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2020/2/12 gangrene]

REC3-126 06074 7 PACLITAXEL

Colitis [Colitis]

#4)

BEVACIZUMA

B

#5 ) tramadol

Proctitis [Proctitis]

hydrochloride
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#1 ) MK-3475
Metrorrhagia
Study
[Metrorrhagial
#2)
ITatrogenic pneumothorax
CARBOPLATI
[Procedural pneumothorax]
CMUH107- 1906FRAO |Followup N
33. 2019/6/23 Cerebral ischemia 123 A
REC3-126 10110 24 #3)
[Cerebral ischaemia]
PACLITAXEL
Kidney failure [Renal
#4)
failure]
BEVACIZUMA
Pneumonia [Pneumonia]
B
#1 ) MK-3475
Study
#2)
CARBOPLATT | Rectal perforation [Rectal
CMUH107- 1911TURO [Followup N perforation]
34. 2019/11/12 1.3 A
REC3-126 05945 18 #3) Anemia [Anaemia]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
#1 ) MK-3475
Study
#2)
necrotizing fascitis of the
CARBOPLATI
rectum [Fournier's
CMUH107- 2002USAO0 [Followup N
35. 2020/2/12 gangrene] 23 | A
REC3-126 06074 8 #3)
Colitis [Colitis]
PACLITAXEL
Proctitis [Proctitis]
#4)
BEVACIZUMA
B
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36.

CMUH107-
REC3-126

2020/03/17

2003DEUO
07224

#1 ) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Followup

4

vesicovaginal fistula

[Urogenital fistula]

23

37.

CMUH107-
REC3-126

2019/11/12

1911TURO
05945

#1 ) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Followup

19

Rectal perforation [Rectal
perforation]
Anemia [Anaemia]

Seizure [Seizure]

23

38.

CMUH107-
REC3-126

2019/11/12

1911TURO
05945

#1 ) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Followup

20

Rectal perforation [Rectal
perforation]
Anemia [Anaemia)]

Seizure [Seizure]

