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GASTROESOPHAGEAL
JUNCTION
CMUH102-R 2016-BI-081 Trajenta® /
1. 2016/11/23 FU9 ADENOCARCINOMA; 1,3 A
EC2-137 847(9) Linagliptin
HYPOTENSION;
HYPOGLYCAEMIA
SEPTIC SHOCK;
PYELONEPHRITIS ACUTE;
CMUH102-R 2015-BI-043 Trajenta® /
2. 2015/1/21 FU10 URINARY INFECTION; 1,3 A
EC2-137 91BI(10) Linagliptin
GASTROINTESTINAL
PERFORATION
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CMUH102-R
EC2-137

2016/12/12

2017-BI-015

807(1)

FU1

Trajenta® /
Linagliptin

HYPOVOLEMIC SHOCK;

MALIGNANT ANAL AND

RECTOSIGMOID
MELANOMA

2,37

CMUH102-R
EC2-137

2015/1/14

2014-BI-515
95BI(55)

FU55

Trajenta® /
Linagliptin

END STAGE RENAL
DISEASE; CHRONIC
KIDNEY DISEASE
(DIALYSIS); WORSENING
ANEMIA;
WORSENING ANEMIA;
WORSENING ANEMIA;
CAP; APO SECONDARY TO
ACS; ACUTE ON CKD
[SECONDARY TO SEPSIS];
[ACUTE ON CKD
SECONDARY TO] SEPSIS;
WORSENING ANEMIA;
ACUTE
PULMONARY OEDEMA;
CRBSI CATHETER
RELATED BLOOD
STREAM INFECTION;
ANEMIA SECONDARY
TO CKD; WORSENING
ANEMIA; L4/L5
SPONDYLODISCITIS;
INCREASED
LIPASE/RAISED LIPASE;
CHANGE
IN CKD CLASS (4 TO 5)

1,23,
4,7

EC2-137

CMUH102-

R
2013/8/3

2016-BI-316
36BI(6)

