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3,7:
impor
DMR101-IR 2013SE861 Common Bile Dust|tant
1. 2013/11/19 Initial CAZ-AVI A
B-1-079 03 Obstruction medic
al

event

3,7:
impor
DMR101-IR 2013SE861 |Follow Common Bile Dust|tant
2. 2013/11/19 CAZ-AVI A
B-1-079 03 up 1 Obstruction medic
al

event

213!41
7.

Multiple Occurrences of|impor
DMR101-IR 2013SE865 [Follow
3. 2013/10/12 CAZ-AVI Incomplete Intestinaltant |A
B-1-079 05 up 1 ) )
Obstruction medic
al

event

213741

impor
DMR101-IR 2013SE865 [Follow Incomplete Intestinal P
4. 2013/10/12 CAZ-AVI tant [A
B-1-079 05 up 2 Obstruction )
medic

al

event
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2,3,4,
7:
~|impor
DMR101-IR 2013SE865 [Follow Incomplete Intestinal
5. 2013/10/12 CAZ-AVI ) tant |A
B-1-079 05 up 3 Obstruction ]
medic
al
event
T
impor
DMR101-IR 2013SE917 Abscess of The Rightjtant
6. 2013/12/13 Initial CAZ-AVI A
B-1-079 51 Kidney medic
al
event
DMR101-IR 2014SE048 Hyperkalaemia/
7. 2014/1/21 Initial CAZ-AVI 2 A
B-1-079 90 Hyponatraemia
2,7:
_ |impor
Drug Interaction/
DMR101-IR 2014SE048 |Follow tant
8. 2014/1/21 CAZ-AVI Hyperkalaemia/ A
B-1-079 90 up 1 ) medic
Hyponatraemia
al
event
2,7:
impor
Drug Interaction/
DMR101-IR 2014SE048 |Follow ) tant
9. 2014/1/21 CAZ-AVI Hyperkalaemia/ A
B-1-079 90 up 2 ) medic
Hyponatraemia
al
event
2,7:
impor
Drug Interaction/
DMR101-IR 2014SE048 |Follow ) tant
10. 2014/1/21 CAZ-AVI Hyperkalaemia/ A
B-1-079 90 up 3 ) medic
Hyponatraemia
al
event
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2,7:
_ |impor
Drug Interaction/
DMR101-IR 2014SE048 |Follow ) tant
11. 2014/1/21 CAZ-AVI Hyperkalaemia/ A
B-1-079 90 up 4 ) medic
Hyponatraemia
al
event
3,7:
N impor
Acute Thrombophlebitis of
DMR101-IR 2014SE050 tant
12. 2014/1/18 Initial CAZ-AVI Superficial Vein of Right A
B-1-079 03 medic
Leg
al
event
3,7:
. impor
Acute Thrombophlebitis of
DMR101-IR 2014SE050 |Follow o ) ~ |tant
13. 2014/1/18 CAZ-AVI Superficial Vein of Right A
B-1-079 03 up 1 medic
Leg
al
event
3,7:
. impor
Acute Thrombophlebitis of
DMR101-IR 2014SE050 |Follow tant
14. 2014/1/18 CAZ-AVI Superficial Vein of Right A
B-1-079 03 up 2 medic
Leg
al
event
DMR101-IR 2014SE055 | o
15. 2013/12/15 Initial CAZ-AVI Irritative Bowel Syndrome |3 A
B-1-079 36
3,7:
impor
DMR101-IR 2014SE085 Perforation of The Small|tant
16. 2014/2/2 Initial CAZ-AVI A
B-1-079 84 Intestine medic
al
event
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3,7
impor
DMR101-IR 2014SE085 [Follow Perforation of The Smalljtant
17. 2014/2/2 CAZ-AVI A
B-1-079 84 up 1 Intestine medic
al
event
T
impor
DMR101-IR 2014SE092 tant
18. 2014/2/5 Initial CAZ-AVI Liver Dysfunction A
B-1-079 21 medic
al
event
DMR101-IR 2013-1724( |Follow  [Bortezomib, )
19. 2013/10/25 Cardiac arrest 1 A
B1-148 2) up 2 Dexamethasone
US-JNJFO
DMR101-IR follow up|CNTO 136
20. 2014/3/12 |C-2014031 "1. ARDS
B1-217 2 Liquid
2660(2)
2. GRAM
CMUH102-
21. NEGATIVE [1,2,3 A
REC1-024
SEPSIS"
Face oedema; Eye oedema;
DMR101-IR HU-MEN-0 Dexketoprofen /
22. 2013/10/11 Initial Larynx oedema;(2,3 (A
B1-307 33047 Tramadol ]
Haematuria
2014-406-T
DMR101-IR N
23. 2014/3/28  |[WN-00005(|Initial P1101 Anal abscess 3 A
B1-217
0)
US-JNJFO
DMR101-IR CNTO 136]"1. GRAM NEGATIVE
24, 2014/3/12 |C-2014031 [lnitial
B1-215 Liquid SEPSIS
2660(1)
DMR101-IR
25. 2.ARDS" ]1,2,3 A
B1-217
US-JNJFO SIRUKUMAB
DMR101-IR follow up "1. DIVERTICULAR
26. 2014/2/9 C-2014020 (SIRUKUMAB)
B1-215 2 o ABSCESS
6961(2) Liquid
103 # 05 * 07 p % 25 F % 3B |




