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ARREFH#H Subject had expirenced multiple previous PCI (percutaneous coronary intervention)
in this year and with OPD (Outpatient Department) follow up. He was under his
usual health status umtil last midnight, dyspnea was noted. He then visited X [5] ER
(emergency room) on 21DEC2021.At ER, vital signs showed afebrile status. Lab data
revealed mild elevated cardiac enzyme . EKG (electrocardiogram) showed ST
elevation in aVR, T-wave inversion in V, and Q wave in V2-V6. No interval change
was noted compared to previous EKG (electrocardiogram). PCI (percutaneous
coronary intervention) was arranged again on 12/21 and showed 75% in-stent
restenosis (ISR) over proximal part of RCA (right coronary artery) BMS (bare-metal
stent). PCI (percutaneous coronary intervention) with drug eluting balloon (4.0 x 30
mm) over RCA (right coronary artery) BMS (bare-metal stent) ISR (in-stent
restenosis) was performed. After percutaneous coronary intervention, we kept dual
anti[1]platelet agents with Aspirin plus Ticagrelor and outpatient department
medications and risk factors control for coronary artery disease and underlying
disease. Under the stable condition, he was discharged on 29DEC2021 and arrange
outpatient department follow up.

25E5 2/23/2022
— ~ AR R F A5 %3 15800010036 # 2021/12/21 Initial AR > AR E ¥
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ARREFH After admission, we checked laboratory data for jaundice survey. There was no

hemolysis nor elevated liver enzyme. G6PD (glucose 6-phosphate dehydrogenase)
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level was within normal range. But pyuria was noted. We thus collected urine culture
via simple catheterization and started empirical antibiotics with Ampicillin
50mg/kg/dose Q8H(2/19 21:00-2/21) and Gentamicin 4mg/kg/day (2/19-2/21) and
phototherapy 1 set on 02/19. During her hospitalization, we fed her stepwisely.
Microbilrubin level gradually improved after phototherapy. We discontinued
phototherapy on 02/21. Rechecked microbilirubin level was acceptable without high
rebound. Intravenous antibiotics was discontinued on 02/22 due to intravenous line
failed. We changed antibiotics to oral form Cephalexin 30mg/kg/day devided into
every 6 hours since 2/22. Urine culture finally reported negative. Abdominal echo
revealed wall thickening of urinary bladder, rule out cystitis . Rechecked urine
routine on 02/23 was clear without pyuria. There was no fever. His appetite and
activity were good. Under improving course, the patient is discharged on 2/24 with
oral antibiotics to fullfill his treatment course for 10 days, and we also arranged
outpatient department follow up later.

2/21/2022

— ~ AR B B4 4 23R8 12302003 # 2021/2/19 Initial AR » AR E FFE 4K
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Initial/
B4 0 follow up A RRBHR

4/30/2021

2/19/2021 initial 3 m AMERR

FRREFEH

After admission, we checked laboratory data for jaundice survey. There was no
hemolysis nor elevated liver enzyme. G6PD (glucose 6-phosphate dehydrogenase)
level was within normal range. But pyuria was noted. We thus collected urine culture
via simple catheterization and started empirical antibiotics with Ampicillin
50mg/kg/dose Q8H(2/19 21:00-2/21) and Gentamicin 4mg/kg/day (2/19-2/21) and
phototherapy 1 set on 02/19. During her hospitalization, we fed her stepwisely.
Microbilrubin level gradually improved after phototherapy. We discontinued
phototherapy on 02/21. Rechecked microbilirubin level was acceptable without high
rebound. Intravenous antibiotics was discontinued on 02/22 due to intravenous line
failed. We changed antibiotics to oral form Cephalexin 30mg/kg/day devided into
every 6 hours since 2/22. Urine culture finally reported negative. Abdominal echo
revealed wall thickening of urinary bladder, rule out cystitis . Rechecked urine
routine on 02/23 was clear without pyuria. There was no fever. His appetite and
activity were good. Under improving course, the patient is discharged on 2/24 with
oral antibiotics to fullfill his treatment course for 10 days, and we also arranged
outpatient department follow up later.

