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NC6004005 _
CMUH102- | 2015/11/1 N Anaphylaxis shock, Grade
1. _2015148(0| Initial NC-6004 2 C
REC1-095 1 ) 4
NC6004005 _
CMUH102- | 2015/11/1 Follow Anaphylaxis shock, Grade
2. _2015148(2 NC-6004 1 C
REC1-095 1 ) up 1 5
respiratory failure
MK-3475 _ _
CMUH103- [2015/10/2 | 1511ARGO |follow up _ [Respiratory failure]
3. (pembrolizumab T 23| A
REC1-123 8 00499 3 | total bilirubin increase
[Blood bilirubin increased]
obstructive pneumonia
[Pneumonia]
MK-3475 ) )
CMUH103- 1510PHLOO0|follow up ) Respiratory failure 1,2,3,
4. 2015/10/8 (pembrolizumab _ _ A
REC1-123 5389 3 ) [Respiratory failure] 4
Hypothyroidism
[Hypothyroidism]
PL-JNJFO
CMUH102- | 2015/10/1 1,23,
5. C-2015102 | initial IBRUTINIB 1. POLYNEUROPATHY A
REC1-067 6 7
1881(1)
CMUH102- 201509010 Enzalutamide-BI
6. 2015/6/11 FU1 _ Death 1 A
REC1-068 69 inded
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CMUH102- 201506007 | _ Death
7. 2015/6/1 initial | Enzalutamide 1] A
REC1-068 93 Musculoskeletal chest pain
CMUH102- 2015US028 .
8. 2015/8/9 FU1 | Enzalutamide Death 1 A
REC1-068 716
CMUH102- 2015US033 Death
9. 2015/4/17 initial | Enzalutamide ) 1| A
REC1-068 468 Neoplasm malignant
CMUH102- 2015JP016|  |Enzalutamide-BI _ _
10. 2015/7/25 initial _ Respiratory failure 1 A
REC1-068 111 inded
CMUH102- 201506007 ) Prostate cancer metastatic
11. 2015/6/1 FU2 | Enzalutamide 1] A
REC1-068 93 Musculoskeletal chest pain
CMUH102- 2015US028
12. 2015/7/25 FU1 | Enzalutamide Pleural effusion 1 A
REC1-068 741
CMUH102- 2015US023
13. 2015/6/17 FU1 Enzalutamide | Cerebrovascular accident | 1 A
REC1-068 699
CMUH102- 2015US034( . Liver disorder
14. 2015/9/19 initial | Enzalutamide _ ) 1|1 A
REC1-068 167 Abdominal pain upper
CMUH102- 2015US028 . .
15. 2015/8/4 FU2 Enzalutamide Sudden cardiac death 1 A
REC1-068 149
CMUH102- 2015US8037( . .
16. 2015/8/7 initial | Enzalutamide Breast 2 A
REC1-068 047
CMUH102- 201507009
17. 2015/7/3 FU2 Enzalutamide Cardiac arrest 1 A
REC1-068 27
CMUH102- 201510011
18. 2014/6/ initial | Enzalutamide Multi-organ failure 1 A
REC1-068 20
Malaise
CMUH102- 2015US007 . )
19. 2015/5/6 FU2 | Enzalutamide Malignant neoplasm 1 A
REC1-068 964 )
progression
CMUH102- 201507009 ) )
20. 2015/7/3 FU2 Enzalutamide Cardiac arrest 1 A
REC1-068 27
CMUH102- 2015US028 ) )
21. 2015/8/4 FU3 Enzalutamide Sudden cardiac death 1 A
REC1-068 149
CMUH102- 2015US8027( . ) )
22. 2015/7/25 initial | Enzalutamide Pleural effusion 1 A
REC1-068 31
CMUH102- 2015US033 _ _
23. 2015/4/17 FU1 Enzalutamide Neoplasm malignant 1 A
REC1-068 468
104 # 12 % 16 p % 24 F o ¥ 34 F