FUG6

Trajenta® /

Linagliptin

PANCREATIC
INSUFFICIENCY,;
PANCREATIC CANCER

1,7
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HYPOKALEMIA; COPD
CMUH102-R 2017-BI-031 Trajenta® / EXACERBATED;
6. 2017/3/27 initial 2,3 A
EC2-137 487(0) Linagliptin HYPOGLICEMIA,
HYPOGLICEMIA
HYPOKALEMIA; COPD
CMUH102-R 2017-BI-031 Trajenta® / EXACERBATED;
7. 2017/3/27 FUl 2,3 A
EC2-137 487(1) Linagliptin HYPOGLICEMIA,;
HYPOGLICEMIA
SEPTIC SHOCK;
PNEUMONIA,;
SYMPTOMATIC ANEMIA;
HYPONATREMIA;
EMOTIONAL LABILITY;
CMUH102-R 2016-BI-621 Trajenta® /
8. 2016/9/20 FU16 UNCONTROLLED DM; 1,3 A
EC2-137 36BI(16) Linagliptin
HYPOGLYCEMIA;
HYPOGLYCEMIA; ACUTE
GASTROENTERITIS;
CELLULITIS RIGHT
FOREARM
INTRACRANIAL BLEED;
HYPOGLYCEMIA;
CHANGE IN CKD STAGE
CMUH102-R 2016-Bl-256 Trajenta® / (4 TO 5); EGFR DECREASE
9. 2016/4/6 FU6 1,3 A
EC2-137 23BI(6) Linagliptin >=
40% TO < 50%; EGFR
DECREASE >=40% TO <
50%
PANCREATIC
CMUH102-R 2016-BI-316 Trajenta® /
10. 2013/8/3 FU7 INSUFFICIENCY; 1,7 A
EC2-137 36BI(7) Linagliptin
PANCREATIC CANCER
PANCREATIC
CMUH102-R 2016-BI-316 Trajenta® /
11. 2013/8/3 FU8 INSUFFICIENCY; 1,7 A
EC2-137 36BI(8) Linagliptin
PANCREATIC CANCER
CMUH105-R 2017TWO008
12. 2017/7/5 Initial PT-112 Hypovolemic shock 1 A
EC2-062 812
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Follow up
CMUH105-R 2017TWO008
13. 2017/7/5 1 (down PT-112 Disease Progression 1 A
EC2-062 812
grade)
TW-JNJFOC
CMUH105-R follow up 1. SEPTICEMIA
14. 2017/4/30 |[-2017050356 Decitabine 1,3 A
EC2-090 3 2. STROKE
7(3)
TW-JNJFOC
CMUH105-R follow up 1. SEPTICEMIA
15. 2017/4/30 |(-2017050356 JNJ-56022473 1,3 A
EC2-090 3 2. STROKE
7(3)
PL-JNJFOC-
CMUH105-R follow up 1.HYPERURICEMIA
16. 2017/6/10 |2017061109 DECITABINE 2,3 A
EC2-090 2 2.BRADYCARDIA
1(2)
PL-JNJFOC-
CMUH105-R follow up 1.HYPERURICEMIA
17. 2017/6/10 |[2017061109 JNJ-56022473 2,3 A
EC2-090 2 2.BRADYCARDIA
1(2)
PL-IJNJFOC-
CMUH105-R follow up 1.HYPERURICEMIA
18. 2017/6/10 |[2017061109 DECITABINE 2,3 A
EC2-090 4 2.BRADYCARDIA
1(4)
PL-JNJFOC-
CMUH105-R follow up 1.HYPERURICEMIA
19. 2017/6/10 (2017061109 JNJ-56022473 2,3 A
EC2-090 4 2.BRADYCARDIA
1(4)
CMUH105-R 16P-269-179
20. 2016/11/20 Initial Veliparib Transient ischemic attack 3 A
EC-2-056 2609-00(0.0)
CMUH105-R 17P-087-183 Pyelonephritis acute
21. 2017/1/4 Initial Veliparib 3 A
EC-2-056 0850-00(0.0) Septic shock
CMUH105-R 16P-269-179 | Follow up
22. 2016/11/20 Veliparib Transient ischemic attack 3 A
EC-2-056 2609-00(1.0) 1
CMUH105-R 17P-087-183 | Follow up Pyelonephritis acute
23. 2017/1/14 Veliparib 3 A
EC-2-056 0850-00(3.0) 1 Septic shock
CMUH105-R 17P-028-186 Colon perforation
24, 2017/1/30 Initial Veliparib 3 A
EC-2-056 0318-00(0.0) Diverticulitis
CMUH105-R 17P-028-186 | Follow up Colon perforation
25. 2017/1/30 Veliparib 3 A
EC-2-056 0318-00(1.0) 1 Diverticulitis
CMUH105-R 17P-013-187 Pneumonia
26. 2017/2/15 Initial Veliparib 3,6 A
EC-2-056 9328-00(0.0) Pulmonary fibrosis
106 # 08 * 09 p % 25 F % I
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CMUH105-R 17P-013-187 | Follow up Pneumonia
27. 2017/2/15 Veliparib 3,6 A
EC-2-056 9328-00(1.0) 1 Pulmonary fibrosis
CMUH105-R 17P-163-189
28. 2017/2/25 Initial Veliparib Bilateral pneumonia 3 A
EC-2-056 2676-00(0.0)
CMUH105-R 17P-028-186 | Follow up Colon perforation
29. 2017/1/30 ABT-494 3 A
EC-2-056 0318-00(3.0) 2 Diverticulitis
CMUH105-R 17P-087-183 | Follow up Pyelonephritis acute
30. 2017/1/4 ABT-494 3 A
EC-2-056 0850-00(9.0) 2 Septic shock
CMUH105-R 17P-013-187| Follow up Pneumonia
3L 2017/2/4 ABT-494 3,6 A
EC-2-056 9328-00(3.0) 2 Pulmonary fibrosis
CMUH105-R 17P-163-189 [ Follow up
32. 2017/2/25 ABT-494 Bilateral pneumonia 3 A
EC-2-056 2676-00(2.0) 1
CMUH105-R 17P-028-186 | Follow up Colon perforation
33. 2017/1/30 ABT-494 3 A
EC-2-056 0318-00(5.0) 3 Diverticulitis
CMUH105-R 17P-269-193 Pneumonia
34. 2017/3/20 Initial ABT-494 3 A
EC-2-056 5805-00(0.0) Pleuritis
CMUH105-R 17P-163-189 | Follow up
35. 2017/2/25 ABT-494 Bilateral pneumonia 3 A
EC-2-056 2676-00(3.0) 2
CMUH105-R 17P-269-193| Follow up Pneumonia
36. 2017/3/30 ABT-494 3 A
EC-2-056 5805-00(1.0) 1 Pleuritis
(DSeverely dehydrated
CMUH105-R PDM-JP-201 NIVOLUMAB;O condition [Dehydration]
37. 2017/5/6 Initial 2.3 A
EC2-079 70063 XALIPLATIN (@Neutropenia (Grade 4)
[Neutropenia]
(DSeverely dehydrated
condition [Dehydration]
CMUH105-R PDM-JP-201| follow up | NIVOLUMAB;O
38. 2017/5/6 (@Neutropenia (Grade 4) 1.23| A
EC2-079 70063 1 XALIPLATIN
[Neutropenia]
(®Sepsis [Sepsis]
CMUH105-R PDM-JP-201| follow up | NIVOLUMAB;O
39. 2017/5/6 123 A
EC2-079 70063 2 XALIPLATIN
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#1) MK-3475
Study (Code not
broken)
#2) CISPLATIN
(3475 POWDER
FOR
INJECTION
CMUH106-R 1707TUROO | follow up Febrile neutropenia [Febrile
40. 2017/7/11 STUDY) 23 A
EC2-096 3119 1 neutropenia]
(cisplatin)
#3) ETOPOSIDE
(3475 POWDER
FOR INJECTION
STUDY)
(Etoposide)
Injection
CMUH105-R E2B_800622 AVELUMAB Acute coronary syndrome,
41. 2017/3/15 FU7 23 A
EC2-050 56 CARBOPLATIN Infusion-related reaction
CMUH105-R E2B_800622 AVELUMAB Acute coronary syndrome,
42. 2017/3/15 FU8 23 A
EC2-050 56 CARBOPLATIN Infusion-related reaction
Pneumonitis, Fatigue,
CMUH105-R E2B_800703 Myalgia, Productive cough,
43. 2017/4/1 FU3 AVELUMAB 13 A
EC2-050 51 Anxiety, Musculoskeletal
chest pain, Haemoptysis
Pneumonitis, Fatigue,
CMUH105-R E2B_800703 Myalgia, Productive cough,
44, 2017/4/1 FU4 AVELUMAB 13 A
EC2-050 51 Anxiety, Musculoskeletal
chest pain, Haemoptysis
CMUH105-R AVELUMAB
45, 2016/12/9 8150501 FU3 Disease progression 1 A
EC2-050 PACLITAXEL
CMUH105-R E2B_800685 AVELUMAB
46. 2017/5/7 FU2 Pancytopenia 13 A
EC2-050 01 PEMETREXED
CMUH105-R AVELUMAB
47. 2016/12/9 8150501 FU4 Disease progression 1 A
EC2-050 PACLITAXEL
106 &= 08 * 09 p % 27 7 % 34 T
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48.

