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50 Y | |EEEATERS
1
Wty ixif 3
CMUH111- e | | *};ﬁf ! ,fd;’,g’,’i
42| REC3-082( | #c% | megia P TR T BRI o
e | PR | AR
%) wF L kg
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~ D A
fe ~ & AR 2
- CREIERES SRR
CMUH111- 54 o )
SATE A Ao
43) REC3-006( | #c%x | msags |07 0 L | 111/12/14
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7 2F % (AEAID

A 7= ‘Bfﬁ4€v‘C5§rﬂ/ﬁ34nl‘m‘D:@a\\7H@ﬁ ~E ut & }ga&xvl‘mfﬁf"’“
F?ﬁ?'?/f@ﬁ«‘jﬁ\’\ﬁ—%% G4 = P a; ﬁfiﬁ?e’il*‘lﬁ‘ﬁmé‘xé
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BEL
™€ %% | CMUHI109-REC3-104(SAE-12) FEF2 A | AL EE
FRASFA R ET A v T FRER KRR | R EITVR
-~ EZY R B AR X ERHEER 0 20 PTEN &4
g g |PESITERBALER ¥R E AR (mHSPO) £ R
e Capivasertib + Abiraterone 4p $i>t % [ #| + Abiraterone f »c¥? & > 4
(CAPItello-281)
BE. 2
™ € %5 | CMUHI109-REC3-104(SAE-13) FF 2 EE BE? 2E
S ER RV S C N ai%@xt%% GV R
—HEZH R IR X EFHRFESR Y PTEN &4 4
g |HATEEBLE R TG LR RA (ASPC) L - R
Capivasertib + Abiraterone #p#&>*% [ + Abiraterone v 3T % > 4
(CAPItello-281)
BEE. 3
™ € %%. | CMUH110-REC3-194(SAE-13) L R B ? ¥ it
PR SRR AR F B pi@ NI

-~ E 5P BiEeiEE 0 =% YHO003 & @ Toripalimab ($
P EPH | PD1OEpRiuAl) P 0 T R SR 4 & BTk Uk (PDAC) &
¥ % 22 o