ﬂmﬁﬁkﬁgﬁaﬁ&pz'ﬂi g% TALE €
- FPRZERFIZBREHREE(L oK)
B > ARER 2 8
€ S (AP E e 3R R G
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2
DMR101-IR
217. DIVERTIC (2,3 A
B1-217
ULITIS"
US-JNJFO "1. OSTEOMYELITIS
DMR100-IR follow up|CNTO 136
28. 2013/11/22 |C-2013111 RIGHT LOWER
B-091 7 Liquid
6766(7) EXTREMITY
DMR101-IR
29. 2. SEPSIS" 2,34 A
B1-148
US-JNJFO SIRUKUMAB
DMR98-IRB o "1. DIVERTICULAR
30. 2014/2/9 C-2014020 {lnitial (SIRUKUMAB)
-118 o ABSCESS
6961(0) Liquid
2
DMR98-IRB
31. DIVERTIC |2,3 A
-118
ULITIS"
US-JNJFO "1. OSTEOMYELITIS
DMR98-IRB follow up|CNTO 136
32. 2013/11/22 |C-2013111 RIGHT LOWER
-118 6 Liquid
6766(6) EXTREMITY
DMR98-IRB
33. 2. SEPSIS" |2,3,4 A
-118
DMR101-IR 1401DEUO |follow up ] )
34. 2014/1/22 MK-V212study [Sepsis [Sepsis] 2 A
B1-148 14227 6
DMR101-IR 2014-0794 | Bortezomib, ) ]
35. 2014/4/9 Initial Acute respiratory failure |2 A
B1-137 () Dexamethasone
DMR101-IR 0808USA0 | MK-0653A o
36. 2008/7/28 initial Carcinoid 1 A
B1-137 1107 Study
DMR101-IR 1211USAQ |[FOLLO [MK-0653A
37. 2012/10/30 Lung Carcinoma 2 A
B1-137 03661 WUP: 1 |Study
DMR101-IR 1404SGPO1| MK-0653A _
38. 2014/3/17 initial Adenocarcinoma of colon |2 A
B1-137 2375 Study
DMR101-IR 1404SGPO1|Follow |MK-0653A )
39. 2014/3/17 Adenocarcinoma of colon |2 A
B1-137 2375 up-2 Study
DMR101-IR 2014-0794 |Follow-u [Bortezomib, ) )
40. 2014/4/9 Acute respiratory failure |2 A
B1-137 @ pl Dexamethasone
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Abnormailty high level
Aspartate
DMR101-IR 2013SE468 | Ceftazidime-Avi [aminotransferase/
41, 2013/6/9 Initial 3 A
B1-137 55 bactam Abnormailty high level
alanine
aminotransferase/Fever
Abnormailty high level
Aspartate
DMR101-IR 2013SE468 [Follow [Ceftazidime-Avi |aminotransferase/
42. 2013/6/9 ) ) A
B1-137 55 up 1 bactam Abnormailty high level
alanine
aminotransferase/Fever
1,2,3,
4.7
mport
DMR101-IR 2013SE511| Ceftazidime-Avi )
43. 2013/7/5 Initial Heart failure ant [A
B1-137 73 bactam )
medic
al
event
1,2,3,
4.7:i
mport
DMR101-IR 2013SE511 |Follow  [Ceftazidime-Avi )
44, 2013/7/5 Heart failure ant |[A
B1-137 73 up 1 bactam )
medic
al
event
1.2.3.
4.7:i
o ) mport
DMR101-IR 2013SE511 |Follow  [Ceftazidime-Avi )
45, 2013/7/5 Heart failure ant [A
B1-137 73 up 2 bactam )
medic
al
event