CMUH105-R
EC2-074

2017/1/3

1861649

follow up

1

Gemcitabine

SEPSIS (Sepsis) URINARY
TRACT INFECTION(Urinary
tract infection)
NEUTROPENIA
(Neutropenia) URINARY
TRACT INFECTION
(Urinary tract infection)
THROMBOCYTOPENIA
(Thrombocytopenia)
ANEMIA (Anemia)
PARTIAL BOWEL
OBSTRUCTION (Partial

bowel obstruction)

2,3

49.

CMUH105-R
EC2-074

2017/1/3

1861649

follow up

1

Carboplatin

SEPSIS (Sepsis) URINARY
TRACT INFECTION(Urinary
tract infection)
NEUTROPENIA
(Neutropenia) URINARY
TRACT INFECTION
(Urinary tract infection)
THROMBOCYTOPENIA
(Thrombocytopenia)
ANEMIA (Anemia)
PARTIAL BOWEL
OBSTRUCTION (Partial

bowel obstruction)

2,3

50.

CMUH105-R
EC2-074

2017/5/9

1934858

Initial

Blinded

Atezolizumab

ACUTE PULMONARY
EDEMA (Acute pulmonary

edema)

2,3

51.

CMUH105-R
EC2-074

2017/5/20

1932955

Initial

Carboplatin

DYSPNEA (Dyspnea)
SUPRAVENTRICULAR
TACHYCARDIA
(Supraventricular tachycardia)
LOBAR PNEUMONIA

(Lobar pneumonia)