FEER

2/21/2022
— ~ AR R EMMA B 3R 12302003 7 2021/2/19 Initial AFR » ATR E JFE K
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3% 5
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Initial/

IRB £ B 3 ALY follow up F RRBHR
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FARREFH After admission, neonatal jaundice associated survey was arranged, and laboratory
data showed indirect type hyperbilirubinemia, normal range reticulocyte, negative
Coomb's test, less likely of infection and Glucose 6-phosphate dehydrogenase level of
18.8 U/gHb. Phototherapy 2 sets was given and follow-up microbilirubin showed
gradually improvement, so we then quit phototherapy on 2021/02/22, and no
remarkable rebound jaundice was found. Due to bradycardia during night sleep, we
arranged cardiac echo on 2021/02/19, showing 1)patent ductus arterious, 1.5mm
2)patent foramen ovale 3)Mild tricuspid regurgitation; Holter scan on 2021/02/23,
pending formal report. His oral feeding, crying power were well, so we gradually
increased feeding amount and discontinued inreavenous fluid supply. Due to
improved clinical condition, we arrange his discharge on 2/25and set up outpatient
department follow-up later..

E5&ER 2/21/2022
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IRB 37 A 3 XL follow up A REBER
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ARREFH After admission, we checked blood test which showed no infection. During the

hospitalization, no more fever history was noted. icrobilirubin was checked daily and
there is no need of phototherapy. Her oral feeding and digestive condition also kept
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well as we increased feeding amount gradually. Under the relatively stable condition,
she was discharged today and OPD (Outpatient Department) follow up was arranged.

E5&ER 2/21/2022
— ~ AR R F MR A% R F 12302009 7 2021/3/19 Initial ARR > AR E P 4k
% Neonatal fever » 5 &7 2021/03/24 Hfz - TR ELREA > 3 Z X HE AR
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il 3 #E
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IRB #:7 B 3 #4848 follow up FREREHER
4/30/2021 3/19/2021 initial BBk AMETR
ARREFH After admission, we checked blood test which showed no infection. During the
hospitalization, no more fever history was noted. icrobilirubin was checked daily and
there is no need of phototherapy. Her oral feeding and digestive condition also kept
well as we increased feeding amount gradually. Under the relatively stable condition,
she was discharged today and OPD (Outpatient Department) follow up was arranged.
E¥5&R 2/21/2022
— ~ AMER RE M4 A 2 3RF 12302009 7 2021/3/19 Initial AFE > AR E R K
% Neonatal hypoglycemia e B 2021/3/124 Hikg o T B L AER 3 EE
ﬁ/w 2021/3/19 # fo 38 4R - AR RFMHBIETAL - LR A ERAAMH -
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il # #E
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gk
RRE KA 6845569 Ateidfn | lE
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Initial/
IRB #% B # #4848 follow up FRERBZR
1/28/2022 12:00:00 AM initial B Bom AMERR
ARREFH Perianal abscess and cellulitis
. Progressive anemia, suspect related to GI (gastrointestinal) bleeding and ESRD
(end-stage renal
disease)
E5&ER 3/4/2022

— AR B ER L 2R 84 7 2021/9/24 Initial AR AR E FRiE 4k & Sepsis,
Perianal abscess and cellulitis > &5 &7 2021/10/12 iR H:XEx - T & L oREH -

34




T E EH AN 2022/1/28 JE 4o it
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23t 48 B MK

[0 \\

CARED AGHE
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Initial/
IRB 3% B # Bk A M follow up FREBER
2/4/2022 1/21/2022 follow up1 BBk AMETR
FARREFH#H On 27-DEC-2021, the patient experienced grade three cachexia (preferred term:
Cachexia). The event(s) cachexia became serious on 28-DEC-2021. The event(s)
occurred during the treatment period of this study.Patient suffered general malaise with
poor intake and come to ER for help.His saliva was can not swallow and throatache
noted. His serum examination showed electrolyte imbalance. Under impression of
cachexia, he was admission for further management and care. Study therapy was
temporarily stopped. The patient recovered from the event(s) after 2 weeks on
10-JAN-2022.
Summary of follow-up information received by AstraZeneca/Med Immune 21-Jan-2022
and 23-Jan-2022: Updated outcome from not recovered to recovered. Added event stop
date. Updated action taken for suspect durvalumab/placebo, cisplatin and fluorouracil
from dose not changed to drug interrupted. Updated lab data. Updated narrative.
25E5R 2/20/2022
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2/4/2022 1/17/2022 follow upl ‘ B0k AMERR
ARREFH This 57 year-old female has underlying disease of left breast cancer post breast
conserving surgery on 2017/DEC/29. She followed up regularly at our breast
outpatient department. Bilateral mammography showed grouped, amorphous
microcalcifications in the left breast on 2022/JAN/14. The sub-investigator suggested
to surgery microcalcifications of left breast. After discussion with the patient, she
decided to surgery then admitted for further management on 2022/JAN/17. After
admission, left partial mastectomy with oncoplasty was done smoothly on
2022/JAN/17. Surgery pathologic diagnosis showed invasive carcinoma of no special
type. Under the stable conditions, the patient was discharged on 2022/JAN/18 and
arranged for Outpatient Department follow-up.
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ARREFH This 68-year-old white male with subject ID [3019-3382] was participating in
Protocol 021IGAN17001 - A randomized, multicenter, double-blind,
parallel-group, active-control study of the efficacy and safety of Sparsentan for the
treatment of immunoglobulin A nephropathy and developed a serious
adverse event of Hyperkalemia as reported on 21-Jan-2022 while being treated with
blinded investigational product (Sparsentan or Irbesartan).
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FRRBFH

