {Lot # [Vascular pseudoaneurysm]
UNKNOWN}
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot # Other Serious Criteria:
30053523} Medically Significant
57. C'\égg'_(l)ggﬂ 2015/3/31 |2015-294988 FOU'-P'-,?W #2) POSITIVE 7| A
' ACETYLSALICY| RE-CHALLENGE [Adverse
LIC ACID OR event]
PLACEBO (Code
not broken)
104 # 07 » 15 p % 3B F % 39|
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#1 ) Rivaroxaban
vs. Placebo
(PLACEBO
(15786)) Other Serious Criteria:
CMUH103-R FOLLOW #2) Medically Significant
58. EC2-030 2015/5/21 12015-344941 UP:1 |[ACETYLSALICY| ACUTE PANCREATITIS 3.7 A
LIC ACID(<=100 [Pancreatitis acute]
mg)
(ACETYLSALIC
YLIC ACID)
#1 ) Rivaroxaban
vs. Placebo
(RIVAROXABA NON CARDIA CHEST PAIN
N) Film-coated [Non-cardiac chest pain]
CMUH103-R FoLLow| t@blet{Llot# mﬁc[@ eardioe dheet
- on-cardiac ches
59. EC2-030 2015/4/9 |2015-194294 UP- 3 3002;?;67} pain] 3 A
ABDOMINAL PAIN
ACETYLSALICY N
LIC ACID OR EPIGASTRIC [Abdominal
PLACEBO (Code pain upper]
not broken)
Other Serious Criteria:
Medically Significant
#1) Pl\éEUMONIA [Pneumonia]
ACUTE KIDNEY INJURY
RIVAROXABAN - L
CMUH103-R FOLLOW [Acute kidney injury] 1.2.3.
60. EC2-030 2015/3/23 12015-117796 UP: 1 (IF\QII)\I/:Al\IF;ch)c()':tEéA OPIOID TOXICITY [Toxicity| 7 A
tablet to various agents]
ISCHEMIC HEART
DISEASE [Myocardial
ischaemia]
#1 ) Rivaroxaban
CMUH103-R BAY59-7939 vs. Meniere's syndrome
61. EC2-030 2015/6/6  12015-322948 | INITIAL ASA (Code not [Meniere's disease] 3 A
broken)
#1) Rivaroxaban Other Serious Criteria:
vs. Placebo (Code - D
Medically Significant
not broken) {Lot # FLATULENCE
30032436} '
62. C'\ég; éggR 2015/4/25 [2015-325350 FOULPL,?W #2) ABD%M ”?IAL PAIN 2.7 A
- -+ |ACETYLSALICY [Flatulence]
FLATULENCE,
LICACID OR ABDOMINAL PAIN
PLACEBO (Code [Abdominal pain]
not broken) P
#1 ) Rivaroxaban
15 et (Cotel oer sros criern
edically Significant
CMUH103-R 30014305} Deterioration of reflux
63. £C2-030 2015/5/8 |2015-360426| INITIAL #2) esophaditis 7 A
ACETYLSALICY [Gastrooesgphggeal reflux
LIC ACID OR disease]
PLACEBO (Code
not broken)
#1 ) Rivaroxaban
(BAY59-7939) or CONSTIPATION
64, | CMUHIRT 50150610 |2015-360510| INITIAL |P1aceDo (Code not AGGRAVATED 3 | A
EC2-030 broken) [Constipation]
Film-coated tablet P
{Lot #

104 # 07 * 15 p
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Other Serious Criteria:
Medically Significant
ACUTE CALCULOUS
CHOLECYSTITIS
#1) [Cholecystitis acute]
CMUH103-R RIVAROXABAN|  ACUTE CONGESTIVE 234
65. 2015/5/22 [2015-277720| INITIAL | (RIVAROXABA | HEART FAILURE [Cardiac | ~5 | A
EC2-030 N) Fi . : 7
) Film-coated failure congestive]
tablet ACUTE ISCHMEIC
STROKE IN THE
TERRITORY OF RIGHT
MID CEREBRAL ARTERY
[Ischaemic stroke]
#1 ) Rivaroxaban
vs. Placebo (Code
not broken) {Lot #
30051179} . .
66. C'\égg%gg'R 2015/6/17 |2015-361809| INITIAL #2) Sc.er"l'ca' 39“?' uyss 1 s | oA
- ACETYLSALICY [Spinal cord injury cervical]
LIC ACID OR