2,3
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ACUTE PULMONARY
EDEMA (Acute pulmonary
edema) ACUTE CORONARY
CMUH105-R follow up Blinded SYNDROME (Acute
52. 2017/5/9 1934858 2,3 A
EC2-074 1 Atezolizumab coronary syndrome)
ANALGESIC CONTROL
(PAIN AGGRAVATED) (Pain
aggravated)
CMUH105-R
53. 2017/5/20 1944140 Initial Gemcitabine SEPSIS (Sepsis) 1,3 A
EC2-074
CMUH105-R Blinded
54. 2017/5/20 1944140 Initial SEPSIS (Sepsis) 1,3 A
EC2-074 Atezolizumab
DYSPNEA (Dyspnea)
LOBAR PNEUMONIA
(Lobar pneumonia)
PNEUMONITIS
CMUH105-R follow up (Pneumonitis)
55. 2017/5/20 1932955 Carboplatin 123 A
EC2-074 1 SUPRAVENTRICULAR
TACHYCARDIA
(Supraventricular tachycardia)
RENAL IMPAIRMENT
(Renal impairment)
PULMONARY
CMUH105-R Blinded THROMBOEMBOLISM
56. 2017/6/13 1956606 Initial 2 A
EC2-074 Atezolizumab (Pulmonary
thromboembolism)
PULMONARY
CMUH105-R THROMBOEMBOLISM
57. 2017/6/13 1956606 Initial Gemcitabine 2 A
EC2-074 (Pulmonary
thromboembolism)

106 = 08 * 09 p
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58.

CMUH105-R
EC2-074

2017/5/20

1932955

follow up

2

Blinded

Atezolizumab

DYSPNEA (Dyspnea)
LOBAR PNEUMONIA
(Lobar pneumonia)
PNEUMONITIS
(Pneumonitis)
SUPRAVENTRICULAR
TACHYCARDIA
(Supraventricular tachycardia)
RENAL IMPAIRMENT

(Renal impairment)

1,23

59.

CMUH105-R
EC2-074

2017/5/20

1932955

follow up

2

Gemcitabine

DYSPNEA (Dyspnea)
LOBAR PNEUMONIA
(Lobar pneumonia)
PNEUMONITIS
(Pneumonitis)
SUPRAVENTRICULAR
TACHYCARDIA
(Supraventricular tachycardia)
RENAL IMPAIRMENT

(Renal impairment)

1,23

60.

CMUH105-R
EC2-074

2017/6/1

1943688

follow up

1

Blinded

Atezolizumab

WHITE BLOOD CELL
DECREASED (White blood

cell decreased)

2,3

61.

CMUH105-R
EC2-074

2017/6/26

1956772

Initial

Gemcitabine

MUCOSITIS (Mucositis)
FEBRILE NEUTROPENIA
(Febrile neutropenia)

THROMBOCYTOPENIA

(Thrombocytopenia)

2,3
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DYSPNEA (Dyspnea)
LOBAR PNEUMONIA
(Lobar pneumonia)
PNEUMONITIS
CMUH105-R follow up (Pneumonitis)
62. 2017/5/20 1932955 Gemcitabine 123 A
EC2-074 1 SUPRAVENTRICULAR
TACHYCARDIA
(Supraventricular tachycardia)
RENAL IMPAIRMENT
(Renal impairment)
[ARk] B APH -
R FEEwEAREL
P ,
33 *§ N NS FER B
[z % 21244 ]
*éﬁ%ﬁi’ﬁ' &4 * LMTM 100mg
THIFLHPF 104042 15p 3 104 10" 14
1. | CMUH104-REC2-025 | # X %= " i )
*E rMEE A HRF 1042107 15p 3 105% 04 0 14
2
*g pMARLHE 105 04 % 15p 2 105# 10 * 14
2
[z % 21244 ]
L | *EERES L4 Atezolizumab
2. | CMUH105-REC2-074 | £+ & ) )
*E MR EHREF 105+ 112 11 p 2 106 # 05 % 10
2
[Larigre o]
*5 A 1 Version 5.0
3. | CMUH104-REC2-111 &M | *p ¥ 18 April, 2017
[DSMB /43 i )
*Ak 3 2 p ¥ 28 November 2016
4. | CMUM105-REC2-044 | it (= 2tz
R ELS LA INC280

106 = 08

709 p
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* p ML HPRF 105% 107 01 p 2 106 # 03 * 31
p

5. | CMUH104-REC2-145

[z =z 232 ]
*ik5 E e 4 ASP8273
*% M ARL W 0105 05 22 p % 105 # 11 7 21

6. | CMUH103-REC2-042

*m & ¢ Investigator Brochure Clarification Letter —
Compound name MK-5172 , Edition 12

7. | CMUH104-REC2-078

[ % 2142 ]

*R5% ¥ L STELARA (Ustekinumab)

