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CA-INJFO
CMUH103- DARATUMUM 1. RESPIRATORY
1. 2014/11/29 | C-2014120| initial 23 [ A
REC1-075 AB FAILURE
2182(0)
CN-INJFO IBRUTINIB/
CMUH102- follow up 1. ACUTE KIDNEY
2. 2014/11/26 | C-2014111 BENDAMUSTI 23 [ A
REC1-019 3 INJURY
8964(3) NE
CN-INJFO IBRUTINIB/
CMUH102- follow up 1. ACUTE KIDNEY
3. 2014/11/26 | C-2014111 BENDAMUSTI 23 [ A
REC1-019 4 INJURY
8964(4) NE
CA-INJFO
CMUH103- follow up| DARATUMUM 1. RESPIRATORY
4. 2014/11/29 | C-2014120 23 [ A
REC1-075 1 AB FAILURE
2182(1)
CA-INJFO
CMUH103- follow up| DARATUMUM 1. RESPIRATORY
5. 2014/11/29 | C-2014120 23 [ A
REC1-075 2 AB FAILURE
2182(2)
CMUH102- EC-2014-0 SORAFENIB Upper gastrointestinal
6. 2014/9/30 FU 1231 A
REC1-053 00492 TOSILATE hemorrhage;Shock
CMUH102- EC-2014-0 SORAFENIB
7. 2014/11/13 | Circulatory failure 1 A
REC1-053 01688 TOSILATE
CMUH102- EC-2014-0 SORAFENIB
8. 2014/11/13 | Death 1 A
REC1-053 01691 TOSILATE
CMUH102- EC-2014-0 SORAFENIB | Hemorrhage of digestive
9. 2014/9/30 FU 1231 A
REC1-053 00492 TOSILATE tract;Shock
CMUH102- EC-2014-0 SORAFENIB | Esophageal varices with
10. 2014/9/26 FU 23 [ A
REC1-053 00464 TOSILATE bleeding;Pneumonia
CMUH102- EC-2014-0 SORAFENIB | Hemorrhage of digestive
11. 2014/9/30 FU 1231 A
REC1-053 00492 TOSILATE tract;Shock
CMUH102- EC-2014-0 SORAFENIB | Esophageal varices with
12. 2014/9/26 FU 23 [ A
REC1-053 00464 TOSILATE bleeding;Pneumonia
CMUH102- EC-2014-0 SORAFENIB | Esophageal varices with
13. 2014/9/26 FU 23 [ A
REC1-053 00464 TOSILATE bleeding;Lung infection
CMUH102- EC-2014-0 SORAFENIB
14. 2014/11/14 FU Respiratory failure 1 A
REC1-053 01691 TOSILATE
DMR101-IR 2014SE666 Blind for
15. 2014/8/26 initial PYELONEPHROSIS 3 A
B1-165 81 Investigator
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DMR101-IR 2014SE590 | Follow-u Blind for
16. 2014/8/6 ATRIAL FIBRILLATION| 2,3 | A
B1-165 28 p Investigator
DMR101-IR 2014SE590 | Follow-u Blind for
17. 2014/8/6 ) ATRIAL FIBRILLATION| 23 | A
B1-165 28 p1l Investigator
DMR101-IR 2014SE567 | Follow-u [FASLODEX(FU
18. 2012/9/26 ARRHYTHMIA 23 [ A
B1-165 46 p LVESTRANT)
DMR101-IR 2014SE590 | Follow-u Blind for
19. 2014/8/6 ) ATRIAL FIBRILLATION| 23 | A
B1-165 28 p Investigator
DMR101-IR 2014SE590 | Follow-u Blind for
20. 2014/8/6 ) ATRIAL FIBRILLATION| 23 | A
B1-165 28 p2 Investigator
DMR101-IR 2014-2265( carfilzomib/
21. 2014/10/12 Initial MENINGITIS 2 A
B1-148 0) dexamethasone
DMR101-IR 2014-2211(| Follow o
22. 2014/10/2 carfilzomib CARDIAC ARREST 1 A
B1-148 1) UP1
1. CARDIOPULMONARY
ARREST
2. METABOLIC ACIDOSIS
3. RESPIRATORY FAILURE
4. ATRIAL FIBRILLATION
5. INFLUENZA
DMR101-IR 2014-0318(| Follow | carfilzomib/
23. 2014/2/6 A-PNEUMONIA 1 A
B1-148 9) UP9 | dexamethasone
6. ACUTE RENAL FAILURE
7. SEPTIC SHOCK
8.THROMBOCYTOPENIA
9. ACUTE RENAL FAILURE
10. ACUTE RENAL
FAILURE
DMR101-IR 2014-2311(
24, 2014/10/16 Initial carfilzomib |HYPERTENSIVE CRISIS| 1 A
B1-148 0)
NL-JNJFO 1. PNEUMOCOCCAL
CMUH103- DARATUMUM
