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CMUH106-
REC2-096

2017/7/11

1707TURO
03119

follow up
5

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
(3475
POWDER FOR
INJECTION
STUDY)
(cisplatin)
#3)
ETOPOSIDE
(3475
POWDER FOR
INJECTION
STUDY)
(Etoposide)

Injection

Febrile neutropenia

[Febrile neutropenia]

2.3
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#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
(3475
POWDER FOR
INJECTION
5 CMUH106- 2017712 1707TURO |follow up STUDY) Febrile neutropenia ”3 A
REC2-096 03119 6 (cisplatin) [Febrile neutropenia]
#3)
ETOPOSIDE
(3475
POWDER FOR
INJECTION
STUDY)
(Etoposide)
Injection
CMUH105- PLINIFO follow up
REC2-090 2017/4/12 | C-2017041 JINJ-56022473 1.PANCYTOPENIA 1,231 A
4620(4)
HEPATIC FAILURE
(Hepatic failure),SEPSIS
(Sepsis),PLATELET
COUNT DECREASED
(Platelet count
decreased), WOSENING
4. CMURHOS- 2017/7/15 | 1956007 Follow Gemcitabine CREATININE 1,3 A
REC2-074
INCREASED (Creatinine
increased),BLOOD
BILIRUBIN INCREASED
(Blood bilirubin
increased),ANEMIA
(Anemia)
$ 2 F % 31 F
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ﬂmﬁ%*%*%a?mpz WRLIREF-FLLAE
TRAERS X2 E EREE(L #IR)
B X 2 PAR (R L
g S| A p V5B LE % |3k
g |6 4 | w N
HEPATIC FAILURE
(Hepatic failure),SEPSIS
(Sepsis),PLATELET
COUNT DECREASED
(Platelet count
decreased), WOSENING
CMUH105- Follow
5. 2017/7/15 | 1956007 Carboplatin CREATININE 13 A
REC2-074 up 2
INCREASED (Creatinine
increased),BLOOD
BILIRUBIN INCREASED
(Blood bilirubin
increased),ANEMIA
(Anemia)
HEPATIC FAILURE
(Hepatic failure),SEPSIS
(Sepsis),PLATELET
COUNT DECREASED
(Platelet count
decreased), WOSENING
CMUH105- Follow Blinded
6. 2017/7/15 | 1956007 CREATININE 131 A
REC2-074 up 2 Atezolizumab o
INCREASED (Creatinine
increased),BLOOD
BILIRUBIN INCREASED
(Blood bilirubin
increased), ANEMIA
(Anemia)
CMUH105- Follow o )
7. 2017/7/13 | 1964488 Gemcitabine FATIGUE (Fatigue) 13| A
REC2-074 up 1
CMUH105- Follow ) )
8. 2017/7/13 | 1964488 Carboplatin FATIGUE (Fatigue) 13| A
REC2-074 up 1
NEUTROPENIA
CMUH105- » Blinded )
9. 2017/7/26 | 1956870 Initial ) (Neutropenia), UROSEPSI | 23 | A
REC2-074 Atezolizumab ]
S (Urosepsis)
CMUH105- - o PROSTRATION
10. 2017/7/29 | 1972698 | Initial | Gemcitabine ) 13 A
REC2-074 (Prostration)
106 &= 10 * 03 ¢ % 23 R % 31 |
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FTRAERFLXT A ERES( %)
B % AR 3R
*E LB AP TR E R R 2x =R
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(DDysphagia
CMUH104- PDM-JP-20( Follow .
11. "2017/03/19 ONO-4538 (2Vomiting 3 A
REC2-139 170064 up 6 .
(3WVomiting
(DPneumonia aspiration
PDM-JP-20| Follow (@Pneumonia bacterial
12. | 2017/06/04 ONO-4538 . L 371 A
170056 up 7 (3Pneumonia aspiration
(@Pneumonia aspiration
(Dnausea
(@vomiting
(3®Worsened
BMS-2016-| Follow .
13. | 2017/06/15" Paclitaxel hyponatremia 37| A
087401 up 4
@upper
gastrointestional
hemorrhage
(DPneumonia aspiration
CMUH104- PDM-JP-20| Follow (®Pneumonia bacterial
14. "2017/04/19 ONO-4538 . L 371 A
REC2-139 170056 up 8 (3Pneumonia aspiration
(4)Pneumonia aspiration
(DPneumonia aspiration
PDM-JP-20| Follow (@Pneumonia bacterial
15. | 2017/05/29 ONO-4538 ) 137 A
170056 up 9 (3Pneumonia aspiration
(d)Pneumonia aspiration
(DMalignant neoplasm
progression
BMS-2017- Docetaxel, 1,3,
16. | 2017/06/16 Initial (2Dyspnea A
061495 Unknown . o 7
(3worsening of clinical
condition
PDMC2016| Follow
17.12017/07/03" Paclitaxel Spinal cord abscess 1,3 A
0091 (v2)| wupl
CMUH104- PDMC2016| Follow _ - _
18. 2016/10/17 Paclitaxel Interstitial pneumonia 1,3 A
REC2-139 0079 (v3) | up2
(DSkin ulcer Grade 2
CMUH104- PDMC-JP- | Follow _ (@Gastrointestinal
19. "2017/04/19 Paclitaxel ) 3 A
REC2-139 20170009 | up5 stenosis Grade 3
(®Anorexia Grade 3
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PDMC-JP- | Follow .
20. | 2017/05/29 Docetaxel Bone marrow depression | 3 A
20160014 | up1
PDMC-JP- | Follow _ _
21.| 2017/06/16 Paclitaxel Acute pneumonia 1,3 A
20170014 upl
PDMC-JP- | Follow (DNeutropenic fever
22.|2017/07/03" Docetaxel . o 3 A
20160009 | up3 (2Pneumonia aspiration
CMUH104- PDMC-JP- | Follow
23. "2017/04/19 Paclitaxel Pneumonia aspiration 3 A
REC2-139 20170012 up 2
(Dnausea
BMS-2016-( Follow (2vomiting
24. | 2017/05/29 Paclitaxel 3 A
087401 up 5 (3Worsened
hyponatremia
PDM-JP-20| Follow .
25. | 2017/06/16 ONO-4538 Anaemia 3 A
170021 up 3
PDM-JP-20| Follow o
26. | 2017/07/03" ONO-4538 ACTH deficiency 371 A
170029 up 6
(Dlnappetence
CMUH104- PDMC-JP- | Follow )
27. 2017/4/11 Paclitaxel (@lnappetence 3 A
REC2-139 20170023 up 5 .
(3Fatigue
(Dlnappetence
CMUH104- PDMC-JP- | Follow )
28. 2016/6/22 Paclitaxel (@lnappetence 3 A
REC2-139 20170023 up 6 .
(3Fatigue
CMUH104- 2017RP0O01 Fostamatinib or
29. 2016/5/22 Initial Meningitis 3 A
REC2-139 077 placebo
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30.