23
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thrombocytopenia
[Thrombocytopenia]
Elevated Blood pressure
#1 ) MK-3475 |[Blood pressure increased]
Study Thrombocytopenia -
#2) Recurrent
CMUH107- 1910CANO |Followup
39. 2019/10/23 CARBOPLATI [Thrombocytopenia] 131 A
REC3-126 16434 21
N malignant neoplasm
#3) progression [Malignant
PACLITAXEL | neoplasm progression]
atrial fibrillation [Atrial
fibrillation]
urosepsis [Urosepsis]
#1 ) MK-3475
Metrorrhagia
Study
[Metrorrhagia]
#2)
Iatrogenic pneumothorax
CARBOPLATI
[Procedural pneumothorax]
CMUH107- 1906FRAO |Followup N
40. 2019/6/23 Cerebral ischemia 1.23] A
REC3-126 10110 25 #3)
[Cerebral ischaemia]
PACLITAXEL
Kidney failure [Renal
#4)
failure]
BEVACIZUMA
Pneumonia [Pneumonia]
B
#1 ) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908 AUSO (Followup N Bilateral Blurred Vision
41. 2019/8/17 23 A
REC3-126 09109 9 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
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#1 ) MK-3475
Study
#2)
necrotizing fascitis of the
CARBOPLATI
rectum [Fournier's
CMUH107- 2002USAO0 [Followup N
42. 2020/2/12 gangrene] 23| A
REC3-126 06074 9 #3)
Colitis [Colitis]
PACLITAXEL
Proctitis [Proctitis]
#4)
BEVACIZUMA
B
#1 ) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908 AUSO [Followup N Bilateral Blurred Vision
43. 2019/8/17 2341 A
REC3-126 09109 10 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
#1 ) MK-3475
Study
#2)
necrotizing fascitis of the
CARBOPLATI
rectum [Fournier's
CMUH107- 2002USAO0 [Followup N
44, 2020/2/12 gangrene] 23 [ A
REC3-126 06074 10 #3)
Colitis [Colitis]
PACLITAXEL
Proctitis [Proctitis]
#4)
BEVACIZUMA
B
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#1 ) MK-3475
Study
#2)
CARBOPLATI | Rectal perforation [Rectal
CMUH107- 1911TURO [Followup N perforation]
45. 2019/11/12 2.3 A
REC3-126 05945 21 #3) Anemia [Anaemia]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
#1 ) MK-3475
autoimmune encephalitis
Study
) [Encephalitis autoimmune]
CMUH107- 2001ISROO0 |Followup stomal bleeding [Stoma
46. 2020/1/12 CARBOPLATI 1.23] A
REC3-126 4613 13 N site haemorrhage]
vaginal bleeding [ Vaginal
#3)
haemorrhage]
PACLITAXEL
#1 ) MK-3475
Study
#2)
CARBOPLATT | Rectal perforation [Rectal
CMUH107- 1911TURO [Followup N perforation]
47. 2019/11/12 23 A
REC3-126 05945 22 #3) Anemia [Anaemia]
PACLITAXEL Seizure [Seizure]
#4)
BEVACIZUMA
B
#1 ) MK-3475
Study (Code not
CMUH108- 1912ISR00 |Followup broken) Pneumonia
48. 2019/12/1 1,23 A
REC3-098 3792 12 #2) Subdural haematoma
ENZALUTAMI
DE
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#1 ) MK-3475
Study (Code not
CMUH108- 1912ISR00 |Followup broken) Pneumonia
49, 2019/12/1 1,23 A
REC3-098 3792 13 #2) Subdural haematoma
ENZALUTAMI
DE
#1 ) MK-3475
Study (Code not
CMUH108- 2004GBRO |Followup broken)
50. 2020/4/8 Acute kidney injury 23 [ A
REC3-098 03262 1 #2)
ENZALUTAMI
DE
#1 ) MK-3475
Study (Code not
CMUH108- 2004GBRO |Followup broken)
51. 2020/4/8 Acute kidney injury 23 [ A
REC3-098 03262 2 #2)
ENZALUTAMI
DE
#1 ) MK-3475
Study (Code not
CMUH108- 2004GBRO |Followup broken)
52. 2020/4/8 Acute kidney injury 2,3 A
REC3-098 03262 3 #2)
ENZALUTAMI
DE
CMUH105- 19P-163- [follow up| Upadacitinib
53. 2018/10/9 Liver adenocarcinoma |[1,2,6| A
REC3-013 2639966-00 9 (ABT-494)
CMUH106- follow up INTESTINAL
54, 2019/9/18 | 2430912 Atezolizumab 2341 A
REC3-010 5 OBSTRUCTION
#1 ) MK-3475
Study (Code not
CMUH108- 2003USAO0 [Followup
55. 2020/3/11 broken) Large intestine perforation | 2,3 | A
REC3-058 05668 7
#2)
DOCETAXEL
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#1) MK-3475
Study (Code not
CMUH108- 2003USAO0 |Followup
56. 2020/3/11 broken) Large intestine perforation | 2,3 A
REC3-058 05668 8
#2)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 2003USAO |Followup
57. 2020/3/11 broken) Large intestine perforation | 2,3 | A
REC3-058 05668 9
#)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 2003USAO |Followup
58. 2020/3/11 broken) Large intestine perforation | 2,3 [ A
REC3-058 05668 10
#)
DOCETAXEL
#1 ) MK-3475
Study (Code not
CMUH108- 2003USAO |Followup
59. 2020/3/11 broken) Large intestine perforation | 2,3 [ A
REC3-058 05668 11
#)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 2003USAO0 |Followup
60. 2020/3/11 broken) Large intestine perforation | 2,3 | A
REC3-058 05668 12
#2)
DOCETAXEL
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1. | CMUH108-REC3-047 g | VR EF L4 MKT339
*E >MAFLPYPEF 2019F 67 16 p 2 2019 & 127 15 F
2. CMUHI107-REC3-078 VES S [ 3% 21432 ]
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*#% & ¢4 * Gantenerumab
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3. CMUHI109-REC3-016 L=} 2 2020 # 47 15 p i pFFRAT (T BR

# :Screening Hold Notification for Brazikumab Program Due to

COVID-19):f ¥ p Az » 7P i L 3d %% ¥ oo AT R F ©
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4. | CMUHI107-REC3-168 it | % ¥4 L4 0 LDK378 (Ceritnib)
kg FMAFL WA I2019& 10 1 p X 2020& 30 31 p

