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DMR101-IR Septic Shock,
1. 2014/11/3 | 520541 ISR (1) |follwup1 OGX-011 Clinical 1 A
B2-274 Deterioration
DMR101-IR Septic Shock,
2 2014/11/3 | 5205411SR (2) |follwup2 | OGx-o11 | Severeandserious |, | o
B2-274 clinical
deterioration
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DMR96-IRB DEATH OF
3. 2014/11/12 8002973(2) follow up 2 LBLP25 UNKNOWN 1 A
-054 REASON
Acute respiratory
CMUH103 distress syndrome,
4, 2014/8/22 | 2014SE64617 | followup | MEDI4736 R'fght ventricular |, 5 1 5
REC2-113 ailure, Brain
natriuretic peptide
increased
Acute respiratory
CMUH103 distress syndrome,
- Right ventricular
5. REC2.113 2014/8/22 | 2014SE64617 |followup 6| MEDI4736 failure, Brain 1,3 A
natriuretic peptide
increased
6 CMUH102- UNK 2014-BI1-62408N collow up 1 Trajenta® / Myocardial 3 A
' REC2-137 B(1) P Linagliptin infarction
7 MU0 2014/12/12 2014-Bl6202481( followup 1| THaenta®/ | SYNCOPE:PALLI| 5 | o
' REC2-137 1) Linagliptin FRACTURE
CMUH102- 2014-B1-20477BI( Trajentap / | HYPOSLYCAMIA
8. 2014/5/4 follow up 4 Linagliotin UNSPECIFIED; 3 A
REC2-137 4) 9PN IDESCENT OF GFR
9 CMUH102- 2014/6/9 2014-BI-59461N follow up 2 Trajenta® / Haematemesis; 3 A
" | REC2-137 B(2) P Linagliptin Gastric cancer
10, | MO izrane | 2PN ow up 3| Trdentae/ Myocardial | 5 | A
" | REC2-137 B(3) Linagliptin infarction ’
CREATINE
KINASE MB
11 | MO g | OO iw upa|  Trlenta®/ | INCREASED; |
" | REC2-137 P(4) Linagliptin CREATINE
KINASE MB
INCREASED
12 CMUH102- | UNK-Jun- |2015-B1-02349BP initial Trajenta®/ DKA; STOMACH 3 A
" | REC2-137 2012 (0) Linagliptin VIRUS
CMUH102- 2015-B1-02487N : Cryptogenic
13, 2014/11/13 initial | |elente8/ organising 3| A
REC2-137 B(0) giip pneumonia
CMUH102- 2015-B1-02487N ; Cryptogenic
14, 2014/11/13 follow up 1 Iirsier:;[aﬁé organising 3 A
REC2-137 B(1) giip pneumonia
CMUH102- 2014-B1-62444N - LOSS OF
15, 2014/2/6 followup1| e ! | contrROLOF | 3 | A
REC2-137 B(1) glip BLOOD SUGAR
16 CMUH102- 2014/4/2 2014-BI-24935N follow up 5 Trajenta® / Haemorrhagic 3 A
" | REC2-137 B(5) Linagliptin | cerebral infarction
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17.

CMUH103-
REC2-030

2014/8/9

2015-019477

INITIAL

#1)
RIVAROXABA
N
(RIVAROXAB
AN)
Film-coated
tablet

PULMONARY
OEDEMA
[Pulmonary
oedema]

2.3.

18.

CMUH103-
REC2-030

2015/NA/
NA

2015-017255

INITIAL

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30014126}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

Death [Death]

19.

CMUH103-
REC2-030

2014/1/22

2014-011872

FOLLOW
UP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken)
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

Other Serious
Criteria: Medically
Significant
Hepatocellular
carcinoma
[Hepatocellular
carcinoma]
LYMPHORRHOEA
[Lymphorrhoea]

3.7.

20.

CMUH103-
REC2-030

2015/NA/
NA

2015-017255

FOLLOW
UP: 1

#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
# 30014126}
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
#2)
ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)

Death [Death]