¢ CEEHRFRFTGRLAEY-FALR ¢
TR ERYL=XF 8 e 2R
B % AR 3R
E L | AP Vit Ex *ORE X3
3 g o |% 2 B 3 5 5] FE K v = e
NC6004005 )
CMUH102- | 2015/11/1 Follow Anaphylaxis shock, Grade
24, _2015148(2 NC-6004 1 C
REC1-095 1 ) up 2 5
NC6004005 )
CMUH102- | 2015/11/1 Follow Anaphylaxis shock, Grade
25. _2015148(3 NC-6004 1 C
REC1-095 1 ) up 3 5
) life
CMUH102- 2015-01498|follow up o Pneumocystosis;
26. 2015/3/24 Idelalisib threat| A
REC1-099 63 6 Infusion related reaction
ening
CMUH102- 2015-01517|follow up o Bronchopulmonary
27. 2015/4/20 Idelalisib o death| A
REC1-099 59 3 infection
Septic shock;
CMUH102- 2015-01431|follow up o Acute pulmonary edema;
28. 2015/3/10 Idelalisib _ - death| A
REC1-099 11 1 Acute kidney injury;
Acute respiratory failure
CMUH102- 2014-01151
29. 2014/9/10 initial Idelalisib Neutropenic fever death| A
REC1-099 97
CMUH103- | 2014/12/1 [14P-076-13 Sepsis, Hyperkalaemia,
30. | ABT-199 ) ) 1,23 A
REC1-034 0 19802-00 Febrile neutropenia
CMUH103- 14P-076-13 Sepsis, Hyperkalaemia,
31. 2014/12/9 | ABT-199 ) ) 1231 A
REC1-034 19802-00 Febrile neutropenia
Fungal sepsis,
Disseminated intravascular
CMUH103- | 2014/11/2 [14P-163-13 _
32. FU ABT-199 coagulation, 1,23 A
REC1-034 4 16954-00
Hyperkalaemia, Febrile
neutropenia
CMUH103- 15P-076-13 Sepsis, Hyperkalaemia,
33. 2015/2/6 | ABT-199 ) ) 23 [ A
REC1-034 46080-00 Febrile neutropenia
Fungal sepsis,
Disseminated intravascular
CMUH103- 15P-114-14 ]
34, 2015/9/9 I ABT-199 coagulation, 123 A
REC1-034 65923-00
Hyperkalaemia, Febrile
neutropenia
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AU-INJFO
CMUH103- o DARATUMUM | 1. KERATITIS CAUSED (2,34,
35. 2015/9/4 [C-2015090 | initial A
REC1-075 AB BY FUSARIUM 7
4782(2)
AU-INJFO
CMUH103- follow up| DARATUMUM | 1. KERATITIS CAUSED (2,34,
36. 2015/9/4 | C-2015090 A
REC1-075 4 AB BY FUSARIUM 7
4782(4)
Massive pericardial
MK-3475 effusion [Pericardial
CMUH103- | 2015/10/1 |1510MY'SO |follow up _ _
37. (pembrolizumab effusion] 13 A
REC1-123 9 09577 4
) worsening trachea stenosis
[Tracheal stenosis]
Pneumonitis [Pneumonitis]
Respiratory distress due to
disease progression
MK-3475
CMUH103- 1508MY SO |follow up ) [Malignant neoplasm
38. 2015/8/4 (pembrolizumab ) 1,23 A
REC1-123 08510 12 ) progression]
Lower Respiratory Tract
Infection/bronchitis
[Bronchitis]
Massive pericardial
effusion [Pericardial
MK-3475 effusion]
CMUH103- [ 2015/10/1 | 1510MY SO [follow up _ _ _
39. (pembrolizumab [ worsening trachea stenosis | 1,3 | A
REC1-123 9 09577 5 _
) [Tracheal stenosis]
hypoxic brain damage
[Brain injury]
Pleural effusion [Pleural
MK-3475 )
CMUH103- | 2015/10/2 | 1511ARGO |follow up _ effusion]
40. (pembrolizumab o 12| A
REC1-123 8 00499 4 ) total bilirubin increase
[Blood bilirubin increased]
CMUH103- | 2015/10/1 . .
41. 1650601 | initial | Atezolizumab FATIGUE NYD 1 A
REC1-126 2
CMUH103- follow up ) )
42. 2015/8/13| 1621713 Vinflunine SEPSIS 13| A
REC1-126 1
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PNEUMONITIS
CMUH103- follow up )
43. 2015/7/28| 1615637 Atezolizumab DYSPNOEA 3 A
REC1-126 1
LUNG INFECTION
PORTAL VENOUS
CMUH103- [2015/10/2 follow up _ THROMBOSIS
44, 1650601 Atezolizumab 1 A
REC1-126 0 1 PORTAL VENOUS
TOTAL OCCLUSION
CMUH103- [2015/10/2 follow up _ PORTAL VENOUS
45, 1650601 Atezolizumab 1 A
REC1-126 0 2 THROMBOSIS
CMUH103-
46. 2015/11/7| 1658993 | Initial Vinflunine DEATH 1 A
REC1-126
bronchopathy and
exacerbation COPD
[Chronic obstructive
ulmonary disease
MK-3475 _ P y. ) ]
CMUH103- 1510NLDO (follow up ) increased creatinin [Blood
47. 2015/9/29 (pembrolizumab o 13| A
REC1-135 00658 3 | creatinine increased]
hematuria and acute kidney
injury [Haematuria
traumatic]
dyspnea [Dyspnoea]
bronchopathy and
exacerbation COPD
[Chronic obstructive
ulmonary disease
MK-3475 _ P y- ) :
CMUH103- 1510NLDO (follow up ) increased creatinin [Blood
48. 2015/9/29 (pembrolizumab o 13| A
REC1-135 00658 4 ) creatinine increased]
hematuria and acute kidney
injury [Haematuria
traumatic]
dyspnea [Dyspnoea]
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hepatic failure [Hepatic
failure]
MK-3475
CMUH103- 1509KORO (follow up ) Aspartate aminotransferase
49. 2015/9/1 (pembrolizumab| 13| A
REC1-135 11928 1 ) increased [Aspartate
aminotransferase
increased]
MK-3475
CMUH103- 1503CHLO |follow up ) Acute renal failure [Acute
50. 2015/3/9 (pembrolizumab 123 A
REC1-135 10123 9 ) kidney injury]
MK-3475
CMUH103- 1510TURO |follow up ) hypercalcemia
51. 2015/10/1 (pembrolizumab _ 23| A
REC1-135 01973 2 | [Hypercalcaemia]
MK-3475
CMUH103- | 2015/10/3 [ 1511JPNOO )
52. INITIAL | (pembrolizumab death [Death] 1 A
REC1-135 0 0322 |
MK-3475
CMUH103- 1510TURO |follow up ) Bone metastasis
53. 2015/10/1 (pembrolizumab 23| A
REC1-135 01973 3 ) [Metastases to bone]
MK-3475
CMUH103- 1509KORO0 |follow up ) hepatic failure [Hepatic
54. 2015/9/21 (pembrolizumab ) 13| A
REC1-135 11928 3 | failure]
bronchopathy and
exacerbation COPD
[Chronic obstructive
MK-3475 ]
CMUH103- 1510NLDO (follow up ) pulmonary disease]
55. 2015/9/29 (pembrolizumab ) _ 13| A
REC1-135 00658 2 ) hematuria and acute kidney
injury [Haematuria
traumatic]
dyspnea [Dyspnoea]
malignant neoplasm
MK-3475
CMUH103- 1510TURO |follow up ) progression (Bone
56. 2015/10/1 (pembrolizumab _ ) 23| A
REC1-135 01973 4 ) metastasis) [Malignant
neoplasm progression]
104 # 12 % 16 p ¥ 28 F % 34 7F