S P R iRA RS 2R

2% (KB 1-7)
L7= 252 2 &3 ERBADRNUELH A GIRPFR 48 3% A P& A disability

S
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AGREPEEFBEH AT IERACEFU AP AR LEDEHFI AL
R A
B % 2R 2 A
AL AP Y FRES 7 aE e BE=
w| 8 245 |l o
#1)
PEMBROLIZU
MAB
CMUH108- 2210ARGO . .
1. REC3-057 2022/3/4 06110 Initial (pembro)hzumab Death 1 A
#2 ) MK-7339
(olaparib)
#1 ) MK-7339
(oliga)rlb) Pyelonephritis
CMUH108- 2110FRAO |Followup COVID-19 pneumonia | 1,2,
2. REC3-057 202171076 03736 8 PEM&&%LIZU Malignant neoplasm 3 A
(pembrolizumab progression
)
CMUH109- BMS-2021- RELATLIMAB; MYOCARDITIS;
3. | REC3-185 | 202V77 |7 067049 |PlOW UP| \ivoOLUMAR Myositis 13 A
1)SEVERE
PULMONARY
INFECTION
1) amivantamab 2)INTERSTITIAL
4 CMUH109- 2022/5/26 202205596 [follow up \/2) INFLAMMATION 1231 A
" | REC3-168 19(12) 3 LAZERTINIB CHANGES
3)HEART FAILURE
4)PNEUMOTHORAX
5)CEREBRAL
THROMBOSIS
1)URINARY TRACT
follow 1) amivantamab INFECTION WITH
5 CMUH109- 2022/9/19 202209481 up 2) SEPSIS 13 A
" | REC3-168 98(2) |(downgra LAZERTINIB 2)DIAGNOSIS COVID-19
de) 3)URINARY TRACT
INFECTION
1)URINARY TRACT
CMUH109- 202209481 [follow up 1) amivantamab INFECTION WITH
6. REC3-168 2022/9/19 98(3) 1 2) SEPSIS 13 A
LAZERTINIB [2)DIAGNOSIS COVID-19
3)SEPSIS
1)PLEURAL EFFUSION
2)PNEUMONIA DUE TO
COVID
follow 1) 3)ASPARTATE
CMUH109- 202112462 up OSIMERTINIB | AMINOTRANSFERASE
£ REC3-168 2021/12/16 71(13) |(downgra 2) INCREASED 2 A
de) LAZERTINIB 4)ALANINE
AMINOTRANSFERASE
INCREASED
5)LDH INCREASED
111 # 12 % 15 p % 30 F > x 41 F
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AEHE |4 pH ¥ oig B Y B F * N e A
%}i gﬁn% 5?__.'3 P %?ﬁn%}{ Vvlj #’E#‘F‘V K i' p'\;‘\z =3
1) amivantamab 1)RESPIRATORY
8. (ﬁ\ég?llgz 2022/8/19 20120(22)650 f"“"lw up 2) FAILURE »n| A
LAZERTINIB 2)FATIGUE
1) amivantamab
9. (ﬁ\ég?llgz 2022/7/11 2026281(8;‘20 f"“"zw up 2) SUDDEN DEATH | 123 | A
LAZERTINIB
1)INCREASE IN
OXALACETIC
1) amivantamab TRANSAMINASE
10. %\ég?_llgz' 2022/8/24 202727(22)560 fo“";" up 2) 2)ELEVATED PYRUVIC | 13 | A
LAZERTINIB | TRANSAMINASE G3
3)VOMITING
4)CHOLURIA
1)MYOCARDIAL
1) amivantamab INFARCTION
11 | Grcsiea | 20229113 202823(22)319 followup 2) 2)CORONARY HEART | 123 | A
LAZERTINIB DISEASE
3)HEART RUPTURE
b 1)PNEUMONITIS
1 | CMUHI09-| o 202109093 [follow up| OSIMERTINIB 2)PNEUMONIA | A
REC3-168 84(13) 2 2) )HYPOTENSION
LAZERTINIB
1)RESPIRATORY
follow | 1) mivantamab 2)(F3stfRRII;IS
amivantama
13. %8?1122 2021/10/23 2072i(11035)04 ( dm‘;fr’l ra 2) 3)PLEURAL EFFUSION | 123 | A
de)g LAZERTINIB | 4)HYPOCALCEMIA
5)HYPONATREMIA
6)PARALYTIC ILEUS
1)SEVERE
PULMONARY
INFECTION
follow | cvanamab|  2DINTERSTITIAL
14, | CMUHI09-| o ¢ |202205596 | up ) INFLAMMATION | A
" | REC3-168 19(13)  |(downgra| |\ rbr s CHANGES
de) 3)HEART FAILURE
4)PNEUMOTHORAX
5)CEREBRAL
THROMBOSIS
1)MYOCARDIAL
1) amivantamab INFARCTION
15. CRl\gnggZ 2022/9/13 2012;22)3 19 f"“"f up 2) 2)CORONARY HEART | 123 | A
LAZERTINIB DISEASE
3)HEART RUPTURE
1) amivantamab
16. %3?1122 2022/7/11 2026%1((3);‘20 f°“°3w up 2) SUDDEN DEATH 123 A
LAZERTINIB
1.ST-ELEVATED
202210132
CMUH109- follow up . MYOCARDIAL
17. REC3-145 2022/10/6 B?Sﬁid ) Niraparib INFARCTION 237 | A
2.SEPSIS
1.ST-ELEVATED
202210132
CMUH109- follow up o MYOCARDIAL
18. REC3-145 2022/10/6 B?iiﬁid 3 Niraparib INFARCTION 237 A
2.SEPSIS
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19.

CMUH109-
REC3-145

2022/10/6

202210132
53 6
Blinded

follow up
6

Niraparib

1.SEPSIS
2.ST-ELEVATED
MYOCARDIAL
INFARCTION
3.ATRIAL
FIBRILLATION

237

20.

CMUH109-
REC3-145

2022/9/26

202209576
91 7
Blinded

follow up
7

Niraparib

1.DEHYDRATION

237

21.

CMUH110-
REC3-049

2022/7/9

2022-MOR
002079-CO

follow up
4

#1 ) Tafasitamab
vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Clostridium difficile colitis

22.

CMUH110-
REC3-049

2022/8/20

2022-MOR
002217-CA

follow up
1

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone
(Prednisolone)

Clostridial sepsis, Jaundice

111 # 12 % 15 p
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23.

