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CMUH103- C- follow up| RIVAROXABA
1. 2015/5/25 1.STENT THROMBOSIS | 123 | A
REC1-087 201505175 2 N
33(2)
brentuximab
vedotin,
DMR101-IR 2015SGNO
2. 2015/9/17 FU1 vincristine,  [Sepsis, Acute Heart Failure| 1.2 A
B1-284 1510
Cyclophosphami
de, Doxorubicin
105# 05 % 11 p % 20 R % 33|
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brentuximab
vedotin,
DMR101-IR 2015SGNO
3. 2015/1/31 FU2 vincristine, Death,Erysipelas 1
B1-284 0390 ]
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO
4, unknown FUl vincristine, Cardiac Arrest 1
B1-284 1854
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO
5. unknown FU2 vincristine, Cardiac Arrest 1
B1-284 1854
Cyclophosphami
de, Doxorubicin
brentuximab
vedotin,
DMR101-IR 2015SGNO o _
6. 2015/11/19 FU3 vincristine, Cardiac Arrest 1
B1-284 1854 )
Cyclophosphami
de, Doxorubicin
CMUH102- 2015-01431|follow up
7. 2015/3/10 Idelalisib Septic shock 1
REC1-099 11 2
CMUH102- 2015-01700|follow up o . )
8. 2015/8/12 Idelalisib Febrile episode 1
REC1-099 21 1
CMUH102- 2015-01827 - o ) )
9. 2015/11/11 Initial Idelalisib Lung infection grade 3 1
REC1-099 19
CMUH102- 2015-01827|follow up
10. 2015/11/11 Idelalisib Lung infection grade 3 1
REC1-099 19 1
CMUH102- 2016-01970 gastroduodenal artery
11. 2016/2/4 Initial Idelalisib 2
REC1-099 15 aneurysm
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Other
impor
CMUH104- PDM(TW)2
2016/3/23 Initial ONO-4538 Pleural effusion tant
REC1-126 0160017 ]
medic
al
event
CMUH102- EC-2015-0 SORAFENIB | Anorexia, Asthenia, Drug
13. 2015/5/6 FU ) ) A
REC1-053 06797 TOSILATE | overdose, Abdominal pain
CMUH102- EC-2015-0 SORAFENIB Respiratory failure,
14. 2015/7/15 FU A
REC1-053 08595 TOSILATE Pulmonary embolism
CMUH102- EC-2015-0 SORAFENIB | Liver failure, Duodenal
15. 2014/12/30 FU A
REC1-053 03330 TOSILATE ulcer haemorrhage
CMUH102- EC-2015-0 SORAFENIB | Aortic dissection, Cerebral
16. 2015/3/16 FU A
REC1-053 04981 TOSILATE hemorrhage
MK-3475 intestinal perforation
CMUH103- 1603PEROO(follow up ] o
17. 2016/3/2 (pembrolizumab | secundary to diverticulum A
REC1-123 4463 2 o ]
) [Diverticular perforation]
dyspnea [Dyspnoea
MK.3475 yspnea [Dyspnoea]
CMUH103- 1603THAO |follow up ) Fracture of C2 due to
18. 2016/3/17 (pembrolizumab A
REC1-123 10418 2 ) accidental fell [Cervical
vertebral fracture]
Other Serious Criteria:
Medically Significant
MK-3475 chronic respiratory failure
CMUH103- 1604BRAO [follow up ) ) )
19. 2016/4/4 (pembrolizumab [Chronic respiratory A
REC1-123 02350 2 )
) failure]
encephalopathy
[Encephalopathy]
Other Serious Criteria:
MK-3475 ) o
CMUH103- 1604BRA0 Medically Significant
20. 2016/4/4 initial [ (pembrolizumab A
REC1-123 02350 ) encephalopathy
[Encephalopathy]
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21.