ﬂ@?% FEGRFRATGELAE5-FA2LR ¢
TR ERS L2328 §REE(D pR)
B X 2 PAR (R L
S E LA XN T RER L E 5 520
=3 g b | & 2 —":i Py 5 5K o 7 i
disseminate intravascular
coagulation [Disseminated
intravascular coagulation]
MK-3475
CMUH104- 1508CHLO| follow ) skin rash of the trunk and
57. 2015/8/1 (pembrolizumab 13| A
REC1-039 01570 up 7 ) extremities [Rash]
Hypercalcaemia
[Hypercalcaemia]
neumonia [Pneumonia]
MK-3475
hemorrhage
(pembrolizumab
CMUH104- 1507RUSO | follow [Haemorrhage]
58. 2015/7/10 ) . . 13 A
REC1-039 06951 up 9 febrile neutropenia [Febrile
CISPLATIN(cis
) neutropenia]
platin)
(&) FRPE -
xR~ FREACFAFR
$.L
F 5. € e ; FAPTE
[z8x 2144 ]
1. | CMUH103-REC1-035 | £ 21 % | *@#=% £ 4 &4 : Momelotinib / Ruxolitinib
PPFL PR 103£07 % 08p 1 104 & 07 % 23 p
(##]
*hOE R TR % & 22 F 42 NN304-Insulin
2. | CMUH103-REC1-106 | * @ & | detemir (Levemir® ) Periodic Suspected Unexpected Serious
Adverse Reactions (SUSAR) Report, Q2 2015- Q3 2015
(Version 1.0, Date: 21 Oct 2015)
[DSMB -2 4]
*Akfzipg 1 2015& 0572 28 P
(2]
e e | RE AR
3. | CMUHI103-REC1-035 | £+ =~ ) o
- Sponsor letter: RE: Study GS-US-352-0101: Discontinuation
of ECG Monitoring
- Sponsor letter: RE: Studies GS-US-352-0101 and
GS-US-352-1214: Discontinuation of ECG Monitoring
4. | CMUH103-REC1-110 | & [{ATar L]