25. 2014/12/11 | C-2014120| Initial INFECTION 23 [ A
REC1-075 AB
9729(0) 2. PULMONARY SEPSIS
CMUH102- 2014SA168 - C.diff Toxoid )
26. 2014/11/4 Initial ) Myalgia 3 A
REC1-061 045 Vaccine

104 # 01 * 14 p




PRFFARTERRFRAIRRELE Y -FAL0 ¢
- AR ERF-ZFREREG(L #R)

B X 2 PAR (R L
* & [ FA p Y v RE R e B[
g |6 2y | ul N
CMUH102- 2014SA159(Follow-u| C.diff Toxoid )
27. 2014/11/26 Rectal bleeding 3 A
REC1-061 407 p #1 Vaccine
CMUH102- 2014SA159(Follow-u| C.diff Toxoid )
28. 2014/12/3 ) Rectal bleeding 3 A.
REC1-061 407 p #2 Vaccine
CMUH102- 2014SA159(Follow-u| C.diff Toxoid )
29. 2014/12/5 ) Rectal bleeding 3 A.
REC1-061 407 p #3 Vaccine
CMUH102- 2014SA063|Follow-u| C.diff Toxoid
30. 2014/11/28 ) Exacerbation of asthma 3 A.
REC1-061 528 p #4 Vaccine
CMUH102- 2014SA072|Follow-u | C.diff Toxoid
31. 2014/12/9 Absence seizure 3 A
REC1-061 274 p #4 Vaccine
brentuximab Sepsis
vedotin, Grade 4
DMR101-IR 2014SGNO
32, 2014/7/1 FU4 vincristine, progression[Peripheral 1 A
B1-284 0817 ]
Cyclophosphami T-cell lymphoma
de, Doxorubicin unspecified]
brentuximab
vedotin,
DMR101-IR 22014SGN
33. 2014/12/6 initial vincristine, Sudden death 1 A
B1-284 01641 ]
Cyclophosphami
de, Doxorubicin
brentuximab )
Leukopenia ~
vedotin, ]
DMR101-IR 2014SGNO Thrombocytopenia ~
34. 2014/1/22 FU2 vincristine, o o 1 A
B1-284 0064 Oliguria, Hyperuricemia -
Cyclophosphami ]
Sepsis
de, Doxorubicin
brentuximab
vedotin, Respiratory arrest -
DMR101-IR 2014SGNO S _ _
35. 2014/9/9 FU1l vincristine, [Abdominal pain ~ Nausea ~| 2 A
B1-284 1167 _ _
Cyclophosphami Neutropenia
de, Doxorubicin
brentuximab
vedotin, Respiratory arrest -
DMR101-IR 2014SGNO S _ _
36. 2014/9/9 FU2 vincristine, [Abdominal pain ~ Nausea ~| 2 A
B1-284 1167 _ _
Cyclophosphami Neutropenia
de, Doxorubicin
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1. Convulsion
2. Ampulla
- DMR101-IR 2014/10/31 2014-1756 | Follow | bortezomib/ cardiomyopathy 23| A
B1-284 (6) UP 6 | dexamethasone 3. Depressed level of
consciousness
4. Vomiting
28, DMR101-IR 2OL4/11/3 2014- Follow carfilzomib/ INTERSTITIAL 13| A
B1-284 0441(5) UP5 | dexamethasone PNEUMOPATHY
CMV infection (related to
blinded study drug, not
related
Blinded study to bendamustine or
20, CMUH102- OL4/12/11 2014-01234|follow up drug, rituximab) , A
REC1-099 19 2 bendamustine, | Pneumonitis (related to
rituximab blinded study drug, not
related to
bendamustine or
rituximab)
Blinded Study | Pneumonia (pneumonia);
20, CMUH102- 2014/12/9 2014-01256 nitial Drug, Related to blinded study ) A
REC1-099 71 bendamustine | drug, bendamustine and
and rituximab rituximab
CMV infection
(cytomegalovirus
infection); Related for
Blinded study | blinded study drug; Not
L CMUH102- OL4/12/7 2014-01234|follow up drug, Reported for bendamustine ” A
REC1-099 19 2 bendamustine [and rituximab Pneumonitis
and rituximab | (pneumonitis); Related for
blinded study drug, Not
Related for bendamustine
and rituximab
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) Pneumonitis
Blinded study .
