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- ~ On 15/Aug/2019, the patient started with intravenous blinded atezolizumab every 2
weeks , intravenous doxorubicin 60 mg/m2 once in 2 weeks and intravenous
cyclophosphamide 600 mg/m2 every 2 weeks. On 07/Sep/2019, she developed fever
and on 08/Sep/2019, she was hospitalized . The physician assessed the fever as related
to blinded atezolizumab, doxorubicin, cyclophosphamide and other unspecified causes.
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- ~ On 03/Sep/2019, patient developed febrile neutropenia (severity: grade 3). On
04/Sep/2019, she went to emergency department due to fever and was hospitalized due
to febrile neutropenia. she was discharged , The unknown medication given for febrile
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disseminate
intravascular
coagulation
[Disseminated
#1) intravascular
CMUH10 :
1508CHL| Follow | MK-3475 coagulation]
1. |4-REC1-0| 2015/8/1 _ ) 13| A
39 001570 | up 15 |(pembrolizum Hypercalcemia
ab) [Hypercalcaemia]
skin rash of the trunk
and extremities [Rash]
Pneumonia
[Pneumonia]
CMUH10 #1) L
1910TUR| Follow Cardiac disorder
2. | 7-REC1-1|2019/10/7 MK-7902 _ 13| A
009330 | up2 Pneumonia
88 Study
CMUH10 #1)
1909ITAOQ| Follow e .
3. | 7-REC1-1| 2019/9/5 MK-7902 | Hyperbilirubinaemia | 1.3 | A
03418 up3
88 Study
CMUH10 #1) .
1910TUR| Follow Pneumonia
4. | 7-REC1-12019/10/7 MK-7902 L 123 A
009330 | up3 Cardiac disorder
88 Study
CMUH10 #1) _
1910TUR| Follow Pneumonia
5. [7-REC1-1|2019/10/7 MK-7902 . 123 A
009330 | up4 Cardiac disorder
88 Study
CMUH10 #1) o
1910TUR| Follow Cardiac disorder
6. [ 7-REC1-1|2019/10/7 MK-7902 _ 123 A
009330 | up5 Pneumonia
88 Study
CMUH10 #1)
1910TUR( Follow Hepatorenal syndrome
7. |7-REC1-1|2019/10/7 MK-7902 _ 123 A
009330 | up6 Pneumonia
88 Study
CMUH10 #1)
1910TUR| Follow Hepatorenal syndrome
8. [7-REC1-1|2019/10/7 MK-7902 i 123 A
009330 | up7 Pneumonia
88 Study
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CMUH10 #1)
1910TUR| Follow Hepatorenal syndrome
9. [7-REC1-1|2019/10/7 MK-7902 _ 123 A
009330 | up8 Pneumonia
88 Study
CMUH10 #1)
1910TUR| Follow Hepatorenal syndrome
10. | 7-REC1-12019/10/7 MK-7902 _ 123 A
009330 | up9 Pneumonia
88 Study
CMUH10 #1) .
1910TUR| Follow Pneumonia
11.|7-REC1-1|2019/10/7 MK-7902 123 A
009330 | uplO Hepatorenal syndrome
88 Study
CMUH10 #1) Abdominal pain
1911POL | Follow i ]
12.|7-REC1-1|2019/11/4 MK-7902 Gastrointestinal 23| A
003251 | up3
88 Study haemorrhage
CMUH10 #1) Abdominal pain
1911POL | Follow i .
13.|7-REC1-1|2019/11/4 MK-7902 Gastrointestinal 23| A
003251 | up4
88 Study haemorrhage
#1) o
CMUH10 Abdominal pain
1911POL | Follow | MK-7902 i .
14.|7-REC1-1|2019/11/4 Gastrointestinal 23| A
003251 | up5 | Study (Code
88 haemorrhage
not broken)
#1)
CMUH10 .
1910TUR| Follow | MK-7902 Pneumonia
15. | 7-REC1-12019/10/7 123 A
88 009330 | up 11 | Study (Code |Hepatorenal syndrome
not broken)
#1)
CMUH10 _
1910TUR| Follow | MK-7902 Pneumonia
16. | 7-REC1-12019/10/7 123 A
88 009330 | up 12 | Study (Code |Hepatorenal syndrome
not broken)
#1)
CMUH10 _
1910TUR| Follow | MK-7902 Pneumonia
17.|7-REC1-12019/10/7 123 A
88 009330 | up 13 | Study (Code |Hepatorenal syndrome
not broken)
#1)
CMUH10 _
1910TUR| Follow | MK-7902 Pneumonia
18. | 7-REC1-12019/10/7 123 A
88 009330 | up 14 | Study (Code [Hepatorenal syndrome

