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* Wk
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& ® R R|BF

* Bk
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& T R R|FEI

* Wk
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M F B 7T
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£ R R R| AN

* Bk
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it E L2 M| REREESFROBER K ENEZERLIEFLR
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HOE L OB UEBREPRETFLAERME LN D hE S BMREY T éf;% Z R

& ® R R|BF

* B2k

B A 21

I R B & 3% | KMUHIRB-F(I)-20200139 |# ¥ €483 | #4%d
—IARAAME 1/1b 8735 > 3746 6 =Rk R A KB F % BY B B B 3 B3 1 B
INJ-73841937 (Lazertinib) ¢y e 2P R B8y F A B — 6k ROt A — AR

&2 M HAMKEEAEERRTF2RA cMet Hui2 INJ-61186372 4. 8% 2 Ik /]~ 4m il Bl % -
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& % R R|EH
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JE R

& % R R|BEH

* |k
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I R B % 3% | KMUHIRB-G(I)-20160024 |#£ B £ #4873 | HE&%£SE

. RRBRESENAGL (BALR - Ahiaik  FE > BRRE  RRE

it E s R R) RBEFHWERBARELY

g ® R R 8%

* B2k
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I R B 4% 3% | KMUHIRB-G(I)-20190035 |#% E £# 8% | H4E%2

4t o4 FHBERARRERBM AR BAIEE R RIER AR EZBRELESEZT
Mgy EZ A G

& % R R|FEIF

* Wk
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I R B % 3% | KMUHIRB-G(I)-20180039 |# B £ # B 7 |H4&%£E

. P ARIE I XA - 2R T-1 (PD-1) R H A PD-L1 £ %k 405848

. o S B B o o SRR K

g ® R K| A

* Bk
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4§ 2 ERATEERE R RRFEZBACAMZRRE BRARZ
AT BE AR R
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I R B # 3% | KMUHIRB-SV()-20160043 | % £ £ 4 W% | FE %L
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BBATE -BAER - RBEGTERBRFEMINER M
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I R B % 3% | KMUHIRB-G(I)-20210005 |# B £ #4873 | H4&%£E
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NCRERRFMH - R4 SUSAR ~ R2MEMA KRB FHER
1~ SAE-# 12 %

5%

1

IRB % %%

KMUHIRB-F(I)-20210069

HELB

—BL PSSR - BE ~ FiTo e - RAEBHRE > 2L inclisiran
7 B kAR AL S A B 9% 9% (ASCVD) 2, ASCVD & &l BARE B fs & & g
B &He N B RARR RS R E 4 THE M (statin 3% 4) B
4 SRkt PR BN S s Rk 0 DSRAE Hok i fe 2 & (ORION-18)

EREREE

3005002 2rean e
T & O @ BIRGBIT :

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

11/18/2021

8/16/2021 initial gk AMEIR

F RREFH

T AA S BA ST B fis B o B R AREARAE - BT RIS
R mREnAABOERRE  BARANERTHRERRELE - &
AR EATH & 53, S-T MILD ELEVATION 22 & TROPONIN I SHOWED IN
NORMAL RANGE - 1255 A4E 42 1% 1T PERCUTANEOUS CORONARY
INTERVENTION : F by A A CCU #4TE R B2 » 7 8/18 s A\ & 1@
%5 B o {1 HA P %5 £ BS A% ALK A > 8/19 CARDIAC ECHO # -+ LVEF i
% ~ EF (EJECTION FRACTION) 72% - it % 8/20 4¢3k THALLIUM SCAN -
o APMERRIR R o ARIUIS R > S A8 0 1 821 MK -

Ak SAE 3&E @4 F A4 LA RIS £ | B3N IRB -

FEER

1/1/2022

— ~ KRR B E 414 A % 3% 3005002 # 2021/8/16 Initial AR » AR X 3
& 4% % CHEST TIGHTNESS and UNSTABLE ANGINA > s &7
2021/08/21 # . o T 5% # 5% KIX839/Placebo » 3+ & X #5 A 2021/8/20 4%
Jo b B o AMARARFHBRAMGIEZ/EHAFTM/HGE) > BEAE
AR

=~ AP B @ SAE S @R PD F4 0 REZE R B A B@WMAT

i3

CEREB o ATHE

i

%
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b
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KMUHIRB-F(I)-20190115

HELM

—IAF 3 BB 4 16 A RHEBHB -4 F Gy EE > Ak 8
BB R MAR L P B 0 3E 3T PBF-1681 # & EL B2 M B R B 44808
fZ 34 7%

£REREE

07-007 2rean e
VRS O » BB

IRB #:7 8 #1

H48H Initial/ FREBEE

follow up

12/6/2021

11/11/2021 follow upl gk AMEIR

FRREBEH

According to patient's statement, he experienced both knee painful for long
time.Had went to LMD and OA knee was diagnosed to this patient. he was
under regular HA injection. However,the pain was progressively and
frequency,he then came to our OPD for help,the PE showed Lequenses'
score:12 varus deformity of bil knee about 5 degree.flexion contraction about 5
degree,joint space narrowing;marginal osteophyte formation;subchondral
sclerosis. Tendemess in left thumb,distal crease. surgery was advice,the patient
was admitted to our ward for further management.surgery:operative
arthrosopy,left knee with shaving arthroscopy+partial menisectomy of
MM&LM.Discharge Date:15-Nov-2021

FERA

12/19/2021

— ~ AR B EM4R B 23R E(07-007)% 2021/11/11 AR » sk % follow
upl » APF% E FIE K & Trigger thumb,left thumb advanced OA change, left
knee, KL stage IV degenerative tear of MM&LM, left knee » J& &7
2021/11/15 HFz o vT %% % 2 PBF-1681 » 3+ & £ 3 A% 2021/11/12 % 4o
FER o AMARARFHBIETAY > BEAFERKTHREAIE ©