104 # 12 % 16 p
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*5 & Edition 8.0
*p g 12015# 09 * 01 p
[ 579 wil & &)

*Z 3 p dp 12015 & 09 * 30 p

CMUH102-REC1-084

€
L Lt

CMUH104-REC1-075

[##]
*mn % Notification for Important New Safety Information,
dated 30Sep2015

CMUH102-REC1-023

[ #8% >pHp2 ]
*E % & AL © HZ/su candidate vaccine
DHFELHPF 104 #0572 01p 3 104% 107 31 p

CMUH102-REC1-101

[e#hx 2HE2])
*R B E L LAL ¢ Priorix
*E rMEARL MR 104 F 052 01p % 104 102 31 p

CMUH102-REC1-089

g

S
&
A

[ =% 214p4 ]

*:#5% ¥ 1 4L 1 VIREAD® (TENOFOVIR DISOPROXIL

FUMARATE)

*y 2P AFLHF 102 & 110 01 p 2 103 107 31 p

*y 2P AFL Y P 103 05° 01 p % 103 107 31 p

*y 2P AFLHP 103 & 110 01 p 2 104 & 04 7 30 p
BLINDED SIX-MONTHLY LINE LISTING

(IR XS |

*i45% %t 2 4 : TENOFOVIR ALAFENAMIDE (TAF)

PHAFLHF 103067 17 p 3 103 & 12 7 17 p

[z#=% 2142 ]

*:#5% ¥+ 4L 1 VIREAD® (TENOFOVIR DISOPROXIL

FUMARATE)

10.

CMUH102-REC1-128

[(FF=+ %24 4]

11.

DMR 100-IRB-135

[ 24244 ]
*Rx 2% # P LAL ¢ Linagliptin
*E rMAFLWRF 104 E07 2 01p 1 104#097 30F

12.

DMR101-IRB1-308

[z % 2pHr2])
*RE B F AL T MK3102
*% MMARA W 104 &2 07 27p 2 104107 26 P

13.