Brain MRI done on 12 Jul 2021 showed progression of metastatic tumors in bilateral
cerebrum and bilateral cerebellum, more sever in bilateral cerebrum resulting
multifoci white matter edema. EEG performed on 12Jul2021 showed no remarkable
epileptiform discharge, severe right frontotemporal cortical dysfunction superimposed
with diffuse cortical dysfunction.

The status epilepticus is diagnosed with favor brain metastasis related. The subject
transferred from ICU to Chest Medicine ward on 23Jul2021 for palliative care.The
subject died on 10Aug2021.
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4 1. Status epilepticus, favor brain metastasis related, 2. Sepsis, suspect
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2/24/2022 1/26/2022 initial BBk AMETR
ARREFH#H This time,subject had suffered from left flank pain with fever for one day. She also
complained about nausea with vomiting. After that she came to our ER (emergency
room) for help. Laboratory data revealed leukocytosis, AKI (acute kidney injury), and
elevated cardiac enzyme. Abdomen CT (computed tomography) showed left ureter
renal stone with hydronephrosis, and APN (acute pyelonephritis). Owing to above
reasons, she was admitted to our ward for further care on 26JAN2022.
After admission, we used antibiotics with Cefoxitin for mainly treatment, and shifted
to Flumarin according to blood and urine culture. Improved fever episode was noted
during these days. From 01/31 to 02/05, follow-up data showed improved infection
parameter, along with flank pain. We discussed with her family about surgical
intervention while they preferred arrangemeng of operation the other day.Under
relative stable condition, she was discharged on 7FEB2022 with OPD (Outpatient
Department) follow-up.
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ARREFH # Fever, favor urinary tract infection and blood stream infection
-2021/09/23 urine culture yield Citrobacter koseri
# Impaired liver function, suspect insomnia related
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FARREFH Right inguinal hernia, post inguinal herniorrhaphy on 2020/7/23
End stage renal disease with hemodialysi
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FARREFH fever noted on 02/12,Left lower leg cellulitis
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= EREB ANGHE
il # #E
F 5% 23
IRB %% KMUHIRB-F(I)-20190110
HELR — B 3 A5 AR S B B E BR ARENE R A6 R IR B R RE
g
KR A 39 xEeaan |lE
E3 1% > @4R&BIR -
Initial/
IRB #:% B # #4848 follow up FRERBZR
3/4/2022 3/30/2021 initial B0k AMERR
ARREFH Calculus of gallbladder and bile duct with acute cholecystitis with obstruction
-2021/03/31 Abdomen CT (computed tomography) : Choledocholithiasis in the distal
CBD (common bile
duct) with dilatation of the intra and extrahepatic bile ducts. Cholelithiasis with
distended
gallbladder
- status post right abdominal PTGBD (percutaneous transhepatic gallbladder drainage)
inserteion on
2021/4/1 and removed on 2021/4/7 intraoperatively, bile cultures: Escherichia coli
- post choledocholithotomy with T tube drainage + cholecystectomy + intraoperative
choledochoscopy
with stone removal + laparoscopic examination on 2021/4/7
E5&ER 3/4/2022
— ~ AER B E4 B 23R 39 7 2021/3/30 Initial AR 0 AR EFFEKSL
Calculus of gallbladder and bile duct with acute cholecystitis with obstruction 5% %
7 2021/04/24 HFe B 2021/5/19 3B 3Bk - TR & L AEA > 3 E EHF AN
2022/2/18 % fo it B4k o AR RFHBIFTAE » BERFERAH -
= AR RRE AR E R R BACT R > 913 E 48 B MK
= #FRE AgHE
il # #E
A% 24
IRB % %% KMUHIRB-F(I)-20190110
HELR — B 3 A5 AR S AR B E BLR ARENE R B A6 R IR B R RE