CMUH110-
REC3-049

2022/8/26

2022-MOR
002237-CA

follow up

3

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
)N/A
#6)
Prednisolone
(Prednisolone)

Febrile neutropenia,

Enteritis, Oral candidiasis

2,3

24.

CMUH110-
REC3-049

2022/5/19

2022-MOR
001890-AU

follow up

5

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
)N/A
#6)
Prednisolone
(Prednisolone)

Sepsis, Respiratory failure,

Acute kidney injury,

Dehydration,
Hyperglycaemia

1,3,4

111 # 12 % 15 p
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25.

CMUH110-
REC3-049

2022/8/30

2022-MOR
002250-DE

follow up

2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
)N/A
#6)
Prednisolone
(Prednisolone)

Enteritis; Septic shock

26.

CMUH110-
REC3-049

2022/8/20

2022-MOR
002217-CA

follow up

2

#1 ) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5 ) vincristine
(VINCRISTINE
)N/A
#6)
Prednisolone
(Prednisolone)

Clostridial sepsis, Jaundice
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27.

CMUH108-
REC3-151

2022/6/3

2206ESP00
3502

Followup
10

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection

Thrombotic
thrombocytopenic purple
[Thrombotic
thrombocytopenic purpura]

1.3

28.

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup
16

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection

GI bleed [Gastrointestinal
haemorrhage]

1.3

29.

CMUH108-
REC3-098

2022/6/25

2206IRLO0
8721

Followup
21

#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)
(enzalutamide)
Tablet

Myasthenia Gravis -
Neurotoxicity [Myasthenia
gravis]

Myositis [Myositis]
Myocarditis [Myocarditis]
Type 11 Respiratory Failure
[Respiratory failure]