=~ #RAG AGHE

S
B
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KMUHIRB-F(I)-20200168

HELM

—ARETIRMNE BAE REXRERBE (GC/GEIC) & &5 Sar i
#HBy M- By Durvalumab 45 & FLOT 4fbigd > 3t
Durvalumab ;& eG4 » B ~ B 5 ~ ZRABIHB - =835k
(MATTERHORN)

XRERRA

E7404008 zrean Pe
Ve O ° BIMGBIT -

IRB #:7 B #3

Initial/
B4 BN follow up FREBER

12/13/2021

9/25/2021 follow up1 2 m AMETR

FRREFH

(GLARERARFHAIFADPIAL QBMREF | R)AHH 2021 £ 6
A9 BEEHEANRE  MN2021 =8 A 18 B & 4% Cycle2 Day 15 &
Neoadjuvant therapy(3X 5% % 4 durvalumab/placebo > #e % 1t FLOT :
5-FU, docetaxel, oxaliplatin, leucovorin){% > & 83t 2021 9 A 29 B4k T §
VIR FH 2 m AR RBOCA MR ML 925 F LA % B e K
Mo MERRED © 2IREETTRECHE RGN 0 B DIR RS 547 8
A R T 550+ R AR 0 £ A Sodium Bicarbonate 74 0 B 1E &t
WA $ B4 E A A & Tazocin 76 o B A Bk 5,98 £ &
B E ShFH ok m R 0 HEEERRE ALK » Mk follow 14 48 4k SUEE =
#n4r K 6.6g/dL » fE 8y 2 4 unit & pack RBC 4% » Rk A8 H @45 » »
0127 BN —fx i B R BAF R BLES - 1548 B 6P A 35 48 3015 % AR DL HI 7 2
FHERBHEEITFMRAHLCRE -

BAN—BREG BEHEFER > REEREMBRE » XA EKE I
BRI o BRA b MRV IE » N B E FIERA k& Bk R
o B4 R PPICY F % iE 30 %] #)) LA & 3 Jo tranexamic acid o 4+4 8k
dn i 44548 A Tazocin L4 % 10/1 £038 @ o % B 65 R E PICCGH:E B A
PO EIKEE) o R E S E LI 5 A Port Infection  10/5 &3 B X 3%
AL RERFR o 2 ERANEERURBE AN RBEBTH BN BRH
WRER o 10/8 IR EFIKAFFIREE  MAREIRIEN 108 FRERTRE
2o B3R X AR EEREEM BRSO Rnmins > EHNFIREERIE
Hego10/8 BT EEE - mIHEART > 10/11 Bz B RPEFISHFEH o

FEER

12/23/2021

— s AR B E R L 23K E E7404008 7 2021/9/25 A b=k % Follow
upl > AFR E & 4K A& Port Infection » 5 &7 2021/10/11 H 1z - T 5t & %
FEA 0 st E EFH AN 2021/9/27 st iBIR o AR R EH4B T
HE AR ERAAR -

ZOARREHERLRLEERE - 105 BRBEFARSRFE RT3
W EERANFEUARBANRIEEA RN RE R - BIFRL
10/11 Bt ZHE P14 B e He -

~ ZRBB ANGHE

¥
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KMUHIRB-F(I)-20200037

HELM

5 — HA B OME SR ER A 0 B0 T RS RS R IR A A KAk BB B R ¥
ATG-019(PAK4/NAMPT 4 & 4Z 3%2)4 7k 2 &M fomt M

XRERRA

103-009 zrxean Je
T & O @ BIRGBIT :

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

12/20/2021

11/11/2021 follow up3 T

FRREBEH

At ER, the progressive disease was confirmed by chest CT on 03/NOV/2021,
and the study drug was discontinued permanently. After admission on 11/4, the
antibiotic was given for UTI and infiltration of both lung. Solu-Medrol was
given for dyspnea. The saturation could be 98% under simple mask 8L/min use.
Kalimate and fluid supplement were used due to persistent AKI. The family
consulted hospice and signed DNR (do not resuscitate) permit after discussion.
At 11/5, the subject and her family withdraw the trial procedure after EoT visit
was done. They decided AAD (against advise discharge) and transferring to
local hospital in Taitung for further care.

After transferring, CXR showed extensive opacity at right lung with right
pleural effusion, widening upper mediastinum. The subject received palliative
treatment with pain control and bipap support. After treatment, patient had
unstable hemodynemic status then bradycardia. The doctor informed family
critical condition, they signed DNR. The subject had hypoxemia thereafter. The
subject expired on 2021/11/11.

(R 3T % SAE report ¥ outcome #9345 B #4344 & 12/NOV/2021 » #1554
11/NOV/2021 1% B REE)

FEER

1/1/2022

— AR B F 1AL 23R 103-009 # 2021/11/11 £t bR % Follow up
3 » A% E¥E K & Worseing Dyspnea ~ Acute kidney injury ~ TLS
syndrome ° ¥ %% # & ATG-019 ~ Niacin ER » 3+ & X3 A% 021/11/12 4%
kot AR o AR RFHB ARG L ERAM) 0 BEAFERMAH -

=~ RREHEH B B ATR SAE report ¥ outcome & 3F4% B BARAE 4
12/NOV/2021 » #45 £ & 11/NOV/2021 1% H R % F

= #RAG AGHE

%
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KMUHIRB-F(I)-20200038

HELM

XARETO/$t# JEM M C R BB B EA FNEAR DN EL R E  UFRE
(Xarelto®) AR5 ¥ RRJE P AEAFE A S22 FHAE

XRERRA

AE85-05-011 rrean 5
P O BB -

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

12/20/2021

2/25/2021 follow upl T

FRREBEH

ARIEHEIRE E B R A5 E R R B query 3R 05-011(SAE 3404 35%
AERS-05-0I DB A FHATZIRERARFHESIRALCTERE - B LiE
# 2 SAE 3£ F 4 4 #%5 /3 "NOS" not otherwise specified(4 4 45 %] 3R,