Eog 2
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S RE kA 39 25 eagn |5
£ BEREE T
Initial/
IRB 7% B 3 BB follow up F RRBHR
3/4/2022 5/19/2021 initial T
FREREFH 7 2022/2/18 7 & KRB FRY XA TR/ EFo Tt 2021/5/19 e BREF
BiéabmmnE -
25E5 3/4/2022
— s AR R EMA A S RE 397 2021/5/19 v o THRELFEA  tEE
FAF2022/2/18 H 4o 1@ - AR REHBIETAL 0 BEAERAEH -
= AR RRE B R R R BT 0 S E A A
= #FRE AgHhE
il # #E
F 5% 25
IRB %% KMUHIRB-F(I)-20190110
tELA — B8 3 A5 AR S B B E BLR AAMRENE R G R IR B R RE
g
ERE kA 45 s eain | W5
E3 LI > @3RI -
Initial/
IRB #:% B # #4848 follow up FRERBZR
3/4/2022 5/14/2020 initial %ok AMERR
ARREFH .Fever and right knee swelling, suspect right leg with cellulitis, rule out right knee
septic arthritis
-post right knee arthrocentesis on 2020/05/18-->arthrocentesis collected no fluid
-109/05/14 urine culture yield Multidrug-resistant (MDR) Escherichia coli
25 &5 3/4/2022
— ~ KR R EMHAR A 2 RAE 45 7 2020/5/14 Initial AFE ° AR EFER L
consciousness drowy and dyspne(right leg with cellulitis) » 75 &7 2020/05/25 &z
B 2021/6/28 B 43X B o T e & L R IE A 0 3 E EH AR 2022/2/18 S§ 4o 3t 3@
oo AMARFMHBIFFAY > BERF L FAH -
=~ AR RRIE AR E Bm BACT R #1348 MK
= EREE ANGHE
il # 7t
iR 26
IRB % %% KMUHIRB-F(1)-20190110
tELH — B R AR PSR S B B R ABEIR A AR IREN R RE
g
ERE kA 45 s eain | W5
ES BEREE T
Initial/
IRB 37 A 3 XL follow up A REBER
3/4/2022 6/28/2021 initial e
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FRRBFH

W 2022/2/18 FHE KRB FRLZREF > B L 2021/6/28 £+ B RE S
By AR m R o

E5&ER 3/4/2022
— s AR B EMAL 2R 45 70 2021/6/18 ot - TR ELAEA L 25
AF 2022/2/18 4§ Jo 3038 4R o AR RFHBIETAE - BRI ERAAA -
= AR RRE AR E R R BAC TR > #13 E 48 B MK
= HEREB ANTHE
il # #E
iR 27
IRB % %% KMUHIRB-F(I)-20190110
tELHK — B8 3 A5 AR S AR B E BLR ARENE R A6 R IR B R RE
gk
L RABRE 73 2% eakn | WB5
E3 1% @4R&BIR -
Initial/
IRB 37 A 3 XL follow up A REBER
3/4/2022 4/3/2021 initial e
ARREFH Acute pancreatitis complicated with multi-organ failure
E5&ER 3/4/2022
— s AR R EMHA A 23R 73 7 2021/4/2 Initial AR > AFR EIFRIEAR B Acute
pancreatitis complicated with multi-organ failure » J% &7 2021/4/3 Ze - 7] 5t %
SRR 0 T E EHFAN2022/2/18 Ao ibiEIR o AMFRRFMHE RS B
mAERAAR -
= AR RRE AR E R R BACT R > 913 E 48 B MK
= HEBRAEB ANTHE
il # #E
% 28
IRB % %% KMUHIRB-F(I)-20190110
HELE — B R SR 0 SRR S BB B R RAREME R A G R RIREN GBRERR
e
L RABRE 97 2% eakn | WB5
E3 1% > @4R&BIR -
Initial/
IRB 37 A 3 XL follow up A REBER
3/4/2022 1/3/2021 initial BBk AMETR
FARREFH#H Chest tightness, especially when HD (hemodialysis)
. Coronary artery disease, 1 vessel disease
- Coronary Angiogram on 01/07: LAD(left anterior descending) 50% stenosis
255E5 3/4/2022

— s AER B B4R A 23R E 97 # 2021/1/3 Initial AR > A £ 7% 45 & Chest
@Mmyﬁ$%ﬂmmm1$%ﬂ%wmm%ﬁ&ﬁ% TR ELREA
HEEFHF AN 2022/2/18 E 4ot B o AMFARARFHEIETAS 0 BE AT ER
BB o