(pneumonitis); Related to
CMUH102- 2014-01234|follow up drug, ]
42. 2014/11/24 ) blinded study drug, Not 2. A
REC1-099 19 1 bendamustine ]
o Related to bendamustine or
and rituximab
rituximab
Pneumonitis
Blinded study .
(pneumonitis); Related to
CMUH102- 2014-01234( drug, )
43. 2014/11/17 initial ] blinded study drug, Not 2. A
REC1-099 19 bendamustine .
reported for bendamustine
and rituximab o
and rituximab
Fecal impaction bowel
Blinded study )
obstruction (Faecaloma):
CMUH102- 2014-01045|follow up drug, )
44. 2014/10/3 ) Not Related to blinded 2. A
REC1-099 27 4 bendamustine, .
study drug, bendamustine
rituximab o
or rituximab
) Cardiac Arrest (Cardiac
Blinded Study
arrest); Related to the
CMUH102- 2014-01135]follow up Drug, )
45, 2014/10/3 ) Blinded Study drug, Not 1 A
REC1-099 76 2 Bendamustine, )
Related to Bendamustine
Rituximab o
or Rituximab
Toxic epidermal necrolysis
(Toxic epidermal
necrolysis) - related to
blinded study drug,
bendamustine, and
Blinded study | rituximab Bronchiolitis
CMUH102- 2014-00949|follow up drug, (Bronchiolitis) - related to
46. 2014/9/29 ) ) 1 A
REC1-099 65 10 Bendamustine, blinded study drug,
Rituximab bendamustine, and
rituximab Neutropenic
fever (Febrile neutropenia)
- related to blinded study
drug, bendamustine, and
rituximab
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Toxic epidermal necrolysis
(Toxic epidermal
necrolysis) - related to
blinded study drug,
bendamustine, and
) rituximab
Blinded study
Bronchiolitis
CMUH102- 2014-00949|follow up drug, o
47. 2014/9/12 (Bronchiolitis) - related to [ 1 A
REC1-099 65 9 Bendamustine, ]
o blinded study drug,
Rituximab ]
bendamustine, and
rituximab Neutropenic
fever (Febrile neutropenia)
- related to blinded study
drug, bendamustine, and
rituximab
CMUH103- 14P-076-13
48. 2014/12/10 Initial ABT-199 Sepsis 2,3 A
REC1-034 19802-00
CA-INJFO
CMUH103- follow up| DARATUMUM 1. RESPIRATORY
49, 2014/11/29 | C-2014120 23 [ A
REC1-075 3 AB FAILURE
2182(3)
1. SEPTIC SHOCK
2. PNEUMONIA
3. RESPIRATORY
FAILURE
TR-JNJFO 4. ACUTE RENAL
CMUH102- follow up 1,2,3,
50. 2014/11/10 | C-2014100 IBRUTINIB FAILURE A
REC1-067 6 4
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