103 & 05 % 07 p




PRFRCEEHRFRLR
-~ FR=ERF

I=x

1
[

3]
f &

gyrbh

(1 RiK)

€§"$ﬁiﬁ€

£ § b

AP

> aF
2+ S5

IF 24 up
5|

\+§’é¥

¥ 4t

I ANt

¥

2Pt

P

46.

DMR101-IR
B1-137

2013/9/5

2013SE679
28

Initial

Ceftazidime-Avi

bactam

Necrosis of colostoma

3,7:i
mport
ant
medic
al

event

47.

DMR101-IR
B1-137

2013/9/5

2013SE679
28

Follow

up 1

Ceftazidime-Avi

bactam

Necrosis of colostoma

3,7
mport
ant
medic
al

event

48.

DMR101-IR
B1-137

2013/10/12

2013SE865
05

Initial

Ceftazidime-Avi

bactam

Incomplete

Obstruction

Intestinal

2,34,
7:imp
ortant
medic
al

event

49,

DMR101-IR
B1-137

2013/10/12

2013SE865
05

Follow

up 1

Ceftazidime-Avi

bactam

Incomplete

Obstruction

Intestinal

2,34,
7:imp
ortant
medic
al

event

50.

DMR101-IR
B1-137

2013/10/12

2013SE865
05

Follow

up 2

Ceftazidime-Avi

bactam

Incomplete

Obstruction

Intestinal

2,34,
7:imp
ortant
medic
al

event
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2,34,
7:imp
DMR101-IR 2013SE865 |Follow  [Ceftazidime-Avi [Incomplete Intestinal|ortant
51. 2013/10/12 ) A
B1-137 05 up 3 bactam Obstruction medic
al
event
DMR101-IR 2014SE048 Ceftazidime-Avi |Hyperkalaemia/
52. 2014/1/21 Initial 2 A
B1-137 90 bactam Hyponatraemia
2,7
_ [mport
Drug Interaction/
DMR101-IR 2014SE048 |Follow  [Ceftazidime-Avi ant
53. 2014/1/21 Hyperkalaemia/ A
B1-137 90 up 1 bactam . medic
Hyponatraemia
al
event
2,7
_ [mport
Drug Interaction/
DMR101-IR 2014SE048 |Follow  [Ceftazidime-Avi ant
54. 2014/1/21 Hyperkalaemia/ A
B1-137 90 up 2 bactam ) medic
Hyponatraemia
al
event
2,7
~ |mport
Drug Interaction/
DMR101-IR 2014SE048 |Follow  [Ceftazidime-Avi ant
55. 2014/1/21 Hyperkalaemia/ A
B1-137 90 up 3 bactam ) medic
Hyponatraemia
al
event
2,7
~ [mport
Drug Interaction/
DMR101-IR 2014SE048 |Follow [Ceftazidime-Avi ) ant
56. 2014/1/21 Hyperkalaemia/ A
B1-137 90 up 4 bactam ) medic
Hyponatraemia
al
event
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7:imp
ortant
DMR101-IR 2014SE092 Ceftazidime-Avi
57. 2014/2/5 Initial Liver Dysfunction medic|A
B1-137 21 bactam
al
event
7:imp
ortant
DMR101-IR 2014SE092 |Follow [Ceftazidime-Avi| . .
58. 2014/2/5 Liver Dysfunction medic|A
B1-137 21 up 1 bactam |
a
event
7:imp
ortant
DMR101-IR 2014SE092 |Follow [Ceftazidime-Avi| . .
59. 2014/2/5 Liver Dysfunction medic|A
B1-137 21 up 2 bactam |
a
event
DMR101-IR 2014SE167 Ceftazidime-Avi [Hypoglycemia secondary
60. 2014/2/18 Initial ) A
B1-137 91 bactam to oral hypoglycemic agent
7:imp
o ) ) ortant
DMR101-IR 2014SE221 Ceftazidime-Avi [Mental disorders/ Severe
61. 2014/3/27 Initial medic|A
B1-137 93 bactam abdominal distension |
a
event
7:imp
o ) ~|ortant
DMR101-IR 2013SE917 Ceftazidime-Avi [Abscess of The Right
62. 2013/12/13 Initial medic|A
B1-137 51 bactam Kidney |
a
event
7:imp
o ) ~|ortant
DMR101-IR 2013SE917 |Follow  [Ceftazidime-Avi|Abscess of The Right )
63. 2013/12/13 ] medic|A
B1-137 51 up 1 bactam Kidney |
a
event
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3,7
- mport
Acute Thrombophlebitis of
DMR101-IR 2014SE050 | Ceftazidime-Avi o . _ Jant
64. 2014/1/18 Initial Superficial Vein of Right A
