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Meropenem =i »x~% 4
e < ft o % SR
A AL R % (CIAD
A fa = A
6. IDMR101-IRB1-246| i3 & < 5N #49 | fs & (F3H— 78 A 80 24 1%~ 27k~ 5
(AR-2) 2 BwEis |4 SRR R S T

7w ~ % A R
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JEE B B AR Fg v PR FIR B
4 (Low HDL-C) m%—‘ﬁ %
¥ % > TIRF o0 statin V5
QI A N e - T
Pa# ) £ 4c b anacetrapib
MG H R vn E wf

7. [CMUH102-REC1-0| #5 4 |3 /38 % 48 & (F3PRINCIPAL : - 37 F B 5.8

2 W & LR A TR L F R
* pazopanib i 45 # i
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R-5) WER Lt (B Bp > SRS sE - L HH
% 59%5?* & Tarceva® (erlotinib);5 %
E ST “fﬁvwa D
IB-1I1A # » EGFR B »
R R AR e Y
L 2] e A
10,PMR98-IRB-077(C| 454 | 4 7 3 # |6 99 & pamino acid oxidase
R-4) R g & A R RFRY| (DAAO) # DAAO & it
* o |mig  |E IS R F R
11DMR98-IRB-179(C| # 4 " "z #4afaf & 183-- BAgis~ e~ 5 ~ 7 724
R-4) ot FER LA 2 TRk iR 0 7 b
ES VIR S AR F AR
e E RO i A%?ﬁi
B o R R T ¥ KL
it re g 14 9% o (COPD) 5 &,
s
12 [DMR100-IRB-134( | # 4 | % 42 56|Y 3100 &|f THEZ A % 35 L5
CR-2) WE M A E R R E T iR Rk %
* ] B S O E L
13 /DMR100-IRB-291( | # % |® %5 g % FRiE 101 #|= RX X pREcH B AT §
CR-1) W (WAAEER RRP G BRI R TR R AR TR
% W f 3 R
14 [DMRIO1-IRB-1-17 | 35 4 |i it 6% FL R & (734 JHSEts ~ 7 ~ 5 ¢ w3
7(CR-1) Rk EFLRLEd % > ¢ #% Denosumab ¥
% Zoledronic  AcidZoledronic|
Acid (Zometa B8 ) 4% ¥
o o AR R ;é—g %
AR
15/DMR101-IRB1-200| # % L5/ 1 # <|p £ (p 7|f DA B R 30 2797
(CR-1) W MR E T ALY e 2 Hiwre N HHEY 2B
% it Bt =
16DMRO7-IRB-245 | #ick it # ¥ & 3%¢ 3 98 & Clozapine gi5 2|44 4 4
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17|]DMR101-IRB1-3 | #c% |* #4 2% if | & 17— 36 % 38 ~Hgds -~ 7

22 k3 BlA B S RAT 0 4

TR S 2% i ok 1

iR #1309 5 42 C

”‘:’Eff}%& G i
Daclatasvir & * £ s3]+
& % Alfa -2a (peglFN Alfa
-2a) 11 % Ribavirin 2_ f »x
e - 2013€ A AL P m R & B R
£ R g Deferasirox = £
£ Deferiprone {4 s 4% »c %

l‘/';’ g r":" I—r‘

18[CMUH102-REC1-0| #it %
07

et
|
"

wHoR
- R
T
A
JENTY
2

Plo EEFATEZ L 2PELED
- BRPEEF AT AR

AR (RBAH)
A= \Bf3£4@\(:;%;1(;};3/\,,]!,0\D12g\\;]vjtg,zf;\Ezg ;’«;‘,A“]‘m]{&)—"&\
FRiTalipAARGE ~CAX P SHARES AT R

FgL 1

€ i DMR100-IRB-137 EFEHA | KL AT

PR R FBP Y ARG FR | FREEF KR | RF e

FE R - BRMEEHRLF AR LI F T AR 44
For scheduled chemotherapy and harvesting Autologous Hematopoietic
Stem Cell. The patient complaints chest tightness, breathe heavily
repeatedly. 21Jun2013 Arrangements Chest Computed Tomography,
finding: Acute type A aortic dissection with hemopericardium. Arrange

W% ™2 it | the emergency ascending aorta replacement on 22Jun2013. After

operation, he was transffered to Surgical Intensive Care Unit for close
following vital sign and medical treatment. Then, he was in a relatively
stable condition and transferred to ward on 03 Jul 2013.The patient
condition was stable, discharged on 09 Jul 2013.