104 = 03 * 25 p




74 e 2 A
PRFFETURPRALARLIA I GRS
PR EREF=ZF 4 €581 RIK)
)3
. AEHE | FAPW | F 2L G| WL T RER 3 AE 5 | =
Other Serious
Criteria; Medically
Significant
Hepatocellular
carcinoma
[Hepatocellular
carcinoma]
Postoperative
thrombosis after
PAD (peripheral
arterial disease)
#1) bypass surgery
. [Vascular graft]
Rivaroxaban vs. .
Postoperative
Placebo (Code .
thrombosis after
not broken) .
CMUH103- ) PAD (F?eélphera)l
21. 2014/1/26 | 2014-011872 INITIAL arterial disease 37. | A
REC2-030 ACETYLSALI bypass surgery
CYLIC ACID [Postoperative
OR PLACEBO A perat
(Code not tl romb05|_s]
broken) Postoperative
thrombosis after
PAD (peripheral
arterial disease)
bypass surgery
[Peripheral arterial
occlusive
disease]
bypass surgery for
PAD (peripheral
arterial disease)
[Peripheral artery
bypass]
#1)
RIVAROXABA PULMONARY
CMUH103- FOLLOW N OEDEMA
22 2014/8/9 2015-019477 (RIVAROXAB Pul 23. | A
REC2-030 UpP: 1 AN) [Pulmonary
. oedema]
Film-coated
tablet
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
CMUH103- | 2015/NA/ FOLLOW | # 30014126}
23. 2015-017255 #2) Death [Death] 1 A
REC2-030 NA UP: 2 ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
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#1) _Oth_er Seriqus
RIVAROXABA Crlter_la. _I}/_Iedlcally
CMUH103- N SUSPECTED DVT
24, 2015/2/7 2015-022039 INITIAL | (RIVAROXAB D . 7 A
REC2-030 AN) [Deep vein
Film-coated thrombosis]
tablet BLQRRY VISION
[Vision blurred]
#1)
Rivaroxaban vs. | Hospitalization for
Placebo (Code | both legs artifical
not broken) {Lot| joint substituted
CMUH103- #30001533} | operations [Joint
25. 2014/8/22 | 2014-126855 INITIAL #2) arthroplasty] 3 A
REC2-030 ACETYLSALI | Acute myocardial
CYLICACID | infarction [Acute
OR PLACEBO myocardial
(Code not infarction
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
CMUH103- | 2015/01/N FOLLOW | # 30014126}
26. 2015-017255 #2) DEATH [Death] 1 A
REC2-030 A UP: 3 ACETYLSALI
CYLICACID
OR PLACEBO
(Code not
broken)
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
CMUH103- #30012567} | LUNG CANCER
217. 2014/12/10f 2015-026950 INITIAL #2) [Lung neoplasm 1 A
REC2-030 ACETYLSALI malignantte:
CYLICACID
OR PLACEBO
(Code not
broken)
. #1) Other Serious
Rivaroxaban vs. Criteria: Medicall
Placebo (Code riteria: Medically
Significant
not broken) 9 ul
28 CMURLO3- 2014/1/22 | 2014-011872 FOLLOW #2) He::p;z:(t:ci)ggmuaar 3.7 A
’ . ACETYLSALI o
OR PLACEBO LYMPHORRHOEA
(Code not [Lymphorrhoea]
broken) ymp
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#1)
Rivaroxaban vs. | Hospitalization for
Placebo (Code | both legs artifical
not broken) {Lot| joint substituted
CMUH103- FOLLOW | # 30001533} operations [Joint
29. 2014/8/22 | 2014-126855 #2) arthroplasty] 3 A
REC2-030 UP:1 | ACETYLSALI | Acute myocardial
CYLICACID | infarction [Acute
OR PLACEBO myocardial
(Code not infarction]
broken)
#1)
Rivaroxaban vs.
Placebo (Code .
not broken) {Lot _Oth_q Serlo_us
] 26231} Crlter.la. _I\/_Iedlcally
CMUH103 #300 Significant
30. 2015/1/28 | 2015-015395 INITIAL #2) ACUTE 37. | A
REC2:030 ACETYLSALL| p\NCREATITIS
CYLIC ACID [Pancreatitis acute]
OR PLACEBO
(Code not
broken)
#1)
RIVAROXABA
CMUH103 FOLLOW N PULMONARY
31 2014/8/9 2015-019477 (RIVAROXAB OEDEMA 23. | A
REC2-030 UP: 2 AN) [Pulmonary
Modified-releas oedema]
e tablet {Lot #
unknown}
#1)
Rivaroxaban vs.
Placebo (Code
not broken) {Lot
CMUH103- #30017179} EROSIVE
32. 2015/2/10 | 2015-020909 INITIAL #2) GASTRITIS 3 A
REC2-030 ACETYLSALI | [Gastritis erosive]
CYLICACID
OR PLACEBO
(Code not
broken)
104 # 03 * 25 ¢ % 2 % 25T
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Other Serious
Criteria; Medically
Significant
SUSPECTED DVT
WITH
BILATERAL
#1) TRANSIENT
VISUAL
RIVAROXABA | b sTURBANCE
CMUH103- FOLLOW N [Deep vein
33. 2015/1/24 |  2015-022039 (RIVAROXAB . 70 A
REC2-030 UP: 1 AN) thrombosis]
. SUSPECTED DVT
Film-coated
tablet WITH
BILATERAL
TRANSIENT
VISUAL
DISTURBANCE
[Visual impairment]
BLURRY VISION
[Vision blurred]
DMR101-IR Septic Shock,
34. 2014/11/3 | 520541 ISR (1) |follwup1| OGX-011 Clinical 1| A
B2-274 Deterioration
DMRLOLIR Septic Shock,
35. 2014/11/3 | 5205411SR (2) |follwup2 | OGx-011 | Severeandserious |, 1,
B2-274 clinical
deterioration
DMR96-IRB DEATH OF
36. 2014/11/12| 8002973(2) |followup2| LBLP25 UNKNOWN 1| A
-054 REASON
CMUH102- 2013-RD-00900E :
37, 2012/10/30 follow up 4| Trajentad/ AMYLASE 7 | A
REC2-137 u(4) Linagliptin INCREASED
CMUH102- 2013-RD-00901E ;
38, 2012/10/30 followup 4| |rentad/ LIPASE 71 A
REC2-137 u@) Linagliptin INCREASED
CMUH102- 2015-BI-06836BlI( ;
39, 2015/2/2 nitial | AT serGl IcEMIA| 23 | A
REC2-137 0) Linagliptin
CMUH102- 2015-BI-06836BI( ;
40. 2015/2/2 followup 2| AN/ oepaiicEMIA| 23 | A
REC2-137 2) Linagliptin
ACUTE ON
CMUH102- 2014-BI-54000BI( Trajentag/ |CHRONIC RENAL
41, 2014/11/6 follow up 3 Linaaliotin FAILURE; ACUTE| 3 A
REC2-137 3) glip ON CHRONIC
RENAL FAILURE
CMUH102- 2015-B1-06836BI( :
42, 2015/2/2 follow up 4 I.ra]e”.ta@.’ HIPERGLICEMIA | 23 | A
REC2-137 4) inagliptin
[LR] FRAH -
104 # 03 * 25 p % 23 F £ 25 F
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CMUH103-REC2-126