B1-137 03 bactam medic
Leg
al
event
3,7
. mport
o _|Acute Thrombophlebitis of
DMR101-IR 2014SE050 |Follow  [Ceftazidime-Avi o . ~ Jant
65. 2014/1/18 Superficial Vein of Right A
B1-137 03 up 1 bactam medic
Leg
al
event
3,7
. mport
Acute Thrombophlebitis of
DMR101-IR 2014SEQ50 [Follow  [Ceftazidime-Avi ant
66. 2014/1/18 Superficial Vein of Right A
B1-137 03 up 2 bactam medic
Leg
al
event
DMR101-IR 2014SE055 Ceftazidime-Avi
67. 2013/12/15 Initial Irritative Bowel Syndrome |3 A
B1-137 36 bactam
3,7:i
mport
DMR101-IR 2013SE861 Ceftazidime-Avi [Common Bile Dust|ant
68. 2013/11/19 Initial A
B1-137 03 bactam Obstruction medic
al
event
3,7:i
mport
DMR101-IR 2013SE861 |Follow [Ceftazidime-Avi [Common Bile Dust|ant
69. 2013/11/19 ) A
B1-137 03 up 1 bactam Obstruction medic
al
event
DMR101-IR 2013SE127| Ceftazidime-Avi ]
70. 2013/2/16 Initial Pulmonary congestion 3 A
B1-137 67 bactam
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DMR101-IR 2013SE127 [Follow |Ceftazidime-Avi
71. 2013/2/16 Pulmonary congestion 3 A
B1-137 67 up 1 bactam
DMR101-IR 2013SE127 [Follow  [Ceftazidime-Avi
72. 2013/2/16 Pulmonary congestion 3 A
B1-207 67 up 2 bactam
[&] FiHH -
®~ FREALIFHAFZR
E .
)% e o FENG
1. | DMR101-IRB1-137 | 2 = %" (57 cigf o]
| *E e p Hp 12014200 25 p
[ % 2P4#2]
*:E% &4 4L - Linagliptin (Bl 1356)
*HFELHHF 20132 10% 01 p 1 2013
2. | DMR100-IRB-135 FE T | E 127 31 P
[{Fra#FsEp])
*ie A \ersion 12
*p g 2013 & 12 % 02
] [ 57 il v &)
3. | DMR101-IRB-1-079 | 3 %% A s p 20145 20 25
(2]
RE L S FREd B E L FLlAE
4. | DMRI100-IRB-141 | #%fa g | flina & gyl o
2. Fr4cyk Fisher o @ 34 & 4 2 (ThermoFisher
scientific complaint report)
[{ATa4 1 2]
*5 & Investigator’s Brochure, Perjeta®
5. | DMR 99 -IRB-042 EN S .
(Pertuzumab), 13th Version
*p # @ February 2014
[{ 72 #F 4 2 p4T40])
*5< A @ Investigator's Brochure version 8,
6. | DMR 99-IRB-252 3 &% | Addendum 1
*p # : March 2014
(GEIEIEICE S
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PRFETEARFRELRRLAEE-FELR G
FTRZERFIZEAERES(L oK)
21
B * ¢ % 1‘1;& FEPF
*RSRE 4 AL trastuzumab emtansine
*g > MER 2 E R 1 16th Apr. 2013 to 15th Oct.
2013
[z % 21482 ]
*RSRE 4 AL trastuzumab emtansine
>34 B 16th Oct. 2013 to 21st Feb.
2014
[T 4 2p])
7. | DMR99-IRB-101 LA 4> | *5 A ¢ Investigator’s Brochure : Edition 8
*p ¥ : FEB 2014
[{37i454 £p)
8. | DMR99-IRB-102 Ll#¥> | *4K A 1 Investigator’s Brochure : Edition 8
*p ¥ : FEB 2014
[LATar2p]
9. CMUH102-REC1-0 §1 5 *u A ¢ lbrutinib(PCI-32765) Addendum 1 to
67 Investigator’s Brochure Version 7
* Date : 13 December 2013
GELER-RED
10. gg"UHloz'RECLO % 47 £ | *% 4 : Edition No: 14, FINAL 2013-10-16
*p g 2013 % 10 16 p
11. | DMR97-IRB-082 (S AN CE RS ALY
12. | DMR101-IRB1-279 | v 4tih | [ %= %32 % 4]
13. | DMR100-IRB-275 | % ®i% | [#% 3 %42 % 3]
CMUH102-REC1-0 | ., . .. (L7721 #E c ]
14. 23 4 % | *3x A Edition 8
*p #p: FEB-2014
[{araf s )
15. | DMR101-IRB1-204 | £ 24 & | *3= 4 : Edition 8
*p # 12014 # 02 * (Feb2014)
[{a7ad4 2p]
16. | DMR101-IRB1-281 | # % = | *= 4 : Addendum 01 to IB #11 for BMS-914143
*pHEp 12014 & 027 21 p
[z % 21482 ]
17. | DMR100-IRB-015 3R | FRRE & 4L - Afatinib