(k%L 4% 2]
1. Final Clinical Study Report Protocol B1801381, Date 21
February 2020
2. Final Clinical Study Report Synopsis Protocol B1801381,

5. | CMUHI104-REC3-078 T EM
Date 21 February 2020
3.EBHRTRA RIS L F%RitE 2 BI801381 > k& P
12020 & 2 % 21 p
(2% 242474 ]
1.Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARS)
R E P LA INJ-61186372 (EGFR-cMET Bispecific
Antibody)
*E rMAFLHEF 108F 070 18 p 2 109 & 01 * 17
6. | CMUHI107-REC3-143 Lt 2
2.Development Safety Update Report No. 4 Executive
Summary
R E P LA INJ-61186372 (EGFR-cMET Bispecific
Antibody)
*E rMAFLEHEF 108 010 18 p 3 109 & 01 * 17
R
(2]
7. | CMUHI107-REC3-112 LE=S 3
*MN % : Bristol Myers Squibb Investigator Letter 09Apr2020
(2]
8. | CMUHI107-REC3-113 B iz iF
*M % : Bristol Myers Squibb Investigator Letter 09Apr2020
9. | CMUHI107-REC3-126 RN [ =% 23R4 ]

109 = 06 * 04 p % 39 F > x 41 F




éWg%*;%ﬁ&?%ﬂi%ﬂiﬁgﬁigﬁiﬁg
- FRLERFAXFREBC 2R

pe|  rgam | J3E TTIY
R ES LA MK3475
*% 244 B 1 04-SEP-2019 to 03-MAR-2020
(2% 24472 ]
10. | CMUHI108-REC3-051 SOV | FRERE S AL T MKT7902
* 2P FELHEF 0 13-AUG-2019 to 12-FEB-2020
(2% 24472 ]
11. | CMUHI105-REC3-093 SRV | FRER B LA T MK3475
*g 244 B 1 04-SEP-2019 to 03-MAR-2020
[#&]
12. | CMUHI107-REC3-091 TEM RF O TRARERE O E 2 Ao R S
P #p:26Mar2020
[ %79 vl ooz ]
13. | CMUHI107-REC3-134 R
*TapH 109 & 047 08 p,109 & 047 20 P
(e 2pdp]
14. | CMUHI108-REC3-083 ¥ iziE 3 Monthly SUSAR Line Listing
(reporting period:01-Jan-2020 to 31-Mar-2020)
[#&]
*m % 1 6-Month SUSAR Line-Listing (10Feb2019-
15. | CMUH107-REC3-118 Bl A
09Aug2020)
*DSUR #2, dd. 11-Feb-2020
[#&]
16. | CMUHI107-REC3-114 ¥ iziE
*M % Bristol Myers Squibb Investigator Letter 09Apr2020
(e 2R ]
17. | CMUHI106-REC3-078 HiRR | YRR E S L MK3475
*% 2 4R 4 8 R 1 04-SEP-2019 to 03-MAR-2020
[28= 2142 ]
18. | CMUHI105-REC3-013 TEM *# % & ¢4 ¢ Upadacitinib (ABT-494)
* rMFLHEF 108£ 077 01 p 2 108# 127 31 p
[ ]
*M % Bristol Myers Squibb Investigator Letter 11May2020
19. | CMUHI107-REC3-112 L= 2
T 25k %3 : RPC01-3202 Taiwan Certificate V2
(06Mar20) 03Aug2021
[ ]
20. | CMUH107-REC3-113 % izfF | *]\ % : Bristol Myers Squibb Investigator Letter 11May2020

T/ 2% %3 : RPC01-3203 Taiwan Certificate V2
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21. | CMUHI107-REC3-121 e | ¥R F 4 L 4L ¢ Benralizumab (MEDI-563)
% pHAR2HEF 12019 5% 14p 51 2019# 117 13 p

[z % 212 ]
*E % ¥ 4 ¢4 Nivolumab
*E XMFELYPF 2019F 7% 4p 322020812 3F

22. | CMUHI08-REC3-169 | #tg > [#]
*RE R ERE R LR 1B, FAFEZ A
Fesbae £ Afaz H8 g, B+ 3 32 (Initial, Follow up 1
% Follow up 2)
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