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ONO-4538-2
CMUH104- |PDM-JP-20 Angina pectoris
1. 4/ BMS Follow up 3 | ONO-4538 » 37| A
REC2-139 | 160055 Cholangitis
CA209473
ONO-4538-2
CMUH104- [PDM-JP-20 Angina pectoris
2. | 4/BMS Follow up 4 | ONO-4538 N 3,71 A
REC2-139 | 160055 Cholangitis
CA209473
ONO-4538-2 .
CMUH104- |PDMC-KR- (DNeutropenic fever
3. 4/ BMS Initial ONO-4538 . 3 A
REC2-139 | 20170001 (2Hyponatremia
CA209473
ONO-4538-2
CMUH104- |PDM-JP-20 N ]
4, 4/ BMS Initial ONO-4538 Haematemesis 3 A
REC2-139 | 170001
CA209473
ONO-4538-2 )
CMUH104- |PDMC-KR- (DNeutropenic fever
5. 4/ BMS Follow up 1 | ONO-4538 . 3 A
REC2-139 | 20170001 (@Hyponatremia
CA209473
ONO-4538-2
CMUH104- [PDM-JP-20
6. 4/ BMS Follow up 1 | ONO-4538 Haematemesis 3 A
REC2-139 | 170001
CA209473
ONO-4538-2
CMUH104- [PDM-TW-2
7. 4/ BMS Initial ONO-4538 Sudden death 3 A
REC2-139 | 0170003
CA209473
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RU-IJNJFO 1. ACUTE
56022473A | CMUH105- DECITABIN
8. C-2016120 initial CARDIOVASCULAR 12| A
ML2002 | REC2-090 E
4172(0) INSUFFICIENCY
RU-IJNJFO 1. ACUTE
56022473A | CMUH105- DECITABIN
9. C-2016120 | follow up 1 CARDIOVASCULAR 12 | A
ML2002 | REC2-090 E
4172(1) INSUFFICIENCY
hypercalcaemia
[Hypercalcaemia]
rapid disease progression
[Disease progression]
MK-3475 )
CMUH104- [ 1603ISR01 . malignant neoplasm
10. |Mk3475-052 follow up 14| (pembrolizu ) ) 13| A
REC2-030 0560 ) progression [Malignant
ma
neoplasm progression]
worsening of urinary tract
infection [Urinary tract
infection]
Other Serious Criteria:
MK-3475 Medically Significant
CMUH104- | 1606 USAO ) ) o
11. [Mk3475-052 follow up 10| (pembrolizu |  adrenal insufficiency 23| A
REC2-030 05236 ) o
mab) [Adrenal insufficiency]
pericarditis [Pericarditis]
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
complications due to
MK-3475 ) ) ]
CMUH104- | 1609ISR00 ) cardiac device [Cardiac
12. |Mk3475-052 follow up 11| (pembrolizu o ) 23 | A
REC2-030 4740 ) complication associated
mal
with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
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13.

Mk3475-052

CMUH104-
REC2-030

1606USAO
05236

follow up 11

MK-3475
(pembrolizu

mab)

Other Serious Criteria:
Medically Significant
adrenal insufficiency

[Adrenal insufficiency]

pericarditis [Pericarditis]

2.3

14.

Mk3475-052

CMUH104-
REC2-030

1609ISR00
4740

follow up 12

MK-3475
(pembrolizu

mab)

Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
complications due to
cardiac device [Cardiac
complication associated
with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
unknown cause of death
[Death]

complications due to
cardiac device [Cardiac
complication associated
with device]
crystal arthropathy

involving lower leg

[Crystal arthropathy]

