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MK-3475 INTESTINAL
(PEMBROLIZU PERFORATION
CMUH103- 1603PERO0O|follow up MAB) SECUNDARY TO
1. 2016/3/2 123 A
REC1-123 4463 5 SOLUTION DIVERTICULUM
FOR [DIVERTICULAR
INJECTION PERFORATION]
CMUH104- PDM(TW)2 - Chest tightness, Chest
2. 2016/7/3 Initial ONO-4538 3 | A
REC1-126 0160047 discomfort
ACUTE RENAL
INSUFFICIENCY (Acute
Atezolizumab(A ) o
CMUH103- | 2015/12/1 follow up renal insufficiency)
3. 1677169 TEZOLIZUMA 1,3 A
REC1-126 1 2 ACUTE HEPATIC
B),1148353
INSUFFICIENCY
(Hepatic insufficiency)
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MK-3475
(PEMBROLIZU
MAB) SEPTIC SHOCK [SEPTIC
SOLUTION SHOCK]
FOR VOMITING [VOMITING]
CMUH104- 1605FRAO [follow up| INJECTION ACUTE RENAL
4. 2016/5/6 13| A
REC1-039 05313 5 5-FLUOROUR |  FAILURE [ACUTE
ACIL (3475 KIDNEY INJURY]
SOLUTION DIAHRREA
FOR [DIARRHOEA]
INJECTION
STUDY)
SEPTIC SHOCK [SEPTIC
MK-3475 SHOCK]
(PEMBROLIZU ACUTE RENAL
MAB) FAILURE [ACUTE
SOLUTION KIDNEY INJURY]
FOR HYPOKALEMIA
INJECTION [HYPOKALAEMIA]
e CMUH104- | 2015/12/1 | 1602BRAO (follow up CISPLATIN NEUTROPENIA 123 A
REC1-039 6 06046 11
(3475 [NEUTROPENIA]
SOLUTION PLATELET COUNT
FOR DECREASED
INJECTION [PLATELET COUNT
STUDY) DECREASED]
(CISPLATIN) DIARRHEA

[DIARRHOEA]

105 % 08 * 03 p




PRFFARTERRFRAIRRELE Y -FAL0 ¢
- PRIEBERF AR REHREE(L RKR)

A sk

B % ’f'iﬂz 3 + »F
E L | AP Vit Ex *ORE X3
3 g o |% 2 B 3 5 5] FE K v = e
HYPERCALCAEMIA
[HYPERCALCAEMIA]
WEIGHT LOSS
MK-3475 [WEIGHT DECREASED]
(PEMBROLIZU| GENERALISED BODY
CMUH104- 1512MY SO |follow up MAB) WEAKNESS
6. 2015/12/7 23 | A
REC1-039 06911 14 SOLUTION (ASTHENIA)
FOR [ASTHENIA]
INJECTION TUMOUR
BLEED-CONTACT
BLEEDING [TUMOUR
HAEMORRHAGE]
Acute gastroenteritis
CMUH103- Follow Z-100 or ) )
7. 2016/6/9 |201601119 Mucosal inflammation 3 A
REC1-118 up 1 placebo ) ) )
Urinary tract infection
Sepsis [Sepsis]
MK-3475 Respiratory failure
CMUH103- | 2015/10/1 | 1510BRAO |follow up _ _ _
8. (pembrolizumab [Respiratory failure] 1231 A
REC1-123 0 07228 13 » -
) Pneumonitis [Pneumonitis]
Pneumonia [Pneumonia]
Febrile Neutropenia
[Febrile neutropenia]
septic shock [Septic shock]
Acute Kidney Injury
[Acute kidney injury]
Aspartate
CMUH104- 1606PHLO1|follow up| ERIBULIN Aminotransferase
9. 2016/6/27 23 | A
REC1-118 3514 1 MESYLATE Increased [Aspartate

aminotransferase
increased]
Worsening of pleural
effusion requiring
evacuation [Pleural

