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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
|n1§§t;on Other Serious Criteria:
Medically Significant
CMUH108- 2105CHLO |Followup GEI\éK(:g%BIN generalized muscle
19. 2021/5/5 weakness under the study |2.3.7 A
REC3-151 04463 8 STUDY) [Muscular weakness]
(geirr?(élctzghne) Thrombocytopenia
J#B ) [Thrombocytopenia]
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
CMUH108- 2110COLO - E (7339 Pancytopenia
20. | REca151 | 202105 | Thenae | il | oTpyy [Pancytopenia] 23 1 A
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
#1) MK-3475 Respiratory failure
Study [Respiratory failure]
CMUH108- 2105TWNO|follow up thrombocytopenia
21. | Rec3-008 | 2021/5/23 | o5gg0 15 ENZA#LZJTAMI [Thrombocytopenia] | 237 | A
DE Infective endocarditis
[Endocarditis]
CMUH109- 202103462 |Followup| AMIVANTAM
22. REC3-168 2021/03/19 85(8) 8 AB PNEUMONITIS 1,3 A
1)
CMUH109- 202105167 |Followup| LAZERTINIB INTERSTITIAL
23. | RECa-168 | 2021/05/06 | =50 7y 7 2) PNEUMONIA 123l A
OSIMERTINIB
1)
o |CMUHI00- | oo (202106006 |Followup| AMIVERITAM PULMONARY 23| A
" | REC3-168 09(3) 3 %) EMBOLISM ’
LAZERTINIB
1)
o5 |CMUH100- | oo [ 202106006 |Followup| AMVATITAM PULMONARY o3| A
" | REC3-168 09(4) 4 2) EMBOLISM !
LAZERTINIB
110 # 11 7 18 p % 28 F > x 34 F
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ASPIRATION
PNEUMONIA BOTH
AMIV,?NTAM LUNGS
26, | CMUHL09- | o o0 oo [202000002| | o DRUG-RELATED | ,4 | 4
- | REC3-168 77(0) ) PNEUMONITIS ’
WAITING TO BE
LAZERTINIB  CHARCED
RESPIRATORY FAILURE
ASPIRATION
PNEUMONIA BOTH
AMIV;\)NTAM LUNGS
o7 | CMUHL09- | ) oo o | 202109012 | Followup o DRUG-RELATED | ,4 | A
- | REC3-168 77(1) 1 2 PNEUMONITIS ’
WAITING TO BE
LAZERTINIB DISCHARGED
RESPIRATORY FAILURE
n ACINETOBACTER
BAUMANNII SEPSIS
o5, | CMUH100- o o [ 202109012 |Followup| AMIVERTAM ASPIRATION 123 A
- | REC3-168 77(2) 2 2 PNEUMONIABOTH |1%
LUNGS
LAZERTINIB | oespIRATORY FAILURE
2.3,
7:
RITUXIMAB/ Impor
29. %'\égg' igg 2021/10/21 2021;(‘)7847 Intial STUDY Type | hypersensitivity t A
PROCEDURE medic
al
event
DEUCRAVACI
30. | QAGEHO| 2021071 (BYSE0ZE it TINIB; Intestinal perforation | 2 | A
APREMILAST
DEUCRAVACI
31. %'\ég?%g 2021/10/1 BI\1/I087§8$1 follolvvup TINIB; Intestinal perforation 2 A
APREMILAST
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
CMUH108- 2007ESPOO [Followup . .
32. REC3-058 2020/1/30 5060 10 FOI?3J4A?\EAN diarrhea [Diarrhoea] 2.3 A
SOLUTION
FOR
INJECTION
STUDY)
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33.

REC3-058

CMUH108-

2020/6/24

2006ESPO1
0893

9

Followup

#1) MK-3475

broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CLAVULANIC
ACID
(CLAVULANIC
ACID)
#4)
AMOXICILLIN
(AMOXICILLI
N)

Study (Code not

shock [Clostridial sepsis]

Pseudomembranous colitis

[Pseudomembranous
colitis]

chlostridium difficile septic

1.3

34.

CMUH108-
REC3-058

2021/3/1

2103CHNO
01484

Followup
20

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

thromboembolic event
[Embolism]

acute kidney injury [Acute

kidney injury]

2.3

35.

CMUH108-
REC3-058

2021/3/1

2103CHNO
01484

Followup
21

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

thromboembolic event
[Embolism]

acute kidney injury [Acute

kidney injury]

2.3

36.

CMUH108-
REC3-058

2020/11/25

2011GBRO
16210

Initial

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE

Hyperglycaemia
[Hyperglycaemia]

) Tablet

2.3
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37.

CMUH108-
REC3-058

2020/12/28

2012GBRO
11685

Followup

2

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

COVID-19 pneumonia

[COVID-19 pneumonia]

1.23.

38.

CMUH108-
REC3-058

2020/12/28

2012GBRO
11685

Followup

3

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

COVID-19 pneumonia

[COVID-19 pneumonia]

1.2.3.

39.

CMUH108-
REC3-058

2020/12/28

2012GBRO
11685

Followup

4

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

COVID-19 pneumonia

[COVID-19 pneumonia]

1.2.3.