*% >MIFLHPF 105& 010 01 p % 105# 12 7 31
p

*% >MIFLHPF 105% 06 01 p 1 105# 12 7 31
p

8. | CMUH105-REC2-110

[z % 21244 ]
*R5% ¥ ¢ 1 Venetoclax(ABT-199)
* rMEELHEF 1064 112 05p % 106 & 06 * 23
2

9. | CMUH104-REC2-078

[#&]

oyl EwRL 4]

CNTO1275SLE2001 Version 5.01 08FEB2017 BC -
Unique Forms

[ DSMB - :d )

*AckZ it p #2016 # 06 * 01 p

*Ack it pdp 2017 £ 04 7 12 p

[{3riFr2p]

*pRA 118

*p #2017 £ 04 7 13 p

10. | CMUH105-REC2-108

*(= @ p g 0 2017 & 06 7 15 B

11. | DMR101-IRB2-054

(%4 %4524 4]

12. | CMUH103-REC2-063

[z = >2P42])

*ikgk E LA 0 AZD9291

*p MR AW 105# 110 13p % 106 & 5% 12
p
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13.

CMUH104-REC2-102

AR R

[z 2144 ]

*E%E P LA 0 Nivolumab

* PMELPHEFII06 01 04p 2 106 # 07 * 03
2

14.

CMUH105-REC2-062

P

it

[ DSMB -2 i 5]
*Acxp 2 p g 2017 = 06 F 21 p
*if 4F + ¢ @ SCI-PT112-ONC-P1-001 Safety Review
Committee Meeting#2 Minutes — 21 Jun 2017

15.

CMUH105-REC2-143

ki
\1_
k3

[ 57 wif aviz &)

*F o p #2017 & 07 % 07 p

16.

CMUH102-REC2-068

LA

[z =% 2144 ]

*E%E 5 LA LDK378

*g pMAFLHE 105# 107 01 p 2 106 & 03 ¥ 31
p

[{ara4Fr2p]

*5x A& ¢ Edition 10

*p g 12017 # 06 * 10 p

17.

CMUH104-REC2-102

IR R

GEIEERIE D

*5 A~ @ Nivolumab (BMS-936558) Investigator Brochure
Version No.: 16/ Date: 23-Jun-2017

*p #p 12017 # 06 * 23 p

18.

CMUH104-REC2-147

[{ara4Fc2p]
*u A 1 Ver 6.0

*p#p 12017 # 06 7 13 p
*u A 1 Ver5.0

*p 12017 06" 30p

19.

DMR100-IRB-006

I &

[ %# % > #3482 ] Development Safety Update Report
No. 7
*Esk B LA 1 INJ-212082 (Abiraterone acetate)
* rMELHEF 1054 28p 3 106 & 4 % 27
p

[ =¥ % > 4842 ] Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
*Esk B LA 1 INJ-212082 (Abiraterone acetate)
*E pMHAELPEF 105+ 107 28p 3 106 F 4 % 27
A
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20. | CMUH105-REC2-132 | tki& ik o
*aix i p Hp o 01-Jun-2017
CEEEREED
21. | DMR99-IRB-147 3 a8 | x4 : Edition No.: 9.0
*p # @ 20-Jun-2017
[ <= 24247 2 ] (dated 19-Jul-2017)
92 .| *WERES LA - Lulizumab pegol (BMS-931699)
" | CMUH103-REC2-153 | ©© " | % pprdpa mm 105& 121 07 p 1 106 & 06 7 08
2
[ 5¢ wid i )
23. | CMUH104-REC2-145 '?%?E';Tﬁ *F S p 106 & 07 % 17 p
* Notification of Study Closure: 17Jul2017
[ 5¢ wid i )
) *iT o p Hp o
24. | CMUH106-REC2-073 | #3 4 ¥ )
1.2017 # 05 * 15 p
2.2017 # 05 * 05 p
[ 5¢ wid i )
) *iT o p Hp o
25. | CMUH106-REC2-072 | #% 4 ¥ )
1.2017 # 05 * 15 p
2.2017 #05 * 05 p
[{A7a4F42p]
*u A p P 1 LY2439821, Approval Date: 31-May-2017
. [ 2434 ]
26. | CMUH105-REC2-025 | & & %=
*E%E 5 LA Ixekizumab (LY2439821)
*E MR LYPFII05& 127 17 p 3z 106 F 3% 22
P
27. | CMUH103-REC2-124 | th7%h | [ > 5%% L 4 4]

[/ FiZ]

[ A S

FR-REPEALR (%)

i - R (%)

F 3 ~ dcg (2082 004)
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