effusion]
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MK-3475
(pembrolizumab | supraglottic edema (Grade
CMUH104- 1605USAO |follow up
10. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 | A
REC1-039 05123 4 ] )
5-FLUOROUR sepsis [Sepsis]
ACIL
MK-3475  |septic shock [Septic shock]
embrolizumab|  vomiting [Vomitin
CMUH104- 1605BRA0 [follow up P ’ [V q
11. 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 6 ) o
5-FLUOROUR kidney injury]
ACIL diahrrea [Diarrhoea]
Multiple organ dysfunction
[Multiple organ
dysfunction syndrome]
MK-3475 Platelet count decreased
CMUH104- 1602BRAO [follow up|(pembrolizumab | [Platelet count decreased]
12. 2016/2/10 _ ) 13| A
REC1-039 06458 6 ) Anemia [Anaemia]
CISPLATIN [ Acute renal failure [Acute
kidney injury]
Acute renal failure [Acute
kidney injury]
1. EPSTEIN-BARR
VIRUS ASSOCIATED
JP-INJFOC
CMUH103- follow up| DARATUMUM | LYMPHOPROLIFERATI
13. 2015/9/8 [-201509048 123 A
REC1-075 54(4) 4 AB VE DISORDER
2. CYTOMEGALOVIRUS
INFECTION
ES-IJNJFO
CMUH103- follow up| DARATUMUM 1. SHOCK SEPTIC
14, 2016/6/17 | C-2016061 23 | A
REC1-075 1 AB 2. PNEUMONIA
8470(1)
1.CC-5013(LEN
ALIDOMIDE)( [PSYCHOTIC REACTION
CMUH104- ITA-20160 | follow ] ) )
15. 2016/5/5 Blinded) (Psychotic reaction NOS, | 1,3 | A
REC1-122 55337(1) up 1
2.RITUXIMAB( Psychotic disorder)
RITUXIMAB)
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COLONIC FISTULA
(Colonic fistula)
Atezolizumab(A| ANAEMIA (Anaemia)
CMUH103- follow up
16. 2015/12/7| 1673913 TEZOLIZUMA| HYPERGLYCAEMIA | 23 | A
REC1-126 4 ]
B),1148353 (Hyperglycaemia)
ANAEMIA (Anaemia)
DIABETES (Diabetes)
ES-JNJFO
CMUH103- follow up| DARATUMUM 1. SHOCK SEPTIC
17. 2016/6/17 | C-2016061 23| A
REC1-075 2 AB 2. PNEUMONIA
8470(2)
SE-JNJFO
CMUH103- DARATUMUM
18. 2016/7/8 [C-2016071 | initial 1. SEPSIS 237 A
REC1-075 AB
0274(0)
SE-JNJFO
CMUH103- follow up| DARATUMUM
19. 2016/7/8 [C-2016071 1. SEPSIS 237 A
REC1-075 1 AB
0274(1)
190461
ADR 5] MK3475
CMUH104- - ) )
20. 2016/7/7 | 5L Initial [(Pembrolizumab fatigue 13| A
REC1-118
TWN/16/07 )
23
DMR101-IR 201612154 Temporary loss of
21. 2016/1/4 F2 AXITINIB _ 2 | A
B-1-062 1(2) consciousness
LEFT BASAL GANGLIA
CMUH102- EC-2015-0 SORAFENIB |HEMORRHAGE; UPPER
22. 2015/3/31 FU 13| A
REC1-053 05677 TOSILATE GASTROINTESTINAL
HEMORRHAGE
MK-3475 )
CMUH103- 1503CHLO |follow up ) Acute renal failure [Acute
23. 2015/3/9 (pembrolizumab 123 A
REC1-135 10123 12 | kidney injury]
Subject#: follow
MK3475
CMUH104- 054000003 up ) )
24. 2016/717 _ (Pembrolizumab Pleural effusion 13| A
REC1-118 Allocation#|(downgra )
: 190461 de)