A | A |2 | e | TRAPI | TRAREL (P AT

ERE| ) . 5 .
p Ay pE | #Ew | pHp | AT AR % B % s &
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102/8/1| . . . . 102/9/0 w ¥ A 4p
05002 102/6/21 initial ZL3p Hp . E
5 2 (possible)
[A&R] FEPH
FE. 2.
€ S DMR101-IRB1-207 EE ) | REr LT
FEAFA %Wﬁiﬁﬁiﬁ%ié ?%#%%ﬁ I A
- JE G 2] hm e W R T A X ;‘ﬁ*%*ﬁa B * DRI AT AR
FE A Veliparib & % 2. € 2B f>c2 "~ Fp ~ % - P2 A E grl%]
FaFY

Report from TAIWAN by an investigator of a 56 year old male with
events of Grade

3 SEIZURE and Grade 3 BRAIN EDEMA with blinded study drug in an
IR % 22 F it | Abbott ABT-888 (VELIPARIB) study. The patient had a relevant medical
history of NON-SMALL CELL LUNG CANCER STAGE 4, BONE
METASTASES IN HIP, BONE METASTASES IN SPINE and
SYMPTOMATIC BRAIN METASTASES.

o H4 | i |2 | e |[TEAR TN |3 AT
?g‘ = = o v 1z s g
o P | P || P | EFLEH| MIEMG | ©%
102/8/2 |follow| 102/9/1 B T i A b
3136 102/8/5 2LIE : C
5 up 2 8 (possible)

(k] PR A

= P iR RRS 2R

B% (B 1-7)
1.7= 2.6% 4 & 3.%;2:1}% APt Ko A T FupF 4.8 & A A A A disability
5.AX M 6.F (Tl NP AABGET 7.2 (F}3 kzitt)

6 1 (~m% AD)
AZRFFREFBRA T 2 RECRYG HIARLT DERTH L8

#
FoREAY LR

)23 ’ % 2MAR (WL
AESE | FAp W TR E LI B |
e 3+ %L 5]
VARENICLINE
DMR100-IR 201208560 |Follow-
1. 2012/3/27 TARTRATE;PLA Death 1|1 A
B-128 4 up 1
CEBO
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VARENICLINE
DMR100-IR 201208560 |Follow-
2. 2012/3/27 TARTRATE;PLA Death 1
B-128 4 up 2
CEBO
DMR100-IR 201215858 VARENICLINE
3. 2012/6/21 Initial Death 1
B-128 0 TARTRATE
VARENICLINE;
DMR100-IR 201217393 |Follow-| BUPROPION;NI ]
4. 2012/7/15 Accidental overdose 1
B-128 5 up2 |[COTINE;PLACE
BO
VARENICLINE
DMR100-IR 201122944
5. Unknown Initial | TARTRATE;PLA Aggression 1
B-128 3
CEBO
VARENICLINE
DMR100-IR 201122944 |Follow-
6. Unknown TARTRATE;PLA Aggression 1
B-128 3 up 1
CEBO
VARENICLINE
DMR100-IR 201122944 |Follow-
7. Unknown TARTRATE;PLA Aggression 1
B-128 3 up 6
CEBO
VARENICLINE
DMR100-IR 201122944 |Follow-
8. Unknown TARTRATE;PLA Aggression 1
B-128 3 up 7
CEBO
1. WORSENING
HYPERTENSION
US-JNJFO 2. MYOCARDIAL
DMR101-IR follow o
9. 2012/09/15 | C-2012091 CNTO 136 Liquid INFARCTION 1
B1-217 up 6
0696(6) 3. HYPERCALCEMIA
4. ANEMIA
5. THROMBOCYTOPENIA
1. Alteration of general
Blinded trial
DMR101-IR 2013-BI-14| Follow condition
10. 2013/6/8 B+ IND % &1, . 1
B1-026 513BI(2) | _up1 2. Alteration of general
WA RIS .
condition
" DMR100-IR 1309FRAO0 | follow Pulmonary Varicella [Pneumonia| 1, 2,
' B-091 2013/8/14 00541 up 2 | MK-V212study herpes viral] 3