BR) o 3XE [ Bt 2021/11/30 3= X = B e o A 2 91 SAE R4 F) 2 £ 47 >
42X IRB £ %¢ SAE R4 - KRBWMAE FH FH L BCLATIEIR

% Death” > ¥ @ BN AMORRILIRB - 32 BERENFE P » &K
BREGERBERETRR

FEER

12/24/2021

— ~ AR B E 4L 23 E AES5-05-011 # 2021/2/25 #4758 ¢ (death)
@R 0 th=k 2021/11/30 # 47 Follow upl » 9] 5% # & Rivaroxaban (Xarelto) o
AR RFHBIETAR > BRI ERAAH -

=~ RRIEHEM LB LB SAE 324 F 4 £ #% ho32"NOS" not
otherwise specified(7Z A 45 3] 30PA) o B B B 2021/11/30 3% X ©) & Bk
W& 8 SAE LR H P H 0 Bk IRB i6#H SAE 8% -

CEBEB ANTHE

¥
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KMUHIRB-F(I)-20200056

HELM

—JAH 3 B MM E - #E C RERIH R SRR EAETR
EakbmaE RSV)@EAT F BBR G REMZ G eyt > SRS H LA
AR BB ESN

£REREE

12301009 2rean e
P O » BB

IRB #:7 8 #1

H48H Initial/ FREBEE

follow up

4/30/2021

3/12/2021 initial gk AMEIR

FRREBEH

Regular uterine contraction was noted since 3pm on March 12 2021, and pain
progressed gradually. She came to our ER (emergency room) for regular uterine
contraction pain. Atanaal 2 tab was given every 6 hours with prophylactic
antibiotics ampolin for threatened preterm labor. After observation for 2 days,
her status stabilized without further uterine contractions. She discharged on 15
Mar 2021 with oral medication was arranged for her with further OPD arranged
on 18 Mar 2021. She followed up on OPD (Outpatient Department) confirmed
SAE recovered by PI on 18 Mar 2021 and scheduled for labor induction on 19
Mar 2021.

FEER

1/1/2021
— ~ RER B E M4 A 2K 12301009 # 2021/3/12 Initial A2 » AR E
e 4k & Regular uterine contraction pain » ¥ 5t & %L R A » 3t ZEHA
7 2021/3/12 ko @R o AR R FHBIETAE > Ao R ERAAH
= ~ A4 SAE F4F ©h 2021/04/15 i@ A2 IRB X5 1k £ (GLE @) 7
2021/05/07 @B E & -
- AMFEHAIAFRA T AT TURERR) 225 REER -
$kER et £ A8 B o
W ZREB ATHDE

%
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KMUHIRB-F(I)-20200056

HELM

—JAH 3 B MM E - #E C RERIH R SRR EAETR
EakbmaE RSV)@EAT F BBR G REMZ G eyt > SRS H LA
AR BB ESN

£REREE

12302018 2rean e
P O » BB

IRB #:7 8 #1

H48H Initial/ FREBEE

follow up

12/23/2021

12/14/2021 initial gk AMEIR

FRREBEH

After birth, delayed initial crying and mild cyanosis were found. Ambu bagging
was performed. However, at the baby room, nasal flaring and grunting were
noted, and the saturation was around 87-88%. Free oxygen 6L./min was given,
and his saturation improved to be 100% but still with nasal flaring. About 50ml
bloody amniotic fluid was sucked out. Thus, he was admitted to the PICU
(Pediatric Intensive Care Unit) for further management.

FERA

12/26/2021

— s AR R EMML A %R 12302018 7 2021/12/14 Initial A% > AfRE
3fJE Ak & Nasal flaring under room air after birth - ¥ 52 & L A3 A » 3+ &
EH AN 2021/12/16 4o iE3R - AR RFHBIETRL > B AN E
FAAE] -

—~#BAE ANGHD
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KMUHIRB-F(I)-20200037

HELM

5 — HA B OME SR ER A 0 B0 T RS RS R IR A A KAk BB B R ¥
ATG-019(PAK4/NAMPT 4 & 4Z 3%2)4 7k 2 &M fomt M

XRERRA

103-009 zrxean Je
T & O @ BIRGBIT :

IRB #:7 8 #1

Initial/

HLAM follow up FREBER

12/30/2021

11/11/2021 follow up4 T

FRREBEH

At ER, the progressive disease was confirmed by chest CT on 03/NOV/2021,
and the study drug was discontinued permanently. After admission on 11/4, the
antibiotic was given for UTI and infiltration of both lung. Solu-Medrol was
given for dyspnea. The saturation could be 98% under simple mask 8L/min use.
Kalimate and fluid supplement were used due to persistent AKI. The family
consulted hospice and signed DNR (do not resuscitate) permit after discussion.
At 11/5, the subject and her family withdraw the trial procedure after EoT visit
was done. They decided AAD (against advise discharge) and transferring to
local hospital in Taitung for further care.

After transferring, CXR showed extensive opacity at right lung with right
pleural effusion, widening upper mediastinum. The subject received palliative
treatment with pain control and bipap support. After treatment, patient had
unstable hemodynemic status then bradycardia. The doctor informed family
critical condition, they signed DNR. The subject had hypoxemia thereafter. The
subject expired on 2021/11/11.

(A% i@ 315 £ outcome ~ SAE criteria & Intensity(CTCAE grade)% & =k i#%

%)

FEER

1/3/2022

— R R B ER A 23R 103-009 7 2021/11/11 26 sk % follow up
4 > NI% X 3RJEHK & Worseing Dyspnea ~ Acute kidney injury ~ TLS
syndrome ° ] 5% # 5, ATG-019 ~ Niacin ER » 3+ & £ # A 2021/11/12 #
ot AR o AR REFNHBAHGCRE R LAAMH) > BEAFERAH -

=~ AREHFH A 15 E outcome ~ SAE criteria & Intensity(CTCAE grade)
% BREE -

=~ @REB AGHE

%
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KMUHIRB-F(I)-20200155

HELM

XATOC - #13%-% (Xarelto) + TEE/K#ER (Acetylsalicylic Acid) : 78 ik 8 Bk
7% 7 (CAD)Fo/ 3% B 3% By Bk 7 % (PAD) s B 35 R MG B 9B A fn & R