CMUH104-
REC2-139

"2017/03/22

2014-BI-51

595B1(58)

FU58

Trajenta® /
Linagliptin

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

1,23

31.

2017/04/15

2016-BI-06
6820(12)

FU12

Trajenta® /
Linagliptin

SEVERE
HYPOGLYCEMIA;
BASOCELLULAR
CARCINOMA,;
PHOTOALLERGIC
CONTACT
DERMATITIS;
PALPEBRAL EDEMA;

EGFR > 50%

2,7
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BR31-JPK Immune system disorders -
follow |MEDI4736/Plac ) .
32.|2017/04/15" A0004-01- ; A Other, specify polymyositis| 1 A
up ebo
F7 (Grade 5) - Fatal
BR31-JPK Immune system disorders -
CMUH104- follow |MEDI4736/Plac ) -
33. 2016/12/12 | A0004-01- Other, specify polymyositis| 1 A
REC2-139 up 8 ebo
F8 (Grade 5) - Fatal
CMUH104- 287.DSJ-20 DS-5565 or N
34. 2017/4/23 FU6 Cholangitis 3 A
REC2-139 15-136284 Placebo
CMUH104- 289.DSJ-20 DS-5565 or ]
35. "2016/11/05 FU4 Loss of consciousness 3 A
REC2-139 16-114965 Placebo
291.DSJ-20 DS-5565 or ) )
36. | 2017/05/14" FU8 Diplopia 3 A
15-137537 Placebo
DS-5565 Aspartate aminotransferase
CMUH104- 294.DSJ-20 ) ]
37. 2017/4/5 FU1 [(MIROGABALI| increased; Rib fracture; | 3;7 | A
REC2-139 16-101395 ]
N) Tablet Coronary artery disease
#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
(3475
POWDER FOR
INJECTION
CMUH104- 1707TURO |follow up STUDY) Febrile neutropenia
38. 2016/10/17 ) ) _ ] 23 | A
REC2-139 03119 7 (cisplatin) [Febrile neutropenia]
#3)
ETOPOSIDE
(3475
POWDER FOR
INJECTION
STUDY)
(Etoposide)
Injection
(k] B AR -
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CMUH104-REC2-0
13

43
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CMUH105-REC2-0
42

e

S
&
M

[{ATa454 2]
*5 A p # : Version No.16 Dated 23-Jun-2017
LATIRAFRE 22 FoCF 3 o

(2]
(2)CA209-459 Investigator Letter dated 21Aug2017
#- Overall Response Rate (ORR)+d co-primary
objective :z % secondary objective - Overall
Survival (0OS)#-% &5 2_*&— Primary Endpoint -

CMUH105-REC2-1
27

v AR

(2% 2444 ]

*iEok &4 40 Pembrolizumab(MK-3475)

*g rMIRL PR 12017 £ 03 04 p 3 2017
£06 " 03p

CMUH105-REC2-0
90

W
lL'
2

(GEIEIEF R -E

*EFKE P LA 0 INJ-56022473

*H rPMARLYFII05E 47 26p 3
125 p

*E rMAFLWYEFL05# 102 26 P %
125 p

[z % 242 ]

*E%E P LA 0 INJ-30979754

* pMAFLYPRF 10552 2p 3
"1 p

*Z rMFELYF 105F 117 2P 3
"1 p

106 # 4

106 # 4
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