CMUH103-
REC1-123

2016/4/4

1604BRA0
02350

follow up
1

MK-3475

)

(pembrolizumab

Other Serious Criteria:
Medically Significant
encephalopathy
[Encephalopathy]

1.2.3

22,

CMUH103-
REC1-044

2016/2/18

2016_0046
48

Initial

ASC-01

rtraline
Combination)
and Sertraline

Tablet

(Aripiprazole/Se

Hepatitis [Hepatitis]
Alanine Transaminase
(ALT) increase [ALT
increased]
Aspartate
Aminotransferase (AST)
increase [AST increased]
Gamma-glutamyl
Transferase (GGT)
increase [GGT increased]
Alkaline Phosphatase
increase [Alkaline
phosphatase increased]
Hepatic nodules (1.2cm)
[Liver nodule]

Gall bladder polyp
[Gallbladder polyp]
Splenomegaly
[Splenomegaly]

Hepatic lesion [Hepatic

lesion]
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Hepatitis [Hepatitis]
Alanine Transaminase
(ALT) increase [ALT
increased]
Aspartate
Aminotransferase (AST)
increase [AST increased]
Gamma-glutamyl
ASC-01 J Y
. Transferase (GGT)
(Aripiprazole/Se| ]
) increase [GGT increased]
2016_0046 [follow up rtraline ]
23. | CMUH103- | 2016/2/18 o Alkaline Phosphatase 6 A
48 1 Combination)
REC1-044 increase [Alkaline
and Sertraline )
phosphatase increased]
Tablet )
Hepatic nodules (1.2cm)
[Liver nodule]
Gall bladder polyp
[Gallbladder polyp]
Splenomegaly
[Splenomegaly]
Hepatic lesion [Hepatic
lesion]
CMUH103- ZERIA-201 7360/ placebo
24, 19Mar2015 Initial Cellulitis 3 A
REC1-021 5-00091 and Gemcitabine
CMUH103- ZERIA-201| follow | Z360/ placebo
25. 19Mar2015 Cellulitis 3 A
REC1-021 5-00091 upl |and Gemcitabine
CMUH103- ZERIA-201|follow up| Z360/ placebo
26. 19Mar2015 Cellulitis 3 A
REC1-021 5-00091 5 and Gemcitabine
1. HAEMORRHAGIC
GB-INJFO
CMUH103- follow up| RIVAROXABA STROKE
217. 2015/10/13 | C-2015101 123 | A
REC1-087 4 N 2. RESPIRATORY
1145(4)
ARREST
Atezolizumab(A
CMUH103- PANCREATITIS
28. 2016/2/19 | 1716132 Intial | TEZOLIZUMA o 2,3 A
REC1-126 B) (Pancreatitis)
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GENERAL STATE
CMUH103- Vinflunine(VIN DETERIORATION
29. 2016/2/9 | 1709884 Intial 23 | A
REC1-126 FLUNINE) (General physical health
deterioration)
MK-3475 o ]
CMUH104- 1604USAO |follow up ) injury to carotid artery
30. 2016/3/30 (pembrolizumab 23 | A
REC1-039 01131 1 ) [Arterial injury]
Hypercalcaemia
[Hypercalcaemia]
Generalised body
weakness (asthenia)
MK-3475
CMUH104- 1512MY S0 |follow up [Asthenia]
31. 2015/12/7 (pembrolizumab 23 | A
REC1-039 06911 12 ) weight loss [Weight
decreased]
Tumour bleed-contact
bleeding [Tumour
haemorrhage]
septic shock [Septic shock]
MK-3475
renal failure [Renal failure]
CMUH104- 1602BRAO (follow up [ (pembrolizumab
32. 2015/12/16 hypokalemia 123 A
REC1-039 06046 6 ) )
[Hypokalaemia]
CISPLATIN
diarrhea [Diarrhoea]
MK-3475 hemorrhage