THIFLHEF 102+ 107 01 p 3 102 &

103 & 05 % 07 p
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PREFAEETMRFREIRRLAR (N -FAL44
FTRZERFIZEAERES(L oK)
21
B B * ¢ S 1‘1;& FEMF
12 7 31 p
CEEERETD
18. | DMR101-IRB1-062 | 5k-“#% | *3x A& @ October 2013
*p #p 1102 10 % 01 p
19. | DMR98-IRB-178 Bk | [$%3%F24 3]
[(FaiFsEp])
20. | DMR101-IRB1-063 | * # & | *»x A : Version No. 12.
*p #2014 # 01 08 p
GELER-RED
21. | DMR-101-IRB1-052 | ¥8 & = | *3< & : Vv4.0
*p #p © 26 November 2013
. [ 59 wid iz )
22. | DMR100-IRB-171 %mﬂ‘ﬁ X2 p g 1103 £ 04 7 01
(GEERE R
23. ;MUHlOZ'RECl'O W F & | *4E 4 : Edition 14
*p # @ release date: 20-Mar-2014
(GEIEIEIEE S|
24. | DMR101-IRB1-308 | 5k /%3 | *3#%k &4 & fi: MK3102
*% 43R4 Hp 7 27Jul2013 to 26Jan2014
25. | DMR-100-IRB-277 | £t | [$% %<4 4 4]
[{Fra#FsEp])
26. | DMR101-IRB1-241 | 3% 3¥ & | *ix % : Investigator’s Brochure Edition 14
*p #p 12014 & 03 % 20
27. | DMR 99-IRB-044 iRE | [BEx3%#24 23]
(L34 fa]
28 CMUH102-REC1-0 a *1x 4~ @ Protocol Administrative Changes and
85 Clarifications for Study A3921125_04Mar2014
*p#p i d 2014 %037 04p
[ 4 6]
*5x & Protocol Administrative Changes and
Clarifications for Study A3921091 23Feb2014
CMUH102-REC1-0 | .. . | _ )
29. TLn |(*p#hF~2014%02" 28¢p

83

*1 & ¢ Protocol Administrative Changes and
Clarifications for Study A3921091_04Mar2014
*pE g ~2014%03"° 04p
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P B * £ S ;;E FEAPMF
[z =% 2142 ]
30. | DMR101-IRB1-113 | + 5/

*E% & LA ETANERCEPT
*% > a2 H L 03Aug2013-02Feb2014

31.

DMR98-IRB-118 EE N

(2% 2pH42]
*E % & LA Wtorin 10/40mg or Simvastatin
40mg or Vytorin 10/80mg
>M3r £ & F : Blinded Serious Adverse
Reaction Line listing Report (Reporting Period:
11-MAR-2013 to 10-SEP-2013)

24 - g (LR 004)
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