DMR99-IRB-101

[ % 2pdp2]

104 # 12 % 16 p




PRFFAEERFRAIRELR (8- FRLR 4
- PR ERYL=2XF A §REE(D PR)
pe|  apun | JE TTIY
*HE% E A LA - gE/ASO1B vaccine
*H rMHFLHF 104 £057 01 p 2 104# 107 31 p
(2= 2144 ]
14. | DMR99-IRB-102 FlA > | *3#5% # 4 4 gE/ASO1B vaccine
*H rMFLHF104£057 01 p 2 104# 107 31 p
(2= 2144 ]
15. | CMUH103-REC1-092 | 8t § | *#5 %4 &4 © everolimus / tacrolimus
*H rMHIFLHEF104E047 01 p 2 104#09 % 30FP
[zp= 244 ]
16. | CMUH102-REC1-092 | thij# | *#& %+ & 4f 1 FG-4592
*E rMAFLWRF 104 E020 21 p 11042087 20 F
[#]
) AR B L LN R PRFUEY
17. | DMR99-IRB-101 Fl R > . op s . oy
SARX 2R RPRIRFEFELEHO L = ~ 3. F&
LI S R R
[#]
PROF CUAFREERBL > LN HE R L PR ILEY
18. | DMR99-IRB-102 Flfegs |24 22 AP FFRPEFELAEHI8 4 3 # *
HHERA BT A 4 EBREF LF BE ARl
A o
[{araigEr£p]
*u & 1 INJ-54767414 (daratumumab) Investigator’s
19. | CMUH103-REC1-075 | ¥4 7= N
*Brochure Edition No.: 12
*p #p 06 Oct 2015
[ 24244 ]
20. | DMR100-IRB-064 R I | *RE%ESH LA canakinumab
*E rMHAFLWRF103F 102 01p 2 104# 097 30F
(2= 2144 ]
21. | CMUH103-REC1-123 | % ﬁ;ﬁ% *iEk5 % 1 2 AL 1 MK3475 (Pembrolizumab)
*E rMIFLWRF 104 E07 % 07p 11047097 03 F
CEERCREED
22. | DMR101-IRB1-246 v $E | *5% A @ Edition Number 15
*p i 2015 & 09 * 25 p
CEERCREED
23. | CMUH103-REC1-062 | * & %7

R T

104 # 12 % 16 p
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*p # : Sep 2015

24,

CMUH104-REC1-056

WA

[d#]
*p % @ -1B Edition 6 Addendum 1-2015-06-29 » i 4% 4 £ p
B B 0 TR 4F 4 £ p (Edition 6, 02 February 2015) % =
oo RSk LB 15 sk 2 4B % 22 { AT 7 -1B Edition
6 Erratum 1-2015-09-07 - # 1% i 4% £ < p (Edition 6, 02
February 2015)z_ ##z&p %

25.

CMUH104-REC1-073

WA

[#]
*) % :-IB Edition 6 Addendum 1-2015-06-29 » & 4% 4 £
WP F o (A 4F 4 £ p (Edition 6, 02 February 2015) % =
{8 Pk ES B {85k p T > L F7F 0 -1B Edition
6 Erratum 1-2015-09-07 > ¥z i F 4 £ p (Edltlon 6, 02
February 2015)z_ #*z&-p %

26.

DMR100-1RB-064

CEER-REED
*R A 14
*p Hp 12015 # 08" 10 p

27.

DMR101-IRB1-204

I
\L
Bt

[e#hx 2HE2])
*R B F 4 LA © HZ/su candidate vaccine # % 4% 7% £ &
*E rMRLGFII04£#57 01 p T 104 F 107 31 p

28.

DMR101-IRB1-284

I
\L
s

CEEE AEED
*R A V13
*p #p 12015 # 10" 12 p

29.

CMUH104-REC1-046

[ #7454 <p]
*R A 119
*pHp 12015 # 8% 4¢p

30.

CMUH104-REC1-066

CEEE AEED
*R A 119
*pHp 12015 # 8% 4¢p

31.

CMUH103-REC1-087

BLE

[z % 2pr2])
*:R5% % $ 2L 1 RIVAROXABAN
*% MMARA W 103£29% 16p % 104& 9% 15

32.