[z % 2pdp2]
*E % E P LA MK5172

*F rMEFLHPF 103206 08p I 103 127 07 p

CMUH103-REC2-041

g
NN
&
N

[z =% 21442 ]
*REE S LA T MK5172

*Z rMAFLHPF 1032060 08p I 103 & 127 07 p

CMUH103-REC2-042

(EEIEEYEEES |
*RE LA T MK5172
AP LPE

103# 06" 08 p = 103+# 12 % Q7 p

CMUH102-REC2-132

(e % 2247 ]
*RB ¥ L Afatinib

*ZF rMAFLHPF 1032100 01p % 103& 127 31 p

CMUH102-REC2-068

[eh= 2HF2])
*RS% ¥ LA+ LDK378

*E rMIFLHREF 2014204 01p 3 2014& 09" 31p

DMR101-IRB2-226

({3044 %9 )
R A D14

*p g 12014 & 12 % 17 p

DMR100-IRB-175

[ % 2142])
*:xok ¥ 24 1 EPRATUZUMAB

*F rMFLHPF 1032060 17p % 103 & 127 16 P

DMR101-IRB2-274

[##]
*POF L ESRAEE Al Ae P 120158 020 02 B 0 RS
Lo el e WP P R F T RTR R
Pharmacokinetic (PK) samples 14 $ce FiE 3] o A R » e

ArmA g 4 2 F 46 Pharmacokinetic (PK) samples »

CMUH103-REC2-133

v Ak

[f a7 4 <]
*u A 113
*p#p 12014 & 09 * 09 p

10.

CMUH103-REC2-110

CEER REED
* » 1 BAX855 [2014 OCT 17]
*p g 12014 & 10 7 17 B
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11. | DMR98-IRB-218 My s | [(BF+%fL%54])

12. | CMUH103-REC2-106

[{rradpr£p]
*5< & ¢ Clinical Investigator’s Brochure version n° 16

*p g 2014 & 117 27 p

13. | CMUH103-REC2-098 | + % #

[DSMB -2 )
*AGRE AP 1042010 11

14. | DMR101-IRB2-270 v A

[{rradpr£p]
*5 # - Investigator’s Brochure of Onartuzumab, Edition 7, October
2014
*p #p 12014 & 10 ”

15. | CMUH-103-REC2-063 | % 1tt5

[z 242 ]
*E%RE S LA AZD9291

*F rMFLHPF 20142070 17p 3 2005& 017 16 P

16. | CMUH102-REC2-127 L

[{ATar 2p]
*1 & @ Tofacitinib Investigator’s Brochure December 2014
*p g 2014 & 12

[z 22 ]

17. | CMUH102-REC2-089 T E | *#F%EP L4 ARN-509
*% 2PAF2 WA 1032067 23p 3 1034# 127 22 p
[ < 2H4F2 ]
18. | DMR096-IRB-054 LAY | HEREFS L L-BLP2S
% >MApL W 1 2014# 107 01p % 2014 # 127 31 p
[z % 2142 ]
19. | DMR99-IRB-292 RALY | *#®FH LA Darbepoetin alfa
*E >MAFL YR 1032072 01p % 103# 127 31 p
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