XRERRA

610020019-AE1 | zxea# |5
s OR BB

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

12/30/2021

8/15/2021 initial gk AMEIR

FRREBEH

% 3R # 610020019 #> 2021/07/08 B 44k A #F 5% 28 ot o X5 B AR 3R 3

2 ZR T XA 2021/12/22 5% 40 % 3K # 610020019 (SAE 375 X358

610020019-AE1)#> 2021/08/15 A& R 2 A& F & A YW@ B > ZHEIR > T
LAE R T R K B Bk B AR, T 4 (percutaneous transluminal angioplasty) & &
RE o LR ERN 2021/12/17 P48 (recovered/resolved) o i@ 3% E (X R 2
FE 1+ Right subclavian artery ostium subtatal occlusion status-post percutaneous
transluminal angioplasty/stening ° 3X5x £+ ARIFERBRIT ZZH AL LUK
ZRF B AR DLH) AR RF A ST R % 55 & 48 B M (no causal relationship) °

FEER

1/4/2022

— ~ AR B FEHAL L %R 610020019-AE1 » 61 R B > TS
Xarelto+Acetylsalicylic Acid » & 3% 4 B 247 2021/08/15 » B = 3R H 7
2021/07/08 BA %645 M #7F 50 2 ot o SR5R B BRARAE Bt £ TR R 2 AR
F2 7 2021/12/22 4% 40 % 38 (SAE 37 K. 3% 610020019-AE1)# 2021/08/15
MR AEFRAOWER » RIMER » TRE K F TR E IR F AR
4t (percutaneous transluminal angioplasty) & & & & » &2 RE N
2021/12/17 M 48 (recovered/resolved) - i@ %k F 211 2 2 F 4 Right
subclavian artery ostium subtatal occlusion status-post percutaneous
transluminal angioplasty/stening ° X5 X 3 AR IF X3t & Z H| AL £ A
B iR A B AR SUF) R B F 4 SRR 5 % 5% 4848 B £ (no causal
relationship) °

= FEEHEAN 2021 £ 1282 BT ERMLRE  EBRAR
F 14 9F AR (Non-SUSAR) ~ %A B R B 14 B #2431 3] R 48 B
(unrelated) > % H # 2 RE KA AR RIL TR ERGGERR(EH
B &% #eEhd) BHEBEs -

= - @3 Z IRB B #3:2021/12/30 -

W HTARAIIRAZEBE I NA> X538 I NA-

e
g

o Y
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KMUHIRB-F(I)-20200155

HELM

XATOC - #13%-% (Xarelto) + TEE/K#ER (Acetylsalicylic Acid) : 78 ik 8 Bk
7% 7 (CAD)Fo/ 3% B 3% By Bk 7 % (PAD) s B 35 R MG B 9B A fn & R

XRERRA

610020014-AE1 | zxea# |5
P O BB -

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

12/30/2021

3/28/2021 initial gk AMEIR

FRREBEH

23X 610020014 7 2021/01/27 B %6 4E A #2504 oh o 3XEx [ FRAR 45 388 3
ZEZHR T ZHAGFEN 2021/12/22 5 40 % 3K F 610020014 (SAE % 5] K958
610020014-AE1)% 2021/03/28 FA4 R B SR T RMAC FF% » ZHER
F 24 Laminectomy i i & 1% % 3R A 2021/04/05 WA
(recovered/resolved) - i@ 3R 3§ £ {F 2 2 F#F L3-5 spinal sptnosis, L4-L5
spondylolithesis ° X5 X 5 AARIERFR T £ T H RAZ R LR L RE B RKIA
F R B E A LA 2 8 5 48 48 B P (no causal relationship) -

FEER

1/4/2022

— ~ KR RFEMHE A ZRE 610020014-AEL 0 66 3R F M 0 T 5 % ohe
Xarelto+Acetylsalicylic Acid » & 3% 4 B #3A7 2021/03/28 » B = 3R H 7
2021/01/27 P46 R AR R e 50 - RERE RARFE R E TR T ZHRE
F2H 2021/12/22 F %0 523K 610020014 # 2021/03/28 B 45 Bk 2| 22 18] T Bk
MACFF % > ZHAER T A Laminectomy F 47 B 1% 23 H 7
2021/04/05 Mk 48 (recovered/resolved) - i@ 2k & 2 {F Fx 2 F 44 L3-5 spinal
sptnosis, L4-L5 spondylolithesis °

= FEEHEAN 2021 £ 1282 Bt ERMLRE  ERAR
F 1% JEFAHA (Non-SUSAR) ~ &2 A B R Bl 4% B 82 K3+ 3 R 48 B
(unrelated) > R A HZRXF RE AL RILC I E X915 ERBR(S 5
B @F A E T E) BbEREE -

=~ &% % IRB B #5:2021/12/30 -

W™~ fFHARAIEAZETR I NA> U I NA -

¥
Sk

b

7E
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5%

11

IRB % %%

KMUHIRB-F(I)-20200155

HELM

XATOC - #13%-% (Xarelto) + TEE/K#ER (Acetylsalicylic Acid) : 78 ik 8 Bk
7% 7 (CAD)Fo/ 3% B 3% By Bk 7 % (PAD) s B 35 R MG B 9B A fn & R

XRERRA

610020020-AE1 | zxea# |5
s OR BB

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

12/30/2021

8/30/2021 initial gk AMEIR

FRREBEH

23 # 610020020 7 2021/07/09 B 4618 P A 58 8 5b o X5k B RARIE 3503
ZEZR T2 HAAFEN 2021/12/27 0% X F 610020020 (SAE 3% 5] K 5%
610020020-AE1)# 2021/08/30 B 45 H 3R fn bk — B A A » LHEANFZ P B 5L
bladder tumor * #> 2021/08/30 34T § 47 F LA transurethral resection of bladder
tumor F 47 R B 1% % 3R EH 2021/09/01 k48 (recovered/resolved) o i@ 2k & 2%
1% [z 2 F 44 Post transurethral resection of bladder tumor ° X5 £ 3F AR IE R
Bt E LT A RARREURZREERARILA R R FFE R & S &40 R
(no causal relationship) °