CMUH104- 1507RUSO [follow up|(pembrolizumab [Haemorrhage]
33. 2015/7/10 ) ) 113 A
REC1-039 06951 12 ) febrile neutropenia [Febrile
CISPLATIN neutropenia]
septic shock [Septic shock]
MK-3475 acute renal failure [Acute
CMUH104- 1602BRAO [follow up | (pembrolizumab kidney injury]
34. 2015/12/16 ) 1231 A
REC1-039 06046 07 ) hypokalemia
CISPLATIN [Hypokalaemia]
diarrhea [Diarrhoea]
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Multiple organ dysfunction
[Multi-organ failure]
Platelet count decreased
MK-3475
] [Platelet count decreased]
CMUH104- 1602BRAO (follow up [ (pembrolizumab
35. 2016/2/10 Anemia [Anaemia] 131 A
REC1-039 06458 03 )
Acute renal failure [Acute
CISPLATIN ) o
kidney injury]
Acute renal failure [Acute
kidney injury]
Massive pericardial
effusion [Pericardial
MK-3475 effusion]
CMUH103- 1510MYS0 |follow up ) ) )
36. 2015/10/19 (pembrolizumab| hypoxic brain damage |[1.2.3| A
REC1-123 09577 13 o
) [Brain injury]
worsening trachea stenosis
[Tracheal stenosis]
AU-INJFO
CMUH103- follow up| DARATUMUM | 1. KERATITIS CAUSED
37. 2015/9/4 | C-2015090 234 | A
REC1-075 10 AB BY FUSARIUM
4782(10)
ES-JNJFO
CMUH103- follow up| DARATUMUM
38. 2016/3/17 |C-2015031 1. SEPTIC SHOCK 123 | A
REC1-075 4 AB
4273(4)
septic shock [Septic shock]
acute renal failure [Acute
kidney injur
MK-3475 Y .y]
) hypokalemia
CMUH104- 1602BRAO [follow up|(pembrolizumab )
39. 2015/12/16 [Hypokalaemia] 1231 A
REC1-039 06046 08 ) ) )
neutropenia [Neutropenia]
CISPLATIN
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
DMR100-IR 1401DEUO |follow up _ )
40. 2014/1/22 MK-V212 Study Sepsis [Sepsis] 23| A
B-091 14227 10
DMR100-IR 1401DEUO |follow up _ )
41. 2014/1/22 MK-V212 Study Sepsis [Sepsis] 23| A
B-091 14227 11
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Enzalutamide
Blinded . .
CMUH102- 2015JP016 | Follow Respiratory failure
42. 2015/7/25 (PLACEBO) ) ) 1
REC1-068 111 Upl ) [Respiratory failure]
Formulation
unknown
Enzalutamide
Blinded
CMUH102- 2016JP000 | Follow Unknown cause of death
43. 2016/1/3 (PLACEBO) 1
REC1-068 388 Up3 ) [Death]
Formulation
unknown
Enzalutamide | Cardiac arrest (pulseless
CMUH102- 2016JP001 Blinded electrical activity status
44, 2016/1/16 Initial ) ) 1,3
REC1-068 073 (Enzalutamide) [post CPCR without ROSC)
Capsule [Cardiac arrest]
Dressler's syndrome
suspected [Dressler's
Enzalutamide syndrome]
CMUH102- 2016US003| Follow ) )
45, 2016/1/16 (ENZALUTAM| Heart failure [Cardiac | 1,2,3
REC1-068 654 Upl )
IDE) Capsule failure]
Cardiogenic shock
[Cardiogenic shock]
) Rectal bleed [Rectal
Enzalutamide
CMUH102- 2016US008 - haemorrhage]
46. 2016/2/21 Initial [ (ENZALUTAM ] 1
REC1-068 903 Thrombocytopenia
IDE) Capsule ]
[Thrombocytopenia]
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47.