23

111 # 12 % 15 p
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#1 ) MK-3475
Study (Code not
broken) Myasthenia Gravis -
#2) Neurotoxicity [Myasthenia
ENZALUTAMI gravis]
CMUH108- 2206IRLO0 |Followup| DE (3475 2 iy
30. REC3-008 | 2022/6/25 8791 ” SOLUTION Myositis [Myositis] | 2.3 | A
FOR Myocarditis .[Myocard.ltls]
puEcTioN [I7ell i fulr
STUDY) prratory
(enzalutamide)
Tablet
#1 ) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI Pneumonia [Pneumonia]
CMUH108- 2209GBRO |Followup| DE (3475 . . .
31. REC3-098 2022/9/24 11433 5 SOLUTION Urlpary Tract.mfect.lon 1.3 A
[Urinary tract infection]
FOR
INJECTION
STUDY)
(enzalutamide)
Tablet
15 3’
ONO-2021- 7.
CMUH107- 020233 Nivolumab vs . . o
32. REC3-031 2021/4/19 (BMS-2021 FUS5 Placebo Congestive heart failure nzﬁ;ilc A
-038787) ay
imp
CMUH109- BMS-2022-|follow up Argentina_Bone pain,
33. REC3-068 2022/9/20 110963 4 Docetaxel  [Multiple organ dysfunction| 1 A
syndrome
MEXICO_ Multiple organ
dysfunction syndrome,
Lower gastrointestinal
haemorrhage, Upper
CMUH109- BMS-2021-|follow up gastrointestinal
341 REC3-068 | 20218129 |7 097909 21 Docetaxel haemorrhage, Scrotal LA
infection, Gastrointestinal
necrosis, Platelet count
decreased, Gastrointestinal
inflammation
35, | CMUHLOO-1 5157 |BMS-2022-followup| 1y fooovel Fiﬁﬁ(j}fﬁcﬁzﬁfj 1 2 | a
" | REC3-068 037429 19 P e
neutropenia
CMUH109- BMS-2022-|follow up NEW ZEALAND Febrile
36. | REC3-068 | 202210112 |7 20785 3 Docetaxel neutropenia 2| A
CMUH109- BMS-2022-|follow up [nivolumab/place T
37. | REC3-068 | 202277715 |7 76158 7 bo BRAZIL Diverticulitis | 1 | A
. Germany Large intestine
CMUH109- BMS-2022-|follow up [nivolumab/place — .
38. REC3-068 2022/8/19 094328 5 bo perforation, Respiratory 1 A
failure
CMUH109- BMS-2022-] . .. nivolumab/place| ARGENTINA Diabetic
39. | REC3-068 | 2022/1028 |30 93" | initial bo ketoacidosis 2 A
111 # 12 * 15 p % 36 F % 41 |
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CMUH109- BMS-2022-|follow up [nivolumab/place Argentina_Diabetic
40. REC3-068 2022/10/28 130193 1 bo ketoacidosis 2 A
CMUH109- BMS-2022-|follow up|nivolumab/place| ARGENTINA Diabetic
AL REC3-068 | 20221028 |7 150003 | 2 bo ketoacidosis 2] A
CMUH109- BMS-2022-] . .. nivolumab/place .
42. REC3-068 2022/11/12 137367 initial bo SINGAPORE Pneumonia | 1 A
ABNORMAL LIVER
43, CMUH107- 2022/5/26 2022A2014 |follow up| DURVALUMA FUNCTION (Hepatic 13| A
REC3-139 44 2 B .
function abnormal)
ABNORMAL LIVER
44, CMUH107- 2022/5/26 2022A2014 [follow up| DURVALUMA FUNCTION (Hepatic 13| A
REC3-139 44 3 B .
function abnormal)
IMMUNE
CMUH107- 2022A2014 |follow up| DURVALUMA CHOLANGITIS
45. REC3-139 2022/5/26 44 4 B (Immune-mediated L3 A
cholangitis)
(3R] FRHE -
x~ FREEAER
(1
@ 2
B % * £ %Y 4 FAPF
[ =% 2144 ]
*E% ¥ P 44 T-DXA
*E rMIELHEF 109# 127 9p 3 110&F 6% 8P
*E rMIFELHEF II0E6Y 9P 3 110# 127 8 p
*E MR LYPFII0E 122 9P 3 111 E6% 8P
*5% ¥4 4L 1 Anastrozole
*E PMARL PR 10982 12p 32 110 &2 0 11
*E rMIELHEF II0E 2 12p 3% 110&E8 % 11 P
*E rMIELHEF II0&E 8 12p % 111 #2727 11 P
*5% ¥ 4 L4 1 Capivasertib
*E pMEARLHF 109 EF 102 5P 110# 4% 4 p
1. CMUH109-REC3-192 289 | T RMFLYFII0E4? SPI 1I0E10* 4p
*F 2MAFLYPF CII0E 107 SPpF 111 &4 4p
*2E % &4 ¢ 4L © Durvalumab
*E MR LHPRF 10972 13 p 32 110&E 12 12
*E PR LHYFII0ET Y I3p3 110&7 7 12p
*E MMARLYPRF II0E T I3 p3 IM1&12 12p
*E rMHAELHEF I ELTY 133 111 &ET2 12p
*#% ¥4 t 4 * Fulvestrant
*E MMARL R D109 & 107 26 P 2 110 # 4 7 25 p
*E rMARLYPRF III0E4 Y 260 3 110 & 102 25 P
*E PMARLHPF III0E 102 26 P 3 111 &4 7% 25p
(2% 2144 ]
2. CMUH109-REC3-016 ¥iziy | *3¥% ¥4 LA 0 Brazikumab
*E rMARLGPRF 10942 12p 3 109& 107 11 p
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*E MPEARLWPRF 109 F 10 F 12 p % 110E 47 11 p
*E AMELHEF 11042 12pF 110& 102 11 p
*E MPRLHPF III0E 10 12p 3 111 &4 11 p

CMUH107-REC3-041

[z =% >4 ]
R E S LA ACZSSS
kg PMAFLHRF 11 E4Y 1P 111&E9% 30p

CMUH108-REC3-082

[z =% >4 ]
* 5% ¥ 4 4L Upadacitinib
*E QMPELYPF 111 E1Y 1 pE 111&E82 15p

CMUH106-REC3-121

(QEIEIEJELIE
*iEgk B ¢ AL 1 MK-3475 Pembrolizumab
*E DML B 12022F 3% 4p 3 2022F 97 3P