FEER

1/4/2022
— v AR B FEHML L %R 610020020-AE1 0 85 R B > TE
Xarelto+Acetylsalicylic Acid » & 3% 4 B 2377 2021/08/30 0 B = 3R H 7
2021/07/09 BA4&4% FA 7t 3¢ 5% o 3B B RARIE 3B 3 & TR E X AT
F2H 2021/12/27 F# 40 %2 3K 610020020 (SAE 3% 74X, 38 610020020-AE1)
#> 2021/08/30 B 46 i F o bk — B £ 47 » R HENFR 35 7 58420 bladder tumor >
#>2021/08/30 #&47 F #7 F LA transurethral resection of bladder tumor ¥ 47 &
B 1% % 3 EH 2021/09/01 48 (recovered/resolved) o i@ 3k & 2 4E 5 2 F 44
Post transurethral resection of bladder tumor °

v FEEHAN 2021 £ 12 B 27 BB ERALRE  BRFR
F 1% JEFAHA (Non-SUSAR) ~ %2 A B R Bl 4% B 2R3+ 3 R 48 B
(unrelated) > 2 A ¥ 2R E R ALE R T o0 B X015 ERBR(S S
B BF - AeEHhm) 0 FbEEEE e
=~ @3k % IRB H #3:2021/12/30 -

W AR ERR I NA X3 I NA -

—_—

¥
Sk

b

7E
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5%

12

IRB % %%

KMUHIRB-F(I)-20200155

HELM

XATOC - #13%-% (Xarelto) + TEE/K#ER (Acetylsalicylic Acid) : 78 ik 8 Bk
7% 7 (CAD)Fo/ 3% B 3% By Bk 7 % (PAD) s B 35 R MG B 9B A fn & R

XRERRA

610020022-AE2 | zxea#w |5
P O BB -

IRB #:7 8 #1

H48H Initial/ FREBE R

follow up

1/4/2022

10/24/2021 initial gk AMEIR

FRREBEH

%3 610020022 #> 2021/07/21 B 4644 A #F 5% 28 &b o KB B AR 3R 3
2 ZR T XA 2021/12/28 1% 40 % 3K # 610020022 (SAE 375 X35
610020022-AE2)# 2021/10/24 Bi45 BRIEF > RHAREL T ET A
Spontaneous left unilateral tegmental pons hemorrhage, ICH (intracranial
hemorrhage/hematoma) » F LA M % R B4 KN E > B AT AR RIE P
(recovering/resolving) » E 14 Z B Ht o SRR EFARBRBRIT T LT H 2R
LA B R R B IR AR SUH R R AR SRR K 4 5% 248 B+ (no causal
relationship) °

EERA

1/4/2022

— AR RFMHRA R 610020022-AE2 > 85 5% B M 0 T &k & 5
Xarelto+Acetylsalicylic Acid » 53X # 45 & B #A7 2021/10/24 > B %34 %
A 610020022 7 2021/07/21 B 4645 F 77 5 8 ot o X5 B AR X5 3t
= ZMR T 2R R 2021/12/28 5 42 SAE 3 5] X 3% 610020022-AE2
7 2021/10/24 F+4s KRB = © LHEATRIZ 2 BT & Spontaneous left
unilateral tegmental pons hemorrhage, ICH (intracranial
hemorrhage/hematoma) » PR & %R BEHKNK S » BATIHAERE P
(recovering/resolving) » 14 45 16 #¢ o

= HEEHAN 2021 £ 12 A 28 Bk BMERE > BRARTF
1% JE FA B (Non-SUSAR) ~ & A B R B 44 B K3t 31 R 48 B
(unrelated) » % H # 2 RXE RAALRILC R ERGEERKR(E S
Bl & e EFE) FHEREg -

=~ i3k Z IRB B #5:2021/01/04 -

™~ fFHARAIEAZETR I NA> U3 I NA -

* 3,

b

7E

2~ Kz #% SUSAR-#£ 0 £
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3~ AMER-HE 17T £
; IRB #% HELR L E

KMUHIRB-F(I)-20200126

SHHST F 47102 & T-1B #73k /)t i
W 591 > 48 AT AL A
Nivolumab A8 # 7 AT H M AL ho 22 &

B o B E AT FHT IR A B S B MG R
Nivolumab s B 69 —IBH 38 -~ [
-V & s

B 2021/12/15 Ba R
ZaMERHEE

R

KMUHIRB-F(I)-20170091

monarchE: — ARG 4% 5Bt ~ B M ~ e
#:4% A Abemaciclib 4 A A2 & #8587 45
sk o SR BAE AR AR T BB Y ik
% RT3 N RS E T

FRE 2R HEMHRY) S A AL
L&i%l%%%@mmmmﬂ@ﬁ
Bt 5 = 8K

B 2021/12/15 Ea Bk
REMBHRMEE

KMUHIRB-F(I)-20210022

EMBER @ —18 % la/lb #7235k » 5%
LY3484356 1k & B — B 7k 6t A HUE
& 0 A7 ER+5) 3R uk 47 R 38 5 1 SLI% S
R N

Ry 2021/12/15 B& 3R

RAEMEREE

KMUHIRB-2014-08-03(I)

MONARCH 2: —JA[t4k nBe~ g %
B H R eY 5% 3 #7385 0 4& A Fulvestrant
# #z. Abemaciclib (—#& CDK4/6 :}ﬁp R
K E 545 A Fulvestrant ;45 1 B % % 5%
MitE ~ HER2 F2 14 &4 5 30 o A R 45 14
R ES

B 2021/12/15 Ba R
ZaMBRHEE

R

KMUHIRB-F(I)-20210161

—IB¥ EF R &4 KRBT X M(EGFR)
R G &Y 5y 3 0 BA S AL M IR fm B0 BT R
(NSCLC) it 4& Osimertinib & & % 8L 69 5%
& » 34+ Amivantamab F= Lazertinib 4
A A4tk Aa B a4tk 69 5 3 #9
BB ~ REAL 0 BLAER