1.23
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Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
complications due to
cardiac device [Cardiac
MK-3475 o )
CMUH104- | 16091SR00 ) complication associated
15. [Mk3475-052 follow up 12| (pembrolizu _ ] 1.23] A
REC2-030 4740 with device]
mab)
crystal arthropathy
involving lower leg
[Crystal arthropathy]
unknown cause of death
[Death]
(1)Body temperature
16P-167-17 _
CMUH104- . ] increased
16.| M14-483 68990-00(0| Initial Lomustine ) ) ) 3 A
REC2-064 0 (2)Urinary tract infection
' (3)Pain in hip
16P-167-17
CMUH104- - _
17.] M14-483 94695-00(1 Initial ABT-414 Fatigue 131 A
REC2-064
.0)
Sepsis [Sepsis]
Pneumonia [Pneumonia]
Febrile neutropenia
[Febrile neutropenia]
Pralatrexate | Oral candidiasis [Oral
FOT14-TW-| CMUH105- |GBR-2016- (PRALATR candidiasis]
18. follow up 2 _ 123 A
401 REC2-024 | 0040510 EXATE) Hyponatraemia
Injection [Hyponatraemia]
Irritant contact dermatitis
[Dermatitis contact]
Infectious diarrhea
[Diarrhoea infectious]
Pralatrexate ) .
Sepsis [Sepsis]
FOT14-TW- | CMUH105- |GBR-2016- (PRALATR ) )
19. follow up 3 Infectious diarrhea 123 A
401 REC2-024 | 0040510 EXATE) _ o
o [Diarrhoea infectious]
Injection
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Pralatrexate ] .
Sepsis [Sepsis]
(PRALATR ) )
FOT14-TW- | CMUH105- [GBR-2016- Pneumonia [Pneumonia]
20. follow up 4| EXATE) _ _ 123 A
401 REC2-024 | 0040510 Infectious diarrhea
Solution for ) ) ]
S [Diarrhoea infectious]
injection
DS5565-A-J | CMUH104- |228.DSJ-20 N
21. FU5 DS-5565 Cholangitis 3 A
303 REC2-022 | 15-136284
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
complications due to
cardiac device [Cardiac
MK-3475
CMUH104- [ 1609ISR00 complication associated
22. |Mk3475-052 follow up 14| (pembrolizu 123 A
REC2-030 4740 with device]
mab)
crystal arthropathy
involving lower leg
[Crystal arthropathy]
unknown cause of death
[Death]
Other Serious Criteria:
MK-3475 Medically Significant
CMUH104- | 1606USA0 ) ) o
23. [Mk3475-052 follow up 12| (pembrolizu |  adrenal insufficiency 23| A
REC2-030 05236 ) -
mab) [Adrenal insufficiency]
pericarditis [Pericarditis]
CMUH104- | 2016SE934 )
24.| PT010005 follow up 2 | PT010005 Cardiac arrest 1 A
REC2-147 78
CMUH104- [2016SE726 COPD/Arteriosclerotic
25. | PT010005 followup 1 | PT010005 ) ] 1 A
REC2-147 56 cardiovascular disease
MK-5172
(grazoprevir) ) )
Pancreatic adenocarcinoma
MK5172-01 [ CMUH104- [1701PRIOL| Tablet, )
26. initial [Adenocarcinoma 1 A
7 REC2-023 3623 MK-8742
) pancreas]
(elbasvir)
Capsule
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217.

MK5172-01
7

CMUH104-
REC2-023

1701PRIO1
3623

follow up

(downgrade)

MK-5172
(grazoprevir)
Tablet,
MK-8742
(elbasvir)

Capsule

Pancreatic adenocarcinoma
[Adenocarcinoma

pancreas]

28.

MK3475-17
7

CMUH104-
REC2-181

1701USA0
07452

Initial

MK-3475
(pembrolizu

mab)

death unknown cause
[Death]

29.

MK3475-17
7

CMUH104-
REC2-181

17011SR00
9584

Initial

#1)
BEVACIZU
MAB
(bevacizuma
b)

#2)
FLUOROU
RACIL
(fluorouracil
)

#3)
OXALIPLA
TIN
(oxaliplatin)
#4)
LEUCOVO
RIN
(leucovorin)
#5 ) SLOW
FE (ferrous

sulfate)

Other Serious Criteria:
Medically Significant
cerebrovascular accident
suspicion [Cerebrovascular

accident]

2,3

30.

AS0005

CMUH104-
REC2-134

201604483
9

Initial

Certolizuma
b pegol vs

Placebo

Fractured metatarsal

Medi
cally
signif

icant
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7.
Certolizuma Medi
CMUH104- [ 201604483 )
31.| AS0005 Folilow up 1| b pegol vs Fractured metatarsal cally| A
REC2-134 9 o
Placebo signif
icant
INTERSTITIAL
PNEUMONIA;
D4191C0000] CMUH103-|2016SE800
32. FU6 MEDI4737 BACTERIAL 2341 A
1 REC2-113 05
PNEUMONIA;
DIARRHEA
SEPTIC SHOCK;
D4191C0000] CMUH103- | 2016SF319 ADEREAL
33. FUl MEDI4738 2 A
1 REC2-113 83 INSUFFICIENCY;
BACTERAEMIA
#1)
BEVACIZU
MAB
(bevacizuma
b)
#2)
FLUOROU
RACIL Other Serious Criteria:
MK3475-17 | CMUH104- | 17011SR00 (fluorouracil|  Medically Significant
34. follow up 1 ) 2,3 A
7 REC2-181 9584 ) cerebro vascular acciden
#3) [Cerebrovascular accident]
OXALIPLA
TIN
(oxaliplatin)
#4)
LEUCOVO
RIN
(leucovorin)
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35.