102 # 09 * 25 p
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1. Multi-organ failure 2.
DMR100-IR 2013-RU-0 | Follow Respiratory failure 3. Sepsis 4.
12. 2013/6/25 Bl 1356 ) o 1,2,3
B-135 0656BP(1) | up1 Bronchial hyperreactivity 5.
Bronchopneumonia
13 DMR100-IR| 2013/7/23 |2013-RU-0| Initial Bl 1356 Ventricular tachycardia 2,3
' B-135 0755BP(0)
DMR100-IR 2013-RD-0 TUMOR OF UNKNOWN
14. 2013/3/15 Initial Bl 1356 2
B-135 0262EU(0) ORIGIN IN LEFT LUNG
2013/3/15 [2013-RD-0 | follow Bl 1356 NON-SMALL CELL LUNG 2
DMR100-IR
15. B.135 0262EU(1)| upl CANCER IN LEFT LUNG,
STAGE 4
DMR100-IR 2013-RD-0 | follow 1 .Non-small cell lung cancer
16. 2012 Nov Bl 1356 ] 1,2
B-135 0262EU(2)| up2 stage 1V 2. Drug eruption
DMR100-IR 2013-RU-0| _ _
17. 2013/6/25 Initial Bl 1356 Respiratory failure 1,2,3
B-135 0656BP(0)
1. ENLARGEMENT OF GALL
BLADDER
2. APPENDICITIS
DMR101-IR THQ2013A AMG706
18. 2013/8/18 FU5 3. COMMON BILE DUCT 1
B1-206 03690 /Placebo
DILATATION
4. BILOMA
5. RESPIRATORY FAILURE
DMR100-IR PL2013010| follow
19. 2013/1/16 HI9X-MC-GBDJ Renal Failure 1
B-225 00868 up 2
DMR100-IR PL2013010| follow
20. 2013/3/26 H9X-MC-GBDJ Renal Failure 1
B-225 00868 up 3
DMR100-IR BR2012040
21. 2012/4/10 Initial | HOX-MC-GBDJ Hypoglycaemic coma 2
B-225 03406
DMR100-IR BR2012040( follow )
22. 2012/5/28 H9X-MC-GBDJ Hypoglycaemic coma 2
B-225 03406 up 1
DMR100-IR HU201203 Pulmonary embolism,
23. 2012/6/20 Initial | H9X-MC-GBDJ ] ) 1
B-225 007404 Cardiogenic shock
DMR100-IR ZA2012070| _
24. 2012/7/12 Initial | H9X-MC-GBDJ Hypoglycaemia 2
B-225 03856
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DMR100-IR PL2012010( Follow
25. 2012/7/17 H9X-MC-GBDJ Death 1 A
B-225 07160 up 2
DMR100-IR BR2011120] Follow Staphylococcal sepsis, Muscle
26. 2012/7/23 H9X-MC-GBDJ ) 1 A
B-225 00073 up 2 atrophy, Asthenia
DMR100-IR BR2011120] Follow
217. 2012/7/23 H9X-MC-GBDJ Hypoglycaemia 2 A
B-225 03195 up 1
DMR100-IR BR2012040( Follow )
28. 2012/7/23 H9X-MC-GBDJ Hypoglycaemic coma 2 A
B-225 03406 up 2
DMR100-IR PL2012010| Follow
29. 2012/8/20 H9X-MC-GBDJ Death 1 A
B-225 07160 up 3
DMR100-IR BR2011120] Follow Staphylococcal sepsis, Muscle
30. 2012/9/25 H9X-MC-GBDJ 1 A
B-225 00073 up 3 atrophy, Muscular weakness
DMR100-IR BR2011120| Follow Staphylococcal sepsis, Muscle
31 2012/10/1 H9X-MC-GBDJ 1 A
B-225 00073 up 4 atrophy, muscular weakness
DMR100-IR CA2012110 Renal Failure acute,
32. 2012/11/2 Initial | HOX-MC-GBDJ ) 2 A
B-225 01104 Hypoglycemia
DMR100-IR CA2012110] Follow Renal Failure acute,
33. 2012/11/21 H9X-MC-GBDJ ) 2 A
B-225 01104 upl Hypoglycemia
#1)
14T-MC-JVBA  [Pneumonia
DMR99-IRB NL2012090| follow )
34. 2012/9/15 PH 111 CP12-1027 |Myalgia 1 A
-245 06731 up 2 .
R-Ph3-1121B Neutropenia
(Code not broken)
#1) _ _
Respiratory failure
14T-MC-JVBA
DMR99-IRB US2011120] follow Fatigue
35. 2011/12/13 PH 111 CP12-1027 1 A
-245 03846 up 4 Pneumonia
R-Ph3-1121B _
Thrombocytopenia
(Code not broken)
#1)
14T-MC-JVBA
DMR99-IRB US2012090( follow
36. 2012/9/7 PH 111 CP12-1027 |Pericardial effusion 1 A
-245 03457 up 2
R-Ph3-1121B
(Code not broken)
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#1)
14T-MC-JVBA  |Pulmonary haemorrhage
DMR99-IRB US2012070( follow
37. 2012/7/25 PH 111 CP12-1027 |Rash 1
-245 07615 up 2
R-Ph3-1121B Fatigue
(Code not broken)
#1)
14T-MC-JVBA
DMR99-IRB BR2012110( follow ) )