R 2021/12/16 B& AR 3R 5

RAEMEREE

KMUHIRB-F(I)-20210006

BAMLE ZRZ KR B e Bk BB
(DLBCL) B AT k6% 64 P & AR L 5
JA e & &+ > pA tafasitamab fu
lenalidomide i /i R-CHOP 48 # %>
Rﬂszﬁﬂﬁﬁ ﬁ%~ﬁ%;
-5 Po MK 2E  REBHER
B

B 2021/12/17 B4 R 35k
shrk SUSAR @3k th &

KMUHIRB-F(I)-20210006

T BAMLEZ MK B e Bk BB
(DLBCL) B e AT R 664 7 5 B R 4 5
JA e B &+ > pA tafasitamab Ao L
lenalidomide 4 B R-CHOP #8 & #
R-CHOP Z ik R & oMa)—IBF =
M-S Fo Mk %E > REBRHR
AR

B tg 2021/12/17 Bs R 3R B
sh 2 SUSAR @3 &
(follow upl )

KMUHIRB-F(I1)-20210162

—IBHN R - R ETEGME
(ERH-F_RABEEAERAERRTFXHEE
M (HER2-) BREBMIE EH 44
Nivolumab #8 &7 22 & & ho L AT %ri%ﬁi]
MAbE B EE B M Y bR TR B R A

¢@~%E\%@w%%%3%ﬁ%

BT 2021/12/20 B2 Ak
ZAVERHBE

R

KMUHIRB-F(I)-20190096

LREAETFHER  TRETEGHR
%Aﬁ%&i%ﬂ%imZﬁH@&&
ZBRBEELBELH T BT RERE

B 2021/12/22 Ba k2R B
ZAVERHBE

36




/o b Palbociclib BA & 3 @ Z ik 3
MEey—B % =81 - kB 85
78 Bh P A

—

KMUHIRB-F(I)-20210154

— 38 ## 35 GFHO18 4 A Toripalimab i #*
G EARAE R R BRI/
it~ BB N RRBHZ S T
B R MM F I/ HA3K5

ZAVERHBE

R 2021/12/23 B& R

R

KMUHIRB-F(I)-20200020

2L efepoetin alfa 76 R B AT 18 M
B8k (ND-CKD) & fn & % B KR
¥ B X B o — 78 #1 Methoxy
Polyethylene Glycol-Epoetin Beta
(Mircera) ¥k b #2897 & M 3B

ZAVERHBE

R 2021/12/27 B& kR

Ko

—

KMUHIRB-F(I)-20190099

—HBL P~ #E  MESER TS

o~ RRBHRBZE = e
By 0 374% Tezepelumab A 7 i & A8 4%
FRERASRF D F EF R

% P (Destination)

ZAVERHBE

R 2021/12/28 B& kR

R

—

KMUHIRB-F(I)-20200069

RAPIT / 455 5 ® (45-223) f£. & ¥ 4
BEARES T RN ARBEK

A

REMBRES

R 2021/12/29 B& Ak

—

KMUHIRB-F(I)-20190003

— I8 41 ¥ Brigatinib (ALUNBRIG®) #
Lt Alectinib (ALECENSA®) FH #{# A
Crizotinib (XALKORI®) 8% & 5% /b2
B, HA Rl S MK BB K BR %5 MR IE /) fm A BT
T BE G E = B - BB
AR

ZEMBREE

R 2021/12/29 B& kR

R

—

KMUHIRB-F(I)-20170130

—IA24H AT - REBIHR -
% s B 80 ey E I G B ER
Jr T BAF S MR ey R I
CC-90001 A R X2 Meh B — 21 5%

ZEMBREE

R 2021/12/30 B& Ak

R

p—

KMUHIRB-F(I)-20160082

W 4 3 %38 Sofosbuvir & At > & T8
?%&}é’:z’f"?&‘& C A AT X 7% B H AT AT .
SRR A TR X MR

ZAVERHBE

R 2021/12/31 B& R

R

—

KMUHIRB-F()-20210126

—TEMEM 4~ B =8~ BRI
LA R B A5 M 8K Sk IR Bk IE /) e AR
BRAABHE S  BTHETELET
Pembrolizumab 48 # A5k 44 F
Pembrolizumab > 426t fl 244 %8 4 1Lk
VB S — QBT ENE H SRR s

B 2022/1/03 B%
ZAMEREGE

T

FR R
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B~ ERFR -
—CIRB S| ¥4 FHEOM  HRE 4

ELiE bl BIC-RB(21%) #2 % 1 ¥ 5% st

—I8 54 B~ F PO EHOE 2T BEBHR - oo F 2 51X
HELB B0 § f£3%4F Brazikumab {E AN T E 2 EEES IR B G X S B E ek
% Fv 22 4 M (Expedition Lead-in)

D5272C00001(Legacy
IRB - -20200018 3
a3 KMUHIRB-F(I) E b #3151-201-008)
R
m
¥FEZBERFE/AH
2022/01/03
E LS b BIC-RB(3/%) #9 £2 ¥ iE %%
S &L —IBREME - F 28 HRART ~ AR BB 0 SRS A/ AR A
MEIE > Lt iE | BGB-3111 4 A Obinutuzumab #1 Obinutuzumab % — %
IRB % 35% KMUHIRB-F(11)-20180017 HEHR BGB-3111-212
R
m
¥EZBERFE/AH
2022/01/03
E LS b BIC-RB(3/%) # % £ 3 ¥ E %%

A&~ #F ~ 4o~ %P o 374 0k tropifexor (LIN452) &
S E LM licogliflozin (LIKO66) A& % > LA KRB H] B — &k 8 BN B » HNJEBE
RS TAT X (NASH) HAT@EIL AL RE O BRE ~ REMAZH