PLACEBO (Code
not broken)

PNEUMONIA
[PNEUMONIA]
ARDS [ACUTE

RESPIRATORY DISTRESS
SYNDROME]
BACTEREMIA

[BACTERAEMIA]
MK-5172 STUDY| CANDIDEMIA[SYSTEMIC| 1.3. | A
CANDIDA]
PLEURAL PARENCHYMAL
SCARRING [PLEURAL
FIBROSIS]
PARASEPTAL
EMPHYSEMA
[EMPHYSEMA]

CMUH103-R 1412USA00 | follow up
67. | "Eco.0az | 20W20 | T g0 7

Polysaccharides of
DMR101-IRB follow up Astragalus Progression lung and neck
68. 2-032 201371111 P03004 3 membranaceus/ L-N metastasis

PG2 Injection

QR jﬂﬁf#}ifa’ijﬁ%ﬁ

+ % o
Ao ¢ A FER G

[z 21244 ]
1. | CMUH103-REC2-037 F)o o | YR 4L Beclabuvir (BMS-791325)
*E rMAFLYPREF 103102 09p 3 104#042 10°F

(2% 24472 ]
2. | CMUH103-REC2-033 | % = ¥F | *:% ¥4 ¢4 : Lacosamide
*EFAMIFLHPF 102209 01p 3 104040 14 p

(2% 2144 ]
*ik5% ¥ ¢ f§- GSK2118436 (Dabrafenic)+GSK 1120212
(Trametinib)
*H pPAFA PR 103 107 01 p T 104 # 04 7 30 p

3. | CMUH102-REC2-095 | 4L &

4. | CMUH103-REC2-133 v AR | [T 2P ]

104 = 07 » 15 p ¥ 3T F % 39§




PRFFAETEHRFRAIRRLR ¥ -FALR ¢
“FREERS S AFE RS K
A gt S FEP 3

*:E % F 4 4L Ruxolitinib
*F rPIFLHPF 1032047 01p 2 103+ 09 % 30
*E rMHIp2HREF 103# 107 16 p % 104 & 017 15 p

CETETETD
5. | DMR 100-IRB-126 LAt | %= o Edition 19
*p#p 12015 % 0272 25 p

(GEIEE R

FraR kA eni 45 A £ p - Solanezumab 04-May-2015

6. | DMR 99 -IRB- 236 FlEE | [2h =% 2p382)

*E% ¥4 L4 ¢ Solanezumab

* rMARAHF 1032092 12p 2 105+ 037 11 p

[(#&]

- - TP
7. | DMR101-IRB2-074 ) *p % o Letter of Termination

[ 2p]
8. | CMUH103-REC2-039 &P | *&* :Fina
*p #p : 08 May 2015

(ETERYEES
9. | CMUH 102-REC2-068 | % ft.t5 | *i*% %4 &4 : LDK378
*% rMIpLHEF 103#£ 102 01 p 3 103# 03 % 31 p

(Laragrs 2]
*3 & : Edition 3.0
*p g 2015 & 03 7 16 p
[ 2144 ]
10. | CMUH102-REC2-093 | %ttt | *#s %4 4L : ABP215 vs Bevacizumab / Blinded
* pMAPL B 103 £ 097 26p 1 104 037 25 ¢
(EEIEFTEEES |
*R% E P 4L 1 ABP215 vs Bevacizumab / Blinded
* 2 fE4p L A 1103037 26 p 3 1034 09 7 25 p

[ 5% wil &z o)

*T o p 104 & 052 15 p

[##]

RF P REE AUEHKAIFAG S:;104 £ 060 01 p

11. | DMR99-IRB-183 R

CEEXETD

12. | DMR101-IRB2-054 #,5%  | 54 1 Version 5.1
*p # : Mar 03, 2015
CEEETETD
13. | DMR98-IRB-277 ERE 3 | %22k @ |B Edition 11
*p #1104 & 057 07 p
[z % 2pH42]
14. | DMR98-IRB-277 G 3 | %% &S LA 0 LBH589
*% pMAFAHT 103210 01 p 3 10425 08 p
[{a7ig1£p]
15. | CMUH103-REC2-097 F 4 7 | *5= A : Edition 18
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