38. 2012/1117 PH 111 CP12-1027 |Febrile neutropenia 1
-245 02907 up 1
R-Ph3-1121B
(Code not broken)
Dyspnoea
#1) ) )
Supraventricular tachycardia
14T-MC-JVBA
DMR99-IRB IN2012100 | follow Cough
39. 2012/10/13 PH 111 CP12-1027 ) 1
-245 04950 up 1 Chest pain
R-Ph3-1121B
Tachycardia
(Code not broken) S
Hyperhidrosis
#1)
14T-MC-JVBA
DMR99-IRB AR2012060( follow Cardio-respiratory arrest
40. 2012/6/14 PH 11l CP12-1027 ] 1
-245 05200 up 4 Pulmonary embolism
R-Ph3-1121B
(Code not broken)
#1)
Death
14T-MC-JVBA
DMR99-IRB GB2012100] follow Ascites
41. 2012/10/18 PH 111 CP12-1027 1
-245 06620 up 1l Empyema
R-Ph3-1121B
Dyspnoea
(Code not broken)
2,3,
7
medic
DMR101-IR 2013-1331/|follow-| carfilzomib, al
42. 2013/8/7 colonic perforation
B1-148 vl (1) upl | Dexamethasone impor
tant
condi
tion
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FR-ERFLXF 2 RIS 5K
B } ER VXA EER
AEREL | FAPY i E EI Tk |
5 + Bt 5]
DMR100-IR| 2013/8/14 | 1309FRAQ | follow| MK-V212study |Pulmonary Varicella [Pneumonia| 1&3 | A
= B-091 00541 up 3 herpes viral]
24 DMR100-IR| 2013/8/14 |1309FRAQ | follow| MK-V212study |Pulmonary Varicella [Pneumonia| 1&3 | A
B-091 00541 up 4 herpes viral]
2013/1/11 [1301TURO| follow| MK-V212study worsening of lymphoma 1&3 | A
11678 up 25 [Lymphoma]
Herpes zoster [Herpes zoster]
i DMR100-IR typhlitis [Caecitis]
B-091 colonic perforation [Large
intestine perforation]
Abdominal sepsis [Abdominal
sepsis]
46, DMR100-IR| 2013/8/14 | 1309FRAO0 | follow| MK-V212study |Pulmonary Varicella [Pneumonia| 1&3 | A
B-091 00541 up 5 herpes viral]
DMR100-IR| 2013/8/14 | 1309FRAQ | follow| MK-V212study |Pulmonary Varicella [Pneumonia| 1&3 | A
A B-091 00541 | up6 herpes viral]
2013/5/22 [TPG2013A| Initial | TAK-875 CODE DEATH 1
DMU101-IR 00664 NOT
. B1-176 BROKEN(FASIG
LIFAM) A
2013/5/22 [TPG2013A | Follow [ FASIGLIFAM DEATH natural causes 1
DMU101-IR 00664 upl CODE NOT
. B1-176 BROKEN(FASIG
LIFAM)
2012/9/27 | TPA2012A | Follow | TAK-875 CODE Severe Hypoglycemia 2, A
07419 up 1 NOT 7(Req
DMU101-IR BROKEN(FASIG uired
>0 B1-176 LIFAM) Interv
entio
n)
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2013/6/3 | TPA2013A | Follow | FASIGLIFAM | ABDOMINAL PAIN; ACUTE | 2, 3,
04635 up 1 CODE NOT PANCREATITIS 7(Req
DMU101-IR BROKEN(FASIG uired
>t B1-176 LIFAM) Interv
entio
n) A
2013/6/5 |TPG2013A| Initial | FASIGLIFAM Cancer of lower thinds of the |[1,2,3
- DMU101-IR 00801 CODE NOT sigmoid colon
B1-176 BROKEN(FASIG
LIFAM) A
2013/5/22 [TPG2013A | Follow | FASIGLIFAM DEATH natural causes 1
DMU101-IR 00664 up 2 CODE NOT
>3 B1-176 BROKEN(FASIG
LIFAM) A
2012/9/26 [TPA2013A/| Initial | FASIGLIFAM WORSENING CHRONIC 2
- DMU101-IR 07285 CODE NOT KIDNEY DISEASE
B1-176 BROKEN(FASIG
LIFAM) A
2013/6/5 |TPG2013A|Follow| FASIGLIFAM Cancer of lower thinds of the | 2,3 | A
- DMU101-IR 00801 up 1 CODE NOT sigmoid colon
B1-176 BROKEN(FASIG
LIFAM)
2013/6/3 | TPA2013A |Follow-| FASIGLIFAM | ABDOMINAL PAIN; ACUTE |2,3,| A
04635 up 2 CODE NOT PANCREATITIS 7(Req
DMU101-IR BROKEN(FASIG uired
> B1-176 LIFAM) Interv
entio
n)
2013/6/5 |TPG2013A|Follow| FASIGLIFAM Cancer of lower thinds of the 3 A
57 DMU101-IR 00801 up 1 CODE NOT sigmoid colon
B1-176 BROKEN(FASIG
LIFAM)
- DMR100-IR 2013/1/27 2013-RU-0 initial B¢ IND % 5% | RUPTURE OF THORACIC . A
B-152 0116BP(0) N £ AORTIC ANEURYSM