40.

CMUH108-
REC3-058

2020/11/25

2011GBRO
16210

Followup

1

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE

) Tablet

Hyperglycaemia
[Hyperglycaemia]

2.3

41.

CMUH110-
REC3-163

2021/10/1

BMS-2021-
107007

Initial

DEUCRAVACI
TINIB;
APREMILAST

Intestinal perforation

42.

CMUH110-
REC3-163

2021/10/1

BMS-2021-
107007

follow up

1

DEUCRAVACI
TINIB;
APREMILAST

Intestinal perforation

43.

CMUH106-
REC3-121

2020/2/17

2008TURO
13820

Followup

12

#1) MK-3475
Study (Code not

broken)

Pneumonitis
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Malignant neoplasm
i #1) MK-3475 progression
aa. | QAR 1 201072725 1903ARC0 F°"1°7""”p Study (Code not Septic shock 13| A
broken) Acute coronary syndrome
Large intestinal obstruction
i #1) MK-3475 Myositis
g5, | D001 2010788 | 199BMEXD Followp gy gy (Code not Myocarditis 13| A
broken) Hepatitis
#1) MK-3475 Pulmonary embolism
46. %l\ég?ig? 2019/9/20 19035281%1 Folllo(\)/vup Study (Code not Malignant neoplasm 13| A
broken) progression
#1) MK-3475
CMUH106- 1906 TURO |Followup . -
47. REC3-121 2019/5/30 04569 16 Study (Code not| Adrenal insufficiency 131 A
broken)
[L&R] FRPH -
ey FRFIEIFARTA
4
i e
B > § % ey FEPF
[ ® ¢ SUSAR % iid 47 ]
1. CMUH110-REC3-049 | 1 % | 1.2020-MOR000889-KR_FU4
2. 2021-MORO001222-AU_Initial
[SUSAR % & 4% ]
2. CMUH110-REC3-049 | # 21 %= | 1.2021-MOR001268-TW _Initial ( ~ & & p i [x)
2.2021-MORO001045-CA_FUS5 (& #+)
[##]
3. | CMUH110-REC3-032 | % iz | {7#c~ # : M16-067 Protocol Administrative Change 8
— 01 September 2021
[ 2102 ]
R E S A 0 NIVOLUMAB
4, CMUH105-REC3-121 | v ## ik | *% > 3L HpF 12020 # 07 » 04 p % 2021 # 07
2 03 P (Nivolumab-DEVELOPMENT SAFETY
UPDATE REPORT (DSUR)#10)
(EEIEREI
.. | *#s &P L4 Upadacitinib(ABT-494)
5. CMUH108-REC3-150 | & & = | )
ML HRE 1102017 01 p % 110 # 06
230 p
[ 2102 ]
, | *RERES LfL 0 ASP1951
6. CMUH109-REC3-124 | =% & >
*E AR E B R
2021 # 06 * 27 p 3 2021 & 09 * 26 P (SUSAR
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7. | CMUH105-REC3-048

H
\1_
s

[{#risFr=p]
*u & \Version 20
*p #2021 & 07 & 02 p

8. | CMUH110-REC3-017

\;\
M

(2]
X Lt =td 4R 1£€_2021/9/8 & 2021/10/12 F BT F)
SR hE 2L o 2 5 9 > SUSAR
1. SUSAR Case No. TW2021200796 (& pr = [ % &)
A hedE 4 2 % - X EEESR 2 0 3% % 2 (Respiratory
Distress)z_ #f %] 5 il > @5k P & 1 #F A H|Erp F
BB A S M
2. SUSAR Case No. ES2021171353 4~ 43R £ % % - =<
i HEER 2 0 32 F 2 (cellulitis)z #F %) 5 Afe s 2Rk
ER L Sl -y, ey ) R
A FF AL ETE A AP
3. SUSAR Case No. KR2021174325 % — =X i B¥3F
4, 5 2% 2 (desaturation)z_ FF %] 5 xRk Y o
A FFA KRR R T B E% A AP
4. SUSAR Case No. ES2021169751 % — =X if B¥3F 2 -
3% %  (bronchiolitis)z_ 2 %] 5 fifr » %%k Y w1 4F
AtE T ET S 7 4P B
5. SUSAR Case No. US2021197238 4= 4~3R 2 ~ % — =X
EHEIFL ~ ¥ - U BER 2 0 %2 % 2 (Decreased fetal
movement ~ Oligohydramnios)z. #f %] 3 fifx > 3% E%
Pos A KT R BT G B A A M

¥ ooh i SF GRS B 43 2021/10/12 % B 2. IDMC -3
5 > £ 5> Date: 03FEB2021, 24MAR2021,
25MAY2021, 07JUL2021, 24AUG2021 > 43 % % ¥ &
EXrPAR

[Fx+%F2 4% 4]

9. | CMUH105-REC3-112 | %4 ¥ | *»% * : \Version 1.0
*p 1 110& 07 2 29
[%5%E2 4 4]
10. | CMUH107-REC3-064 | &+ 5 /™ ’ "

*p #1110 £ 10 04 p

(3R] FaPHE -
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