not broken)
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CMUH10 .
A201917 Bullous Dermatitis;
19. |6-REC1-0|2019/11/8 INI ALXN1210 . 2 A
431 Pneumonia
81
CMUH10 .
A201917 Bullous Dermatitis;
20. |6-REC1-0(2019/11/8 FU1 | ALXN1210 _ 2 | A
431 Pneumonia
81
#1) Pneumonitis
CMUH10 .
1509TUR| Follow | MK-3475 | Pulmonary embolism
21.|3-REC1-1(2015/8/31 . . . 123 A
23 001265 | up 41 |(pembrolizum| Pneumonia klebsiella
ab) Thrombocytopenia
#1) Pneumonitis
CMUH10 .
1509TUR| Follow | MK-3475 | Pulmonary embolism
22.|3-REC1-1(2015/8/31 . . . 123 A
23 001265 | up 42 |(pembrolizum| Pneumonia klebsiella
ab) Thrombocytopenia
Acute left ventricular
failure
Pneumonia
Aspartate
aminotransferase
increased
Alanine
#1) aminotransferase
CMUH10 increased
1707CH | Follow | MK-3475 . .
23.|3-REC1-1(2017/7/10 ) Lower gastrointestinal |1.2.3| A
N001955| up 52 |(pembrolizum
23 ab) haemorrhage