[A3k] FRAVH
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DMR101-IRB1-110

[{A7a454<p ]

*u2 A 1 2013-06-27

*p 8 1 2013-06-27

[ 2% 232 ]
REREP LA

* rMFLHPF o E P I

DMR101-IRB1-123

[Z37a41£p ]

*5 A 1 10.0

*p #p : 102-7-08

(GEIEIET R -E
FRREP LH
*XAMIFLHPEF EY P 2

DMR101-IRB1-026

[{ 372454 )

xR A 114

*p #p @ 102-7-04

[ 2% 232 ]
FRRES L
*ErMFELPF £ P 3

CMUH102-REC1-0
44

[{a7i8 4 2p]
Umeclidinium (GSK573719) Investigator’s
Brochure: RM2006/00835/09
A 9
*p #p  16-APR-2013
Vilanterol (GW642444) Investigator’s Brochure:
SM2003/00028/10
A 11
*p #p  31-JUL-2012

DMR101-IRB1-262

WL F AR AR 222
A B

HIV & v 3

DMR99-IRB-158

[z % 2402 ]

*R% E P A4 Alogliptin(SYR_320)

*F AMARLHF 102E 70 1p % 102 £ 8
1 p

DMR101-IRB1-319

[z % 242 ]
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126
[ % 2144 ]
*R5 ¥ L4 ¢ Etanercept
8. | DMR101-IRB1-113 | ¥ %m | "
PAT ok apdp 2@ i 10180 3p 3 102 & 2
2 p
[z % 2144 ]
0. |DMROO-IRB-267 | § 5 | oo rd v LY2127399
% pMAFA W c101E 120 1p %102 #£5
131 ¢
[z =% 2142 ]
*:E % & ¢ AL © Brentuximab vedothin
- . 1% ¥
10. | DMRIDL-IRB1-284 | 3% = = 1 . PHFL2HFI0LESY 1P 3 102 £ 67
30 p
[z =% 2142 ]
*ik% 1 4E 1 AC-201-GOU-001
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11| DMRIOLIRBL262 | 5 5 1 g ML YF102E10 239 2102 £5
120 B
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