KR RRE B R E R R BARR R #13t E A8 B K
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= #FRE AgHhE
* # 7E
2~ RIE% 4 SUSAR-3# 2 £
FF 5% 1
IRB % %% KMUHIRB-F(I)-20200187
WHELR T-1101 (Tosylate) BB e A GBI EHEB EH 2 RN - AT HAENE)
N1 26 F — BB R R
S RE kA E250-02 25 eagn |5
S 1% @RI -
Initial/
IRB 3% B # ok AW follow up FREBER
2/10/2022 2/2/2022 follow up4 BBk AMETR
ARREFH#H The subject had hospitalization at KCGMH from 1/24 to 1/31 for skin surgery and
liver RFA. He suffered from progressive left side limbs weakness since 1/26.
Associated symptoms including mild dizziness and unsteady gait, poor appetite was
also noted, body wieght loss> 10% in recent one month. The subject went to other
hospital on 2/1,the brain CT was done and showed left frontal tumor and right
parietal-frontal tumor with perifocal edema. Then the subject came to the ER for help.
The laboratory examination showed high GOT,GPT,Amylase and lipase. Neurological
surgeon was consulted, mannitol and rinderon was prescribed for brain edema. Under
the impression of left side weakness, suspect brain tumor related, the admission was
arranged on 2/2. After admission, TPN was given for poor appetite. The medication
for GI symptoms relief were prescribed. The condition of left limbs weakness
gradually improved under intracranial pressure control with medication. For
transverse colon adenocarcinoma metastasis survey, brain MRI was arranged on 2/5
which showed multiple brain metastasis. The radiotherapy for brain metastasis
treatment was started from 2/4 due to not suitable for surgery. Due to the stable
condition of pancreatitis, no further information on this SAE would be provided.
E5&R 2/20/2022
— A SUSAR & R F14 & < 33 E250-02 7 2022/2/2 ATz $b=k & FOLLOW
UP4 » A% X 38 4k & acute pancreatitis » 7] 5% 2 &% T-1101 » 3+ Z £ H AR
2022/2/8 o b 3@ K o AMER R FHBIETAE 0 BE A ETA4H -
s RRIBHE AR B 02/02/2022 A% 0 B AT4EFR P 0 B pancreatitis JE K4S
¥ 4%k 2B He gk SAE o
= EREE ANGHE
il # 7t
3% 2
IRB %% KMUHIRB-F(I)-20200168
WHEAR —RBEETURMWEE BAE RELSTRE (GC/GEIC) 4y & 4L 3 52 AT 5 3 B M-
#Heptt Durvalumab G }?& FLOT Abfets B2 #eptE Durvalumab 4 5 b4 K5 4%
BT S REEEHER - F =83 5(MATTERHORN)
SRE%TE 2022AO70922(E7404010) ;57‘5 c@n |[WBE
GRS HEREEC DR
IRB 3% A 3 kAW Initial/ A RRBHR
follow up
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2/24/2022 2/10/2022 initial ‘ Hhm AMETR

FRRBFH

Study therapy Durvalumab/placebo, 5-FU, Leucovorin, Docetaxel and Oxaliplatin
started on 26-JAN-2022 for gastric cancer and gastroesophageal junction cancer.

On 10-FEB-2022, the patient experienced grade two fever (preferred term: Pyrexia).
The event fever became serious on 12-FEB-2022. The event occurred during the
treatment period of this study. Patient received Cycle 1 Day 15 FLOT treatment on
10-11 Feb2022. Fever, consider hepatitis: Body Temperature(39.6-40 degree Celsius)on
10-11 Feb2022, WBC 14180/uL,GOT/GPT 163/191 IU/L on 11Feb2022. Keep
symptomatic treatment, supportive care, and pain control. After PI evaluation, 5-FU
was hold on 11 Feb 2022 8:00am until fever episode subsides. Fever was recovered to
Grade 1 on 11 Feb 2022pm but PI decided to discontinue the rest of 5-FU infusion, and
patient will continue hospitalization.

At the time of reporting, the event was improving.

The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Oxaliplatin and the following events: fever.

2/27/2022

— ~ A4 SUSAR R B F 14 & %3R5 2022A070922 # 2022/2/10 Initial A > A
% X 378 Kk & FEVER (Pyrexia) » 3B % 4 5-FU %124 A - 9] %% % & Blinded for
Investigator > 3+ & E 45 AW 2022/2/12 4o it i84R - AR R F4BIETAS > B
AR ETREARR ©

=~ A SUSAR SH 54 A S RERITRBRENE T » LA X THERBRENE
AR e