Thrombocytopenia
Glomerular filtration
rate decreased
Bilirubin conjugated
increased
Hyponatraemia
Hypocalcaemia
Thrombocytopenia
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#1)
CMUH10
1712CH | Follow | MK-3475 Cough
24.|3-REC1-1(2017/12/1 : . 23| A
23 N011215| up 18 |(pembrolizum Pneumonia
ab)
#1)
CMUH10
1712CH | Follow | MK-3475 Cough
25.|3-REC1-1(2017/12/1 i _ 23| A
23 N011215| up 19 [(pembrolizum Pneumonia
ab)
Acute left ventricular
failure
Pneumonia
Aspartate
aminotransferase
increased
Alanine
aminotransferase
#1) .
CMUH10 increased
1707CH | Follow | MK-3475 . .
26. | 3-REC1-1|2017/7/10 . Lower gastrointestinal [1.2.3[ A
N001955| up 53 |(pembrolizum
23 ab) haemorrhage
Thrombocytopenia
Bilirubin conjugated
increased
Glomerular filtration
rate decreased
Hyponatraemia
Hypocalcaemia
Thrombocytopenia
#1) Pneumonitis
CMUH10 .
1509TUR| Follow | MK-3475 [ Pulmonary embolism
27.|3-REC1-1(2015/8/31 _ . . 123 A
23 001265 | up 43 |(pembrolizum| Pneumonia klebsiella
ab) Thrombocytopenia
#1) Pneumonitis
CMUH10 .
1509TUR| Follow | MK-3475 | Pulmonary embolism
28.|3-REC1-1(2015/8/31 . . _ 1.23] A
23 001265 | up 44 |(pembrolizum| Pneumonia klebsiella
ab) Thrombocytopenia
109 £ 01 * 08 p $ 39 F % 47 F
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#1)
PEMETREX
CMUH10
1602TUR| Follow ED .
29. | 3-REC1-1| 2016/2/4 Pulmonary embolism (2.3.4| A
23 004453 | up3 #2)
CARBOPLA
TIN
#1) Pneumonitis
CMUH10 .
1509TUR| Follow | MK-3475 | Pulmonary embolism
30. | 3-REC1-1(2015/8/31 _ _ _ 123 A
23 001265 | up 45 |(pembrolizum| Pneumonia klebsiella
ab) Thrombocytopenia
#1)
PEMETREX | Pseudomembranous
CMUH10 .
1512BRA| Follow ED colitis
31. [3-REC1-1|2015/11/6 . 23| A
23 007876 | up4 #2) Anaemia
CARBOPLA| Febrile neutropenia
TIN
#1)
PEMETREX | Pseudomembranous
CMUH10 .
1512BRA| Follow ED colitis
32.|3-REC1-1{2015/11/6 i 23| A
23 007876 | up5 #2) Anaemia
CARBOPLA| Febrile neutropenia
TIN
#1)
PEMETREX
CMUH10
1704CH | Follow ED )
33.[3-REC1-1| 2017/3/6 Anaemia 23| A
23 N013063 | up 20 #2)
CARBOPLA
TIN
#1)
PEMETREX
CMUH10
1704CH | Follow ED .
34.[3-REC1-1| 2017/3/6 Anaemia 23| A
23 N013063 | up 21 #2)
CARBOPLA
TIN
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#1) Cardio-respiratory
CMUH10
2015/10/1 | 1510MY | Follow | MK-3475 arrest
35.|3-REC1-1 : - . 123 A
23 9 S009577 | up 26 |(pembrolizum| Pericardial effusion
ab) Tracheal stenosis
#1)
PEMETREX
CMUH10
1704CH | Follow ED .
36. | 3-REC1-1| 2017/3/6 Anaemia 23| A
23 N013063| up22 #2)
CARBOPLA
TIN
#1) Cardio-respiratory
CMUH10
2015/10/1| 1510MY | Follow | MK-3475 arrest
37.|3-REC1-1 . . i . 123 A
23 9 S009577 | up27 [(pembrolizum| Pericardial effusion
ab) Tracheal stenosis
#1)
PEMETREX
CMUH10
1604TUR| Follow ED .
38.|3-REC1-1(2016/4/16 Sepsis 23| A
23 013836 | up7 #2)
CARBOPLA
TIN
#1) Pneumonitis
CMUH10 .
1509TUR| Follow | MK-3475 | Pulmonary embolism
39. | 3-REC1-1(2015/8/31 . : _ 123 A
23 001265 | up46 [(pembrolizum| Pneumonia klebsiella
ab) Thrombocytopenia
#1)
PEMETREX
CMUH10
1602TUR| Follow ED )
40. | 3-REC1-1(2016/2/22 Anaemia 23| A
23 011573 | up3 #2)
CARBOPLA
TIN
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#1)
PEMETREX
CMUH10
1602MY | Follow ED .
41.13-REC1-1(2016/2/22 Pneumonia 13| A
23 S011535( up4 #2)