CMUH102-
REC1-068

2015/3/12

2015JP005
839

Follow
Up4

Enzalutamide
Blinded
(Enzalutamide)

Capsule

Stroke [Cerebrovascular
accident]

Hepatic liver function
abnormality [Hepatic
function abnormal]
Acute respiratory failure
with ventilator support
[Acute respiratory failure]
Bisphosphonate-related
osteonecrosis of jaw

[Osteonecrosis of jaw]

1,3

48.

CMUH102-
REC1-068

2015/3/12

2015JP005
839

Follow
Up5S

Enzalutamide
Blinded
(Enzalutamide)

Capsule

Stroke [Cerebrovascular
accident]

Hepatic liver function
abnormality [Hepatic
function abnormal]
Acute respiratory failure
with ventilator support
[Acute respiratory failure]
Bisphosphonate-related
osteonecrosis of jaw

[Osteonecrosis of jaw]

1,23

49.

CMUH102-
REC1-068

2016/1/16

2016US003
654

Follow
Up?2

Enzalutamide
(ENZALUTAM
IDE) Capsule

Heart failure [Cardiac
failure]
Dressler's syndrome
suspected [Dressler's
syndrome]
Cardiogenic shock

[Cardiogenic shock]

1,2,3
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Stroke [Cerebrovascular
accident]
Hepatic liver function
) abnormality [Hepatic
Enzalutamide
) function abnormal]
CMUH102- 2015JP005 | Follow Blinded ] ]
50. 2015/3/12 ) Acute respiratory failure (1,23 A
REC1-068 839 Up 6 | (Enzalutamide) ) )
with ventilator support
Capsule ] ]
[Acute respiratory failure]
Bisphosphonate-related
osteonecrosis of jaw
[Osteonecrosis of jaw]
Two esophageal fistula
MK-3475 )
CMUH103- 1510RUSO |follow up ] [Oesophageal fistula]
51 2015/10/10 (pembrolizumab ] ) A
REC1-123 14659 11 ) acute heart failure [Cardiac
failure acute]
CMUH-103- 2015SE975| Follow ] )
52, 2015/10/2 MEDI4736 Transient Hypoxemia A
REC1-110 47 up
CMUH-103- 2015SE140| Follow Alerted Mental Status Post
53. 2014/12/22 MEDI4736 ) A
REC1-110 59 up Fresh Tumor Biopsy
[iAk] Bt -
QR #F i# }i‘ is 1 IE % ﬁ
%.L
g 2
R e E 1 534 2
1. | DMR101-IRB1-205 A | [Fas#2da]
[z < 214p4 ]
2. CMUH104-REC1-086 e | *R=m% ¥4 L 4L Ravidasvir/Danoprevir/Ritonavir/Ribavirin
T rMEFLYF I05& 1Y 27p 3 105& 2% 29 p
[H%]
*P\ Z N
[ r@maLaem2 b ERl4 | ¢ (Independent Data
3. | CMUH103-REC1-027 BT | Monitoring Committee; IDMC) 444 4 225 it i= FAl s m:] *
s A& IDMC-NTF, *p # 2014 # 11 * 10 p, 2015 # 06 * 30
p,2016 # 01 * 14 p
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5. CMUH103-REC1-127 IR
*Z a3 p g 2016 & 03 % 18 p
[z 21452]
6. DMR101-IRB1-148 EFLRK | *@RE%ES L4 Carfilzomib
*E rMAFLHEF 2016072 01 p I 2015& 12 31 p
[{srac£p]
7. CMUH103-REC1-048 SEH I *3% & @ Investigator's Brochure, Edition 7, 21-Oct-2015
*p # @ Investigator's Brochure, Edition 7, 21-Oct-2015
[z % 21484 ]
8. CMUH104-REC1-029 PR | *R%EP L4 Pulmaquin®
*E pMAFA YR 12014 & 110 21 p Fl 2016 & 1% 25
[DMC i3k 4r]
9. | CMUH102-REC1-016 5P
*Data Monitoring Committee Recommendation, 21Jan2016
10. | DMR101-IRB1-105 F A4 [%=>%%F24 4]
[##]
11. | DMR101-IRB1-319 [y
AROE N RHR LR ETE IR R R L
[4°¢ il driz &)
12. | CMUH103-REC1-047 TR
*Zap g 2015# 09 % 29 p
[DSMB -3 4]
13. CMUH102-REC1-064 A ‘
*Akxio it pd 105% 040 05p
[# 4% 2@ 4R 2 Line Listing]
*:k5 % 4+ ¢ 4 : TENOFOVIR ALAFENAMIDE (TAF)
*g pMAFL PR 1103 & 120 17p 3 104 & 120 16 p
(1) Tenofovir Alafenamide (TAF) Development Safety Update
14. | CMUH102-REC1-089 E AR

Report #4 Reporting Period: 17 December 2014 -16 December 2015
(2) Tenofovir Alafenamide (TAF) BLL, Date of Report: 11 February
2016; Reporting period: 17 June 2015 — 16 December 2015

(3) Tenofovir Alafenamide (TAF; GS-7340) BLL, Date of Report: 03
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August 2015; Reporting period: 17 December 2014 — 16 June 2015

15.

CMUH 103-REC 1-141

(&R R
*k % & L4 © Topiramate

X rMARLHRH 2015 072 18p 3 2016+ 01 ¢ 18 p
(#%=]
*NF ¢ B %34 4 eCRFv5.0_03Dec2015

16.

DMR99-IRB-042

[{#Ta4F42p]
*3< & : Investigator’s Brochure, Perjeta  (Pertuzumab), fifteenth
Version, February 2016; Cut-off date for Safety Data: 07 December
2015
*p gy 2015 & 12 7 07 p

17.