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CMUH104- | 2015/12/3 | 61.2016SE N STUDY
25. Initial PNEUMOTORAX 3 A
REC1-075 0 02832 PROCEDURE
CMUH104- 63.2016SE MEDI4736;TRE
26. 2016/3/22 FU IMMUNE HEPATITIS 3 A
REC1-075 33071 MELIMUMAB
CMUH104- 65.2016SE MEDI4736;TRE
27. 2016/3/22 FU IMMUNE HEPATITIS 3 A
REC1-075 33071 MELIMUMAB
ADRENAL
CMUH104- 66.2016SE MEDI4736;TRE
28. 2016/2/24 FU INSUFFICIENCY OF 3 A
REC1-075 25048 MELIMUMAB
PITUITARY ORIGIN
CMUH104- 67.2016SE MEDI4736;TRE
29. 2016/3/17 FU PANCREATITIS 3 A
REC1-075 36949 MELIMUMAB
VINORELBINE
CMUH104- 69.2016SE
30. 2016/3/4 FU :STUDY PARALYTIC ILEUS 3 A
REC1-075 34363
PROCEDURE
CMUH104- 70.2016SE TREMELIMU
31. 2016/2/17 FU COLITIS 1 A
REC1-075 39262 MAB
ADRENAL
CMUH104- 72.2016SE MEDI4736;TRE
32. 2016/2/24 FU3 INSUFFICIENCY OF 3 A
REC1-075 25048 MELIMUMAB
PITUITARY ORIGIN
ADRENAL
CMUH104- 74.2016SE MEDI4736;TRE
33. 2016/2/24 FU4 INSUFFICIENCY OF 3 A
REC1-075 25048 MELIMUMAB
PITUITARY ORIGIN
CMUH104- 77.2016SE MEDI4736;TRE PNEUMONITIS
34. 2016/6/8 FUl 3 A
REC1-075 65205 MELIMUMAB AGGRAVATED
MULTIPLE
OCCURENCES OF
PNEUMOTHORAX;
3 CMUH104- | 2015/10/2 [78.2015SF0 U3 STUDY PERI-MASS 5 A
| REC1-075 2 5691 PROCEDURE |[HAEMORRHAGE RIGHT
UPPER
LUNG-DUE TO BIOPSY
PROCEDURE
CMUH104- 79.2016SE MEDI4736:TRE
36. 2016/2/2 FU4 PNEUMONITIS 3 A
REC1-075 13338 MELIMUMAB
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CMUH104- 80.2016SE
37. 2016/3/1 FU1 |VINORELBINE| NEUTROPENIC FEVER | 3 A
REC1-075 28085
GGT INCREASED;
ASPARTATE
AMINOTRANSFERASE
INCREASED; GGT
CMUH104- 81.2016SE MEDI4736;TRE
38. 2016/2/2 FU4 INCREASED; 3 A
REC1-075 29137 MELIMUMAB
ALANINE
AMINOTRANSFERASE
INCREASED;
PNEUMONITIS
CMUH104- 82.2016SE MEDI4736;TRE
39. 2016/3/17 FU4 PANCREATITIS 3 A
REC1-075 36949 MELIMUMAB
DETERIORATION OF
CMUH104- 84.2016SE
40. 2016/5/4 FU2 |VINORELBINE|GENERAL CONDITION;| 3 A
REC1-075 50934
PYELONEPHRITIS
CMUH104- 85.2016SE MEDI4736;TRE PNEUMONITIS
41. 2016/6/8 FU2 3 A
REC1-075 65205 MELIMUMAB AGGRAVATED
CMUH104- [2015/10/1 |88.2015SF0 o
42. FU2 MEDI4736 Dizziness 3 A
REC1-075 2 0268
CMUH104- 89.2016SE TREMELIMU
43. 2016/2/17 FU4 COLITIS 1 A
REC1-075 39262 MAB
CMUH104- 90.2016SE MEDI4736;TRE PNEUMONITIS
44, 2016/6/8 FU3 3 A
REC1-075 65205 MELIMUMAB AGGRAVATED
PNEUMOTHORAX;
PERI-MASS
45 CMUH104- | 2015/10/2 [93.2015SF0 U STUDY HAEMORRHAGE RIGHT 5 A
| REC1-075 2 5691 PROCEDURE UPPER LUNGDUE
TO BIOPSY
PROCEDURE
CMUH104- 96.2016SE MEDI4736;TRE
46. 2016/3/17 FU5 PANCREATITIS 3 A
REC1-075 36949 MELIMUMAB
CMUH104- 97.2016SE ~ |MEDI4736;TRE PNEUMONITIS
47. 2016/6/8 Initial 3 A
REC1-075 65205 MELIMUMAB AGGRAVATED