CARBOPLA
TIN
1)
PACLITAXE| Respiratory tract
CMUH10 ) .
2016/10/1|1611BRA| Follow L infection
42.13-REC1-1 . 1.2.3] A
23 9 000279 | up21 #2) Pulmonary fistula
CARBOPLA| Pulmonary sepsis
TIN
1)
PACLITAXE |Lower respiratory tract
CMUH10 ) .
2016/10/1|1611BRA| Follow L infection
43.13-REC1-1 . 1.2.3] A
23 9 000279 | up22 #2) Pulmonary fistula
CARBOPLA| Pulmonary sepsis
TIN
#1) Interstitial lung
CMUH10 .
1608JPN | Follow | MK-3475 disease
44. [3-REC1-112016/7/30 ) o 23| A
23 001781 | up 30 |(pembrolizum|  Hypothyroidism
ab) Adrenal insufficiency
#1)
CMUH10
2019/10/2| 1912CH . MK-3475 .
45. [ 3-REC1-1 Initial . Septic shock 1 (A
23 9 N000048 (pembrolizum
ab)
#1) Interstitial lung
CMUH10 )
1608JPN | Follow | MK-3475 disease
46. | 3-REC1-1(2016/7/30 . . 23| A
23 001781 | up 31 |(pembrolizum Hypothyroidism
ab) Adrenal insufficiency
#1)
CMUH10
2019/10/2| 1912CH | Follow | MK-3475 )
47.13-REC1-1 . Pneumonia 1 A
23 9 NO000048| up 1l |(pembrolizum
ab)
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#1)
CMUH10
2019/10/2| 1912CH | Follow | MK-3475 .
48. [ 3-REC1-1 ) Septic shock 1A
23 9 NO000048| up 2 |(pembrolizum
ab)
#1) Interstitial lung
CMUH10 .
1608JPN | Follow | MK-3475 disease
49. | 3-REC1-1 {2016/7/30 : - 23| A
23 001781 | up 32 |(pembrolizum|  Hypothyroidism
ab) Adrenal insufficiency
CMUH10
20191109 . .. . . 1.ACUTE KIDNEY
50. | 7-REC1-1|2019/11/6 initial | Niraparib 23| A
033(0) INJURY
89
CMUH10
20191109| follow . . 1.ACUTE KIDNEY
51.|7-REC1-1{2019/11/6 Niraparib 23| A
033(1) | up1l INJURY
89
#1)INC424
CMUH10 PHHO20 follow INC+TAB | Intestinal hemorrhage
52. [5-REC1-12019/3/25|19GR003 up 2 (RUXOLITI [Intestinal 23| A
39 568 P NIB) haemorrhage]
TABLET
#1) INC424 o
Encephalitis infection/
CMUH10 PHHO20 INC+TAB .
follow Worsening of
53. [5-REC1-1| 2019/8/4 |191T0080 (RUXOLITI . _ 13| A
up2 encephalitis infection
39 88 NIB) .
[Encephalitis fungal]
TABLET
#1) INC424 ,
CMUH10 PHHO20 Worsening of
follow | (RUXOLITI L i
54.|5-REC1-1{2019/9/27 |191T0096 up 2 NIB) encephalitis infection [ 1 | A
39 69 P [Encephalitis]
TABLET
#1) INC424 .
CMUH10 PHHO20 Worsening of
follow | (RUXOLITI o :
55. | 5-REC1-1{2019/9/27 [191T0096 up 3 NIB) encephalitis infection | 1 | A
39 69 P [Encephalitis]
TABLET
CMUH10 PHHO20 #1) INC424 Worsening of
56. | 5-REC1-1{2019/9/27|191T0096/| Initial [ (RUXOLITI | Encephalitis infection| 1 [ A
39 69 NIB) Tablet [Encephalitis]
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#1) INC424
(RUXOLITI
NIB) Tablet
#2) NO
TREATMEN i
CMUH10 PHHO20 follow T worsening of
57.|5-REC1-1|2019/9/27 [191T0096 Encephalitis infection| 1 | A
upl | RECEIVED
39 69 [could not be coded]
NOMED
(NO
TREATMEN
T
RECEIVED)
Other Serious Criteria:
INC424 . L
Medically Significant
CMUH10 PHHO20 INC+TAB ) )
follow Gram negative sepsis
58. |5-REC1-1{2018/9/27|18AU010 (RUXOLITI ) 23| A
up 8 [Sepsis]
39 680 NIB) _ _
Febrile neutropenia
TABLET _ )
[Febrile neutropenia]
#1) INC424
INC+TAB
(RUXOLITI
NIB) .
Acute renal failure
CMUH10 PHHO20 TABLET . ..
follow [Acute kidney injury]
59. | 5-REC1-1{2019/2/12|19DE001 #2) ) 23| A
up 6 Acute renal failure
39 897 TACROLIM [Acute kidney injury]
US (NGX) y iy
(TACROLIM
us)
UNKNOWN
#1) INC424 |Other Serious Criteria:
CMUH10 PHHO20 follow INC+TAB | Medically Significant