CMUH102-REC1-087

LG
é
ok

[{ATa45 4 20 ]
*5% A ¢ SmartJect® Autoinjector Investigator’s Brochure
Edition No.: 10 Release Date: 01 Oct 2015
*p g 10ct2015
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33.

CMUH103-REC1-087

=43

[{aragpc2p])
*i & ¢ RIVAROXAFL3003 Investigator’s Brochure V23
Date: 30 Oct 2015
*p #p © 30 Oct 2015

34.

CMUH102-REC1-067

W
11_
t

CREEE-EEED
(1)IMBRUVICA® (ibrutinib)Version 9.0 Date :24 June 2015
(2)IMBRUVICAR® (ibrutinib)Addendum 1 to Ibrutinib IB
Ed9,lssued 30 June2015
(3)IMBRUVICAG® (ibrutinib) Addendum 2 to Investigator's
Brochure Edition 9 Date: 24 September 2015

35.

DMR99-IRB-042

|+
(e
&

(##]

R [ FAGHZREETS LR RE EP R RFL
(Six-Monthly SUSAR Report) ]*3< # : No. 1065868 ~*p # :
21-Oct-2015

36.

DMR99-IRB-042

|+
(e
N

[{ATi45 4 20 ]
*5x A& @ Trastuzumab (Herceptin), Sixteenth version
*p #p 1 2015 & 10 *

37.

DMR101-IRB1-029

4+
(e
5

(2]
*RE LM AFILEREEZ ST LA BLahridEs
(Six-Monthly SUSAR Report) ]*:x # : No. 1065868 ~* p # :
21-Oct-2015

38.

DMR101-IRB1-029

4+
(e
5

[{ATa#1 2p]

*5x A @ Trastuzumab (Herceptin), Sixteenth version

*p #p 2015 & 10 *

(2]

i [PEE Rz d? A4 & ] M54 RESEARCH
REPORT NO. 1062467 » *p # : 2015 & 2 *

39.

CMUH103-REC1-060

g

S
%
Al

[{rTa8r 2p]
*5 & @ Amendment Version September 21, 2015
*p # : September 21, 2015

40.

CMUH103-REC1-135

i4 &

[z 248 2]
*E ok ¥4 LA - MK3475 (Pembrolizumab)
*% M AFL PR 1042072 07p % 104& 09 03¢

41.

CMUH104-REC1-075

[ %7 wil 5o &)
*% & p #p 1 290ct2015 (7 Dosing Modifications and
Toxicity Management Guidelines, 020ct2015)
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ﬁﬂ?%’%“ﬁa REIRELR Y- FAL0 4
TR ERF =22 §REE(D pR)
B * g 5434 FEP R
(2% 2144 ]
42. | CMUH104-REC1-039 | £ 1 & | *3#=% ¥4 %4 1 MK3475 (Pembrolizumab)
*E ML HREF 104 & 077 07p % 104# 09" 03P
(2= 2144 ]
43. | CMUH104-REC1-006 | §] % A% | *3#% #4 &4 : dabigatran etexilate
*E rMHIFLHRF 104&207 7 01px104#09" 30F
CMUH102 -REC1-03 [tﬁpf % B ] N
44, T 5E® | *R%mES 4L Baricitinib
3 *E rMIFAL MR 101 £ 122 05p % 104 & 06 7 04 p
[ =4 =% >4 2] Correction letter
45, | CMUH102 -REC1-03 $ 4 | *EsmFH L4 Bariticinib (14V)
3 THERLHEF 102127 05p 2 103206 " 04 p
[#]
*po% 1 (1). 20150910-20151030 GS-US-313-0125 Non-death
& Non life-threatening SUSAR : i@ #f 2015 # 09 * 10 p 2
| 2015 # 10 * 30 p GS-US-313-0125 2L+ = & g 2 4 &R
46. | CMUH102-REC1-099 | £ 4 &
?t SUSAR % 2 » ¥ 24 2 o (2). 2 & Tk 3% '
Certificates of Insurance_Date:28Sep2015 -
[ DSMB i+ i ]
*iA-ig 2 2 p ¥ ¢ 14July2015
FR S TREER
F8E 4k (0 4048)
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