105 % 08 * 03 p




PRFFARTERRFRAIRRELE Y -FAL0 ¢
- PRIEBERF AR REHREE(L RKR)

B % AR 3R
*EMEL|FAPY TR E R 7 ag @ L5 et
3 g o |% 2 B 3 5 5] FE K v = e
acute heart failure [Cardiac
MK-3475 ]
CMUH103- | 2015/10/1 | 1510RUSO |follow up _ failure acute]
48. (pembrolizumab ) 13| A
REC1-123 0 14659 13 ) Two esophageal fistula
[Oesophageal fistula]
MK-3475
CMUH103- 1606POLO01|follow up ) Hydrothorax
49. 2016/6/22 (pembrolizumab 23| A
REC1-123 3269 01 ) [Hydrothorax]
105 % 08 * 03 ¢




EZ

PRPELE TR
B3

-FRIE
FRALFAR 2

BLREY-F4LE ¢
§ 28 RR)

W =
N =

N
E X

BB

* § E

I

CMUH105-REC1-0
69

(LAris s <]
A 0 9.0
*p #p 2016 & 03 % 22 p

DMR101-IRB1-148

Y

11_
t

[DSMB -3 i 4]
*lk et p 12015 # 04 7 20 B

CMUH103-REC1-0
43

wht
<l

,
;
1

[ %428 4]
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1. Results of the primary endpoint and next actions
(dated: 05Jul2016)
2. Results of Phase 111 study of NK105, a novel
macromolecular micelle encapsulating an
anticancer drug (dated: 05Jul2016)

CMUH103-REC1-0
27

(2]
*h R
[ #73% JNJ-28431754 (canagliflozin),
Development safety Update Report ]
ol SN
*p #p 29 March 2014 to 28March 2015

[ #73% JNJ-28431754 (canagliflozin),
Development safety Update Report ]
ol S
*p #p 29 March 2015 to 28 March 2016

CMUH103-REC1-0
27

[#&]
*F\ 75 .
[#73 #5% % % (Canagliflozin) 73 3 & ]
IR L H
*pE L 20066 1p

[ #73 Direct Healthcare Professional

Communication (Global) ]
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[ #73% IDMC letter]

*ix A& 1 IDMC letter-Memo to File
*p # 102 June 2016
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33

wht
ofv
=

(@< 24wt ]

*R5% 4 L4 Baricitinib (LY3009104)
% pMAFLYPEF 1200567 5p 3
127 4p

2015 #
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*R A T NA
*p #p : Approval Date: 30-Mar-2016 GMT
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[ % 24402 ]
*:E5% & £ 4L 1 TOFACITINIB (CP-690,550)
*E 2PFLHPET
2013 & 11 * 01
2014 & 02 * 01
2014 & 05 * 01

2 2014 = 01 *

2

2
2014 = 08 * 01 p

2

2

2

2014 &= 04 *
2014 & 07 *
2014 &= 10 *
2015 &= 01 *
2015 &= 04 *
2015 & 07 *
2015 # 10 *

31 p
30 p
31 p
31 p
31 p
30 p
31 p
31 p

S

|

2014 & 11 * 01
2015 & 02 * 01
2015 # 05 " 01
2015 # 08 * 01 p

S

|
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[ % 204 ]

*ik5 & 2.4 TOFACITINIB (CP-690,550)
*E 2PAFLHET

2015 # 11 * 01 p % 2016 & 01 * 31 p
2016 # 02 * 01 p 3 2016 +# 04 * 30 p
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[ 38 >4 2 ] Development Safety Update
Report No. 5 SIMPONI (golimumab) Period
Covered: 7 April 2015 to 6 April 2016.

*:R2% # 4 4L * SIMPONI (golimumab)

105 % 08 * 03 p

% 30 F > x 33 F




amg%kﬁ%ﬁﬂ?%ﬁi%ﬂiﬁﬁ%-%ﬁiﬁg
~FTRIERS AT REREE(L 2R

2L
¥ k¢ ¥ i";& #EPF
*x pMIFLHRF 1042047 07 p 3 105 #
04 " 06 p
[ 3% > 1472 ] Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARS)
SIMPONI (golimumab) PERIOD COVERED BY
THIS REPORT: 7 October 2015 to 6 April 2016.
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Date of DSMB meeting: 26 May 2016
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Date of DSMB meeting: 26 May 2016
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[ %# % »>1+4F % ] Line Listing of Suspected
CMUH102-REC1-0 Unexpected Serious Adverse Reactions (SUSARS)
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GS-US-320-0110 (Dated 06-Jun-2016)
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[ =8 % >4 £ ] Viread (Tenofovir Disoproxil
Fumarate) Blinded Six-Monthly Line Listing
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[ =# % > 2472 ] Tenofovir Alafenamide (TAF)
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Blinded Six-Monthly Line Listing_Period Covered:
17 Jun 2014 -16 Dec 2014
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[ % ¢ i &% & ]Informational Update Relating
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[ =48 % > 42 ] INVOKANA (Canagliflozin)
Update to Health Authorities on Aggregate Analysis
of
Safety Data from CANVAS (DIA3008)
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*n %  FDA drug safety communication [FDA
strengthens kidney warnings for diabetes medicines
canagliflozin (Invokana, Invokamet) and
dapagliflozin (Farxiga, Xigduo XR)]

[ ¢ i & & ] Drug Safety Communication
relating to possible risk of acute kidney injury with
use of SGLT2 inhibitors
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