60. | 5-REC1-1{2019/5/18 | 19DE005 . (RUXOLITI| Bleeding of basal 2 | A
39 360 P NIB) ganglia [Basal ganglia
TABLET haemorrhage]
(k] FATH -
109 £ 01 * 08 p % 44 F 0 £ 4T F
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L CMUH108-REC1-0 g *REHREY LA MKT7902
59 * rMIFLPEF 2019 & 022 13 p I 2019
#0877 12 p
, CMUH106-REC1-0 | .| B [ %% %474 & 4 ] Edition Number: 1.0, Date:
19 10 October 2019
[z =% 2144 ]
*EKE P LA Perjeta
THIFLHEF 12018 & 12 % 08 p I 2019
£06 " 07 p
5 | CMUHI07-REC1-0 | | e (GEIEIEIEES
58 *R % % AL o Fixed-dose combination of
pertuzumab and trastuzumab for subcutaneous
administration (PH FDC SC)
THIFLHEF 12019042 06 p I 2019
#1077 05 p
[z =% 2144 ]
4 CMUH107-REC1-1 §1 % *REE S LA Venetoclax
05 * pMAFLYPEF 107 #1107 29p 3 108 &
05 % 28 p
[z % 21482]
CMUH105-REC1-0 | *;356%2’4*?# ﬁf& : P.er?odic Safet)./ Rep.>o.rt
5. 69 F 4 ® | (Six-Mothly Line Listing) for Quizartinib (AC220)
T rMAFLHEF 108F 42 29p 3 108 &
10 * 28 p
[z % 21482]
6. CMUH105-REC1-0 51 5% *EKEY LT AG-221 (CC-90007)
68 *% pMAFLYPRF 107 & 07 % 23 p 1 108 &
11 % 07 p
(8% 21482 ]
CMUH107-REC1-0 | . = ik "é«;ﬁi‘ZAtezoliZl/Jmab
7. %9 FLR | rMEFELHREF 2018 & 11 18 p 3 2019
057 17 p
THPFEIET NG RED D RRES Y
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pn|  rpuww | w4 PG
TRk 3Bk 2 1B 7.
8 CMUH103-REC1-1 _—
19 (k=52 H 4]
[ 24dp4 ]
B LA MK3475
9 CMUH108-REC1-0 WiE | Y 2MIF2LHF 2019032 04p 3 2019
|36 B | #09°% 03p
*E AR LI B 22018 & 127 04 p
I 2019 #03* 03 p
[{47a3F LA £p )% KA VII*p 8 2019 &
CMUH106-REC1-1 | , |05 7 16 p
10. v A8 R i )
47 [{A7a4F A 2p ] KA 1 VI2¥p 8 2019 &
08 * 08 p
11, | DMRIOLIRBL-165 | %1 2 [ 474 3 £ £ p )% A : Fulvestrant/Edition23*
pH 2019+ 11 % 01 F
[z 24dp4 ]
12 CMUH107-REC1-1 P *REHES LA MKT7902
88 *g rMIFLPEF 2019 & 02 % 13 p I 2019
#0877 12 p
[H]
Report domestic SUSAR case:
CMUH107-REC1-1 | | .
13. 83 BYIEE | -MFR No.: 1912TWNO002806 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[H%]
Report domestic SUSAR case:
CMUH107-REC1-1 | | .
14. 83 BYIE ¥ | -MFR No.: 1912TWNO002806 (F1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ 24dp4 ]
15 CMUH107-REC1-0 - *#% ¥ ¢4 - TECENTRIQ® / atezolizumab
26 *g PMIFLPEF 2018 F 11 7 18 p 3 2019
057 17 p
(2]
CMUH107-REC1-1 .
16. 2 &% | Report domestic SUSAR case:

74

-MFR No.: 1909TWNO003676 (F6)
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-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
Report domestic SUSAR case:
CMUH107-REC1-1
17. 24 2 &% | -MFR No.: 1911TWNO0O06717 (F2)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
18, i:(l)\/lUHlO5-RECl-O B
v | [FR2%FELHF 2]
19. | DMR97-IRB-031 Erid B H 2019 & 10 7 17
[z 24dp4 ]
CMUH108-REC1-0 i *REHES LA MKT7902
20. i .
59 * pMAFLYPREF 20192027 13 p 3 2019
#0817 12 p
CMUH106-REC1-0 | . [ %% = %3+ & & ] Edition Number: 1.0, Date:
21. M I
19 10 October 2019
(GEIEIEIEES
*E%E L LA Perjeta
* pMFLHRF 2018 & 127 08 p 3 2019
£06 " 07 p
,p | CMUH107-REC1-0 | | e [ 2142 ]

58

*i&ok & ¢4 * Fixed-dose combination of
pertuzumab and trastuzumab for subcutaneous
administration (PH FDC SC)

*E 2MHIFLPREF 2019042 06 P I 2019
#1107 05 p

(3R] B HE -

E8 U PEFL )

§ TR ()

i

ERF - Hcg (209830 4)
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