(ELIVATE)
IRB #3% KMUHIRB-F(I)-20210037 HELHR CLIN452D12201C
B,
m MR
EEZARFE/ AW
2021/12/31

38




ELiE bl

BIC-RB(21%) # 2 %4 ¥ 5% sk

—IBFE =M Lo EE 2T TEBHBRE 0 ikt POLATUZUMAB
VEDOTIN 4 B RITUXIMAB #1 CHP (R-CHP) > 48 ## RITUXIMAB

HEEB | CHOP (R-CHOP): 70 F % 18 % 36 a0 AP A B 4o ik B0 & 2 02
g2k
IRB % %% KMUHIRB-F(1)-20180021 HEHR G039942
%
m AR
TEERRE/AM
2021/12/27

39




i % 1

I R B & 3%t | KMUHIRB-F(I)-20190076
—BHRA L ER FRIGGE =L - T - KRS ERER 0 £ 2441 HBV
MH (BR) Bk L 4450609 D AT Xom #19 MR 2% & F > 3945 50 mg

3t & 4% #% | Lonafarnib/100 mg Ritonavir BID # &t 2, A - & 180 mcg PEG IGN-alfa-2a #
4 48 3B By 5% 0 48 87 PEG IFN-alfa-2a 38 — & % 91 52 & ) 06 % ) I i R 5
M (D-LIVR)

8 % R R| kA

] #2021 F 12 A B B EmELCEFREAGHE  NEA
1. #xi% X4 A2 % (Amendment to Protocol EIG-LNF-011 v.2.0 - Immediate
Release & Implementation, dated 22 Sep 2021) 37 BARATEIT EEZ V2.0 4 &
&8 A MR K 47E (hypokalemia) #)%m &, f2MAR ) & &4 X AT3H
KBRS R eI R IBAB R 69 R R RJE -
2. #xi% DSMB k3538 40 (EIG-LNF-011 (D-LIVR) DSMB Meeting
Confirmation, dated 21 May 2021) » 25,80 3£ 35 4 48 3473 5% -
3. # % DSMB 23438 40 (EIG-LNF-011 (D-LIVR) DSMB Meeting
Confirmation, dated 27 Aug 2021) » 35 87 2 3% 4% 4% 34738k ©

* E A

i 5% 2

I R B & 3% | KMUHIRB-F(I)-20200129
—BEHE=ZH AR P 8T B T oaRsm 0 AN 2 mg

3t & 4% #8& | Pitavastatin/ 10 mg Ezetimibe ¥ Pitavastatin o Ezetimibe %75 %51 5 &
B fn i R A As R F B H )RR 2N

g % R R| kA

# 3 (2021 F 12 A 15 B R MEERGHE - (2021/9/17 & §)

* W EE

40




B A 3

I R B % 3% | KMUHIRB-F(I)-20190053

S+ % 2 o® —IAF | 3A3kE > R 8L & A 12 B AT X (CHB)# # 69 3K
oo 3P4E GS-4224 h M~ AR~ By S (PK)R #5022 (PD)

& & R R|EH

% 3 (2021 £ 12 A 27 B A ERRBEZARGHE - (2021/3/30 & F)

h W} HE

B A 4

I R B % 3% | KMUHIRB-F(I)-20170035
—IA% 38 AN E - BRI (KRR E%RT ) FHREMHE ~F
w57 HHBEARETWAERLE B2 B4R EFMEA b

E s R ¥ R4 s % (Erythropoietin-Stimulating Agents, ESA ) 2 B Daprodustat
3t A AFRA SR A PR AR X A LR ) A BE B 3B

g ' R R| BB

# 3 (2021 F12 A 24 B AR E R RIS ERGHE - (2021/6/29 & %)

Hh W} HE

B A 5

I R B # 3% | KMUHIRB-F(I)-20160031
—HBE3E AR REBHR - FPoRs o ERR LA

I E L B PEABLMEREESIE L IR A R AL luspatercept (ACE-536)48 #t
PR R e R R A

& & R R|EH

% 3 (2021 F 12 A 28 B A MERRFEEZRTHE - 2021/5/14 & F)

* W HE
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M~ EFR

—CBRARETEZR B @CTMO)-ER Rt THEER-H 1

dis

F
%

##8

IRB #%%.

L

EAmER

p—

2021/11/25

KMUHIRB-F(I)-20210069

—R% ¥
o~ AR
B~ 85
AT
E ey
R 0 LA
inclisiran
A 7 B Bk AR
b £ B
& (ASCVD)
& ASCVD
o JEl e B
EEREEA
HE B B3 F+ %
& 3 M &
# o BLAAR
B Fo iR & it
LB EHIT
ey
(statin #g 2
) 8GR
B
I 5 o B
%o LGRS
s 22
a2

(ORION-18)

2E.:t 248 B £ do AR X 08k R o L
Z8 1/5 Ak

2E-3 % -5 B sk S E st B R AF 3
54

2 3£(3005002)
1.2021/06/11 7 & k 32.5% IRB 43k &3t &
iR BIEWERSAZEBRERE

2. F(I)-20190068 CTQJ230A 12001 (2t &
# 3% )study(V1 screening) %A 3t £ &7
AN BB R IRER & 47 o 2020/11/19 4

& > ™ IRB & % 8 #1 4 2021/09/28 > #&
2021/06/11 ~ 2021/06/25 ~ 2021/07/23 ~ =
Assessment &Plan % %4% %
CTQI230A12001(3t & %4 3% )study(V1
screening) ° M JF 255k A RAE R B £ 4
F(I)-20210069(3t £ % 5%
CKJIX839A12307) Fi % 42.4% ©
3.2021/10/01 3%k & & e R AR P18 2
Bp Ay S BR— AR T3S BB B 3L A CGHE %58
CKJX839A12307) = X5 A #(ORION
trial (On Max. statin dose) V4) » {2
Assessment &Plan = %.4% %
F(I1)-20190068 CTQJ230A 12001 (3t £ %
38 )study(V1 screening) » H % Bk 404F #23X,
B AREA o

4.SAE RLéEhmBE T -

2 3 (3005006)

1.2021/06/16 £2 2021/10/06 345k A — 4% F1
Y IEBEARRHRIIS BRI A EAGHE
% 3% CKIX839A12307) 2 B % o

2 3&(3005001)