CMUH109-REC3-180

T
|~
I

(2% 2144 ]
Brentuximab Vedotin_6-month SUSAR Line
Listing 01Jan2021 to 30Jun2021
Brentuximab Vedotin_6-month SUSAR Line
Listing 19Feb2021 to 18 Aug2021
Brentuximab Vedotin_6-month SUSAR Line
Listing 01Jul2021 to 31Dec2021
*3E% ¥+ ¢ 4L  Brentuximab Vedotin
*E AP ARLHRF 2021 &#17 1p 3202167 30
*g pMSRLHPR 2021 #27 19p 3 202187 18P
*E DML B I2021 7 1 p 3 2021 & 12 % 31 p

CMUH110-REC3-122

* AE

[##]
* % : SUSAR Listing(2022/04/01-2022/09/30) » % % 3%
& B b ATHTESR D G o

CMUH110-REC3-017

[#]

*ROF L

1. *Tphidskd 2B &HTRLE ¢ (IDMC) *
2022 E 27 16 P 2 ik 0 BIP W FRET 0 BRRES
B R G B Hand A2 AT D70 0 mAE
2022 &2 0 26 pAhE iRk (Tis li;éﬁ
Joih s A VRE TR ) ©

2. AR R EA LT 2PE 22 A4 GSK AR A %
MEBERAERY FET 2T - 5 RSVMAT-012 (2 %A %
B) PTG AR ARATA @M 2B (Rme AT
WL EA M) PRI B AL E
2 (INDSR & SUSAR) » f & $38 (730 4F o % T - 3%
54T

(1) INDSR Multiple Initial GSK3888550A-BIO RSV

MAT 49 batched cases 21 Oct 2022

3. ARZATRBERVETE LB ERAT N RLFOR
FIf o B30 20224# 70 8pidif e

CMUH105-REC3-093

5k VY 3L

[ &8 % >pHp2]
*% ¥ L4 1 MK-3475 Pembrolizumab
*E PP LPF 2022 F 3% 4p 3 2022F 9% 3p

10.

CMUH107-REC3-090

P
=
=%

[ 2pdp2]
*:h5% % 1+ 24 | ALECENSA/ALECTINIB/RO5424802
kg MR W 12021 &£ 7% 4p % 202E& 1% 3R

11.

CMUH109-REC3-097

L
s
ok

[z 2pdp2]

111 # 12 % 15 p
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* 5% ¥4 ¢4 * Upadacitinib
*E pMIELAHF Il ELY 1pT 1I1E88Y 15P

12.

CMUHI111-REC3-091

[ % 2142 ]

*REB B 4L ¢ oral semaglutide

g QMR LYPF 2022 F TP 1 p L 2022F 9% 30p
[ Data Monitoring committee ¢ 3% .% % ]

*EHp Y 2022& 110 11 ¢

13.

CMUH107-REC3-031

ER

[z =z 2HFE2]

*EE E 4 L4 Nivolumab
*E 2MARLHF 2019 &
*E 2 MARL B L2020 &
*g PMERALHR 2020 #
*E DM ARL R L2021 &
g pMHARL R 2021 &
g pMHARLHRE 12022 &
g pMHARLHRE 12020 &

2020 1% 3 p
2020 & 7% 3 p
2021 & 1% 3¢
3 2021 & 7% 3p
2022 &# 1% 3p
2022 &# 7% 3p
2021 &# 7% 3p

AN ===
=

JE NG U NG N NG NG N

s i s S s S s R s B A B s |

[ ]

[

14.

CMUHI110-REC3-210

v AR

(#%+%E2% 4]
R4 110
*pg 1l E 107 11 p

15.

CMUH107-REC3-175

[zp= 244 ]
*3E% ¥4 ¢4 Durvalumab
* rMAELHEF Il ELY 133 111 &ET77 12 P

16.

CMUH107-REC3-078

[(##]
AFEA S

*5% A @ Investigator’s Letter - Phase 11l GRADUATE I
(WN29922) & GRADUATE II (WN39658) results, dated
14-Nov-2022
*po#pi2022 & 11 % 14 p
2. PSP H g3l
*5% A :Graduate I & II — Global Study Termination Guidance
for sites_Final Version 1.0_14Nov2022
*poHpi2022 & 11 % 14 p
3. ATE fp
*5x A& :Media & Investor Release - Roche provides update on

Phase III GRADUATE programme evaluating gantenerumab
in early Alzheimer’s disease, dated 14-Nov-2022
*p#p:2022 & 11 14 p

17.