DMR100-IRB-135

[{sB %42 4]
*ux A 1 version 9

*p 4y : 15Feb2016

18.

CMUH103-REC1-087

BLE

[ %3 % 214472 ] 6-MONTHLY SUMMARY REPORT OF
SUSPECTED UNEXPECTED SERIOUS ADVERSE DRUG
REACTIONS Rivaroxaban (BAY 59-7939) PERIOD COVERED BY
THIS REPORT: 01-Sep-2015 to 29-Feb-2016.

*i&% F ¥ -4 RIVAROXABAN

% pPAFAMAF 1104£90 1p 3 105# 27 29 p

19.

CMUH103-REC1-027

ERD!
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(37805 # 4 £p % 13 W5t ]
*n A& 1 JNJ-28431754: Addendum 1 to Investigator's Brochure
Edition 13 (Date: 25 Mar 2016)
*p dp 2016 # 03 % 25 p

[F73 88 b G foc F 356 )
*5< & Overall Risk and Benefit Assessment-Addendum for IB
Edition 13 -addendum 1

*p g 12016 & 03 * 25 p

20.

CMUH104-REC1-029

[{#7a81£p]
*5< A~ 1 Version 5

*p g 12016 & 03 * 28 p

21.

CMUH104-REC1-086

[z % 21484 ]
*i# 5 # 4 ¢4 Ravidasvir/Danoprevir/Ritonavir/Ribavirin
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22.

CMUH104-REC1-126

[z < 244p4 ]

*:R % & 4L Nivolumab

*H pMAFLYF 1032072 28p 3 104 & 07 % 03 B
*:R % & 4L Nivolumab

*H rMAFLYT 1042067 30p 3 105027 29 B

23.

CMUH102-REC1-061

TEF

(&R R
*:E 5% # 4+ ¢4 ¢ Clostridium difficile Toxoid Vaccine
F > ARL R 2014 & 120 22 p 12015 & 120 21 p

24,

CMUH102-REC1-061

CEER R
5 A 113
*p g 12016 # 01 ¢ 28 p

25.

CMUH102-REC1-061

[DSMB -2 :i &)
*Lk it p 12015 & 12 0 17 p

26.

CMUH102-REC1-121

CEXTTENS
354 £ 9.00

*p # : 03 Mar 2016
CEESE IS LD

Sponsorship Transfer Notification

217.

DMR100-IRB-156

[(FF=+%F244]

28.

CMUH102-REC1-099

4R,
Su-Peng
Yeh

[z 2p4F2]
*REE S LA Idelalish
*p#p 20152 09" 10 p % 2015# 10 * 30 p -
[ DSMB &3 4]
*Aixip e p 2016 & 02 7 23 p
(#%]
*ROE P E A 4F A £ p . ZYDELIG® Investigator's Brochure 13th
Edition: 26 October 2015

29.

CMUH104-REC1-039

T
|~
I

[ 579 wil ootz @]

*#Z 3 p ¥ : March 31, 2016
[T %4F2 4]

*poE o B RaFL £ (28/Jan/2016)

30.

CMUH104-REC1-122

[ =4 % 2442 ] 6-monthly SUSAR Line Listing(daratumumab)
TREBRES LA

Cyclophosphamide,Doxorubicin,Prednisone,Rituximab, Vincristine
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*ROF D RETREFESR TP L 2ETAH NN304-Insulin detemir
32. | CMUH103-REC1-106 3 # & | (Levemir®) Periodic Suspected Unexpected Serious Adverse
Reactions (SUSAR) Report, Q4 2015- Q1 2016 (Version 1.0, Date:
18 Apr 2016)
[H%=]
FROF D DIRE 2P
33. | CMUH104-REC1-036 F
CCSJ148X2201 L1 _SUSARs_01-Oct-2015_31-Mar-2016_Blinded_
All Arms
(@R
34. | CMUH104-REC1-063 3 2% | %K% p g : Case Report Form I3Y-MC-JPBY_Approval date:
January 5, 2016
[z 2papd]
35. | CMUH103-REC1-123 LAY | *@E%FS L4 MK3475 (Pembrolizumab)
PHFLHF 104209 04p 3 105# 03 % 03 p
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