1 F(ID)-20190068 CTQJ230A12001(3 £ %4
78 )study(V1 screening) 3% & 531 £ 487 A
BEER R B & 47 e 2020/11/19 4 % o
f IRB & £ B8 #3 A 2021/09/28 » &
2021/06/04 ~ 2021/06/18 ~ 2021/07/16 =
Assessment &Plan 17 & #.4% ©

% 3E(3005004)
1.2021/10/08 % B — A% P95 I B% R 3 8% P
Lo eIz AEAEGTESR
CKIX839A12307) = :XExFl & o

2 3 (3005003)

1.2021/10/13 3% A — #% P95 JE B A 3R P
Yo HMXZAEALGIEHRE
CKIX839A12307) = X5k % o

CTMC £ B &3 34 % 24 IRB -
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R LFFEEFARA 2AEZHETE D E -

—CRR/BRRARTHEH-XTH

BB | BERS LEAES BB i
Mobocertinib 40 mg/capsules > 1460 8% B JF )~ 4m B b
1 (Exkivity) FA/%F 0 —F3 2920 % 1100206815 3%
#A e
Mobocertinib 40 mg/capsules > 1460 8% B JF )~ 4m B b
2 (Exkivity) A/ 0 —F 2920 % 1100206787 3%,
#A e
Mobocertinib 40 mg/capsules > 1460 B T
3 (Exkivity) FA/%F 0 —F3 2920 % 1100206964 3%,
#A e
Beovu 6mg/0.05mL/Vial » & | A PEF# 48 B E
4 (Brolucizumab) | AZ=%] » £ E] - BEER % % -8 B gk % 1100207039 3%
TR IEMEBH
s Carmuthe.r 100 | 100mg/vial » & 6 % o | B EIE % 1100207196 5
(Carmustine)
Thiotepa 30mg/m?2/day - # BB (Primary
(TepadinaR) 100mg/vial » # 4vial Central Nervous
System Lymphoma,
6 Diffuse large B-cell
lymphoma, stage
IE) % 1100403004 3%
Privigen(IVIG) | IVIG (Privigen 10% B A8 %% X IR
7 10% 5¢g 5g/50mL/Bot)132 #&/4F | 4% (Anti-HMGCR % 1100207352 3%
myopathy)
R#: HFE
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(- MLHEEBHRE UTHLIZEHETEYEREIR/LAEEHB
HENMH HEEETH GPE104 RATPLIH EE 144 -

B B8R ME X
¥ IRB %3t HELRB .
® |5 XK | HEB &
3 B AAF %% WSR2 K e 2021/12/2 | 2022/12/2
1 B KMUHIRB-E(D)-20210290 | o0 - o in e £ ; )
2 #37 COVID-19 7% # 4212 M AT o x 2021/12/2 | 2022/12/2
2 % KMUHIRB-E()-20210291 | o5 o oo it ve s s ey # ; 5
3 A 2Rk AMER B 2R W | 202171272 | 2022/12/2
3 KMUHIRB-E(I)-20210292 CJES
% JE e 7 6
2 3t COVID-19 &AMk | X 2021/12/2 | 2022/12/2
4 B KMUHIRB-E(D-20210293 | 4y 0 e 43 e 5E q ;
18 Bk 48 1 Ik B R VRS B
¥ e 1 % F'\f N 202111212 | 2022/1272
5 KMUHIRB-E(1)-20210294 | AT 8k & R ML RAVEMERE | AHEE 0 .
® ZRRAE
EREERREARD T E
# % PRARERETME 20211123 | 202211212
6 KMUHIRB-E(I)-20210295 | %= % M 82 2R F MR £ & | #HL3F 0 o
® RAES EBTHE2MH
U S8R A € A
3 ABSBEREAMEALE | 2021/12/3 | 202211272
7 KMUHIRB-E(I)-20210296 | M & MR RFEEREZ | #EIF 0 o
% AR
Pegylated liposomal doxorubicin
(Lipo-Dox®)—cyclophosphamid
e #
i epirubicin—cyclophosphamide » . 2021/12/3 | 2022/12/2
8 % KMUHIRB-E()-20210297 | 4y s 40 crvel st + 48 1o 7 % 0 o
£ %4 HER2 AR A F
BRI W EBh G R % F
W3 3 1] $ BR 4¢ ) B 2T
3 Tk EREARZAE ~ PR
9 f KMUHIRB-E(I)-20210298 | _, A% | 20221173 | 2023/12
% B K JE R
1| # GIZERRHESEHTHZ :
E(D)- ‘) s A% | 2022/1/6 | 2023/1/5
o | g | KMUHIRBED202U029 o 5 g pmpm waesemmn |
. | BT
1| % 110~111 FHEBERREEE ]
ED- BORHE | 2022/1/6 | 2023/1/5
Ll % KMUHIRB-E(D-20210300 | 4y o 5 et 3
7N i%
® %3t RADSI Za§
1 KMUHIRB-E(I)-20190009 % 2019/1/30 | 2022/1/29
4 g melatonin & H448 &G Y A%

44




LOREE LS AERAE

KMUHIRB-E(II)-2019040

fo P AL HEAL B let-Tc &£ B

Ll
i
"
o | s RURF % o B2 S4B 5 | AHRER | 2020/3/30 | 2022/3/29
; F R (P HE )
e
% FHEENBE A TP H S 2019/12/1 | 2022/12/1
" | KMUHIRB-E(I)-20190318 FHL R
4 0 B J& SR A6 ' 2 1
Ll

R Ty
i RUBABEREALH |,
T MUHIRB E(1)-20210004 CORT LA T 38 2N R | 202171126 | 2023/1/25
% SRZMAIRERRARAR |
Ed LR o

’ g5
AT
#% | KMUHIRB-E(I1)-2017026 201711201 | 2023121
b 1 SREGNASERAERY | 45
g | 4 5 4
Ll
i
% | KMUHIRB-E(I-2018027 | 3284 B EERE | |
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