MK3475-17
7

CMUH104-
REC2-181

17011SR00
9584

follow up 2

#1)
BEVACIZU
MAB
(bevacizuma
b)

#2)
FLUOROU
RACIL
(fluorouracil
)

#3)
OXALIPLA
TIN
(oxaliplatin)
#4)
LEUCOVO
RIN

(leucovorin)

Other Serious Criteria:
Medically Significant
cerebro vascular accident

[Cerebrovascular accident]

2,3
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1. | CMUH104-REC2-017 | & fL15 | "¢ * % Alectinib/RO5424802
* 2MARLHEF 105# 067 04p % 1054# 12 7 03 p

[+%42452]

2. | CMUH103-REC2-098 | & & i .
*p g 11054 10 ¥ 28 p

CEEE TSRS 258
*:R% # 1 4 : Darbepoetin alfa
*p #p:105# 12 % 14 p
. FEAFPN R LB P {8 TP % (post-market
3. | DMR99-IRB-292 Xt surveillance) s 3 % ¥ » 4 i 47 3% % 4 Darbepoetin
Alfa(Aranesp) ¢ 3l4=pc& & K F i (Severe Cutaneous
Reaction) - & 4 Stevens-Johnson syndrome (SJS) © = 3% 4 ¥

A O A L AN R W

[#%=]

*F\ 2; .
1IDMC ¢ 3% % & %% (72 & p ¥ 5 02 December 2016) ;
4, #F 1 % | 2.Investigator Letter(3 & p #7 5 15 December 2016) ;
CMUH105-REC2-090 . . .

3.Investigator Letter(% & p # 2 23 December 2016) ;
4.Investigator Letter(fz & p #p 5 23 December 2016) ;
5. %48 £ % 56022473AML2002 Version 6.00 18NOV2016

(2= 2142 ]
Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) JNJ-56022473 (CSL362;
talacotuzumab)
*E%KE Y LA 1 INJ-56022473
*E pMARLHAFII05F 47 26 p 1 105# 10 25 p
[ % 24242 ]
Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) JNJ-30979754 (decitabine)
*iRB B F 2 AL 0 INJ-30979754 (decitabine)
*E rMHEFELYPEF 10552 2p 3 105#-11 % 1p

5. | CMUH105-REC2-090

ki
\L
s

CEESEED
*i A D Version 5.0

6. | CMUH104-REC2-010 | 3% ¥ &
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*p # : 27 Jan 2016

CMUH104-REC2-065

[ DSMC 43k 1 &)
A2 pd 12016 & 112 15 p

CMUH104-REC2-102

(== 2142]
*E% S L4 0 Nivolumab
*% rPARLHF - 105% 077 04p 1 106017 03 p

CMUH104-REC2-042

v AR

(##]
FROE CRTH A AF A S P (IBVIS)Z ks ApBE 2 2 o
1.Addendum No. 1 to Investigator Brochure Version 15, Date:
28-Sep-2016
2.Letter for Addendum No. 1 to Investigator Brochure Version
15
3.Comparison of IB v15 Addendum No. 1 to IB v15, Date:
28-Sep-2016

10.

CMUH104-REC2-098

[{FaiFs2p]
*5< & Version Number 8 / Version Number 9
*p # @ July 2016 / August 2016

11.

CMUH105-REC2-143

H
lL'
2

[{ATa 1 2]
*= & @ Version 6
*p #p : 14 October 2016
(##]
*RF RSB A 4 A 5 B9991010 Avelumab
IB v6 PI Clarification letter_05Jan2017 :p? IB 2 { 5 %

12.

CMUH104-REC2-127

wh
ojv
=

[{r7a4F1 2]
* A 1 v6.0
*p g 12016 £ 02 1 04 B
[ #7820 ) fiér
*3x A ¢ Addendum
*p #p 12016 & 04 ® 20 p
(2]
RF O BEREE A
Case report form based on protocol V6.0 dated 06 Sep 2016
(2]

*M o7 L M ZEP Insurance: Revised certificate dated 14 Jun
2016

13.

CMUH105-REC2-098

P

CEEE D
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T rMIRLHF I05F 107 13 p 1 106 £ 01 * 12 p
(EEIEEIEES |
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FrMIFLYREF 104 £ 122 01 p 5 105& 112 30 p
X rMELYPF 105102 01 p 2 105 F 127 31 p
(EEIEEIEES |
17. | CMUH105-REC2-062 | % 1615 | *&#s %4 £ 4L PT-112
X rMELYF 105203 12p 3 105209 % 11 p
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