CMUH110-REC3-065

124

(2]

AFAR S
*5 & Investigator’s Letter - Phase Il GRADUATE I
(WN29922) & GRADUATE I1 (WN39658) results, dated
14-Nov-2022
*po#pi2022 & 11 % 14 p

R T M 451
*5% & :Graduate I & II — Global Study Termination Guidance
for sites_Final Version 1.0 _14Nov2022
*poEpi2022 & 11 % 14 p
3. ATE f8
*5x A& :Media & Investor Release - Roche provides update on
Phase III GRADUATE programme evaluating gantenerumab
in early Alzheimer’s disease, dated 14-Nov-2022
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18.

CMUH110-REC3-102

iRk

[z#% 2142 ]
*iEsk B L AL MK7902
kg p AR L R
13-FEB-2022 to 12-AUG-2022

19.

CMUH110-REC3-062

LS
Il
ok

(2% 21404 ]
* % ® A ¢ Deucravacitinib (BMS-986165)
* ML EREF 111 E 32 23p 3 111 #9722 P

20.

CMUH110-REC3-032

B iz iy

(EEIEIEIEE S |
*# % ¥4 ¢4 Risankizumab
*E rMHARLBRF 202237 260 F 2022 &9 % 25
[DSMB ii-3%:d )
1. AbbVie Risankizumab IBD DMC Recommendations -
August 19, 2022
2. AbbVie Risankizumab IBD DMC Continuation Form -
August 19, 2022

21,

CMUH110-REC3-033

B -y

[ % 2HE2])
*E% ¥ ¢ 4L Risankizumab
*g PMARLPFI2022F 32 26p % 2022F9 7 25
[ DSMB ;i34 4]
1. AbbVie Risankizumab IBD DMC Recommendations -
August 19, 2022
2. AbbVie Risankizumab IBD DMC Continuation Form -
August 19, 2022

22,

CMUH109-REC3-131

(ERECE T |
*5< & ¢ Dear Investigator Letter TECENTRIQ®
(atezolizumab) : The Important Identified Risks of
Immune-mediated Myelitis and Immune-mediated Facial
Paresis associated with the use of TECENTRIQ®
(atezolizumab), dated 21-Nov-2022
*pogp 2022 & 11 % 21 p

23.

CMUH110-REC3-049

s
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&

(2% 242 ]

*:p5% ¥ 4 ¢4 © Tafasitamab (MOR00208)

* rMHARLHRF 2021 & 102 19 p £ 2022 # 77 30
2
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CMUHI110-REC3-195
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[z 2p42]
*RER P AL 0 GSK3228836
kg MMARL A I2022 & 5% 1 px 2022& 117 31 p

25.

CMUH107-REC3-122

L
=
S

[z =% >4 BLL)
*:%5 ¥ ¢4 Filgotinib
kg pMARLHEF 111 E37 24p % 111&£97 23 p

26.

CMUH110-REC3-184

g
|~
I3

(2% 2pdp4 ]

[ Blinded Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) ]
*H% ¥ 4L 0 TAR-210 (formulation of erdafitinib)
*E AMAELHEF I E3 Y 14p 2 111E9 2 13 p

27.

CMUH110-REC3-184

T
|~
I

(2]
*Nox 1 3REBR 4 A 1 3 Central Testing of FGFR False
Positive Issue, Date: 18 July 2022
N E 3RBe 3 #F 4 3 30 Update on QIAGEN False Positive
Issue & Impact on Central FGFR Testing, Date: 19 August
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*E DAL R 1202287 1pE 202217 31 P
*E DMARL R 1202228 1p 3 2022 7% 31 P
(##]
43
1. Atezolizumab USM DIL 16 Nov 2022 iDMC recommended
accrual halt for Alexandra IMpassion030 Study
2. Atezolizumab DIL 21-Nov-2022 Immune mediated

29. | CMUH107-REC3-161 & > | Myelitis and Immune-Mediated Facial Paresis with

TECENTRIQ (atezolizumab) use

3. Clarifying statement from the ALEXANDRA
IMpassion030 IDMC 18NOV2022

4. IDMC 7 Memo to regulators from ALEXANDRA
IMpassion030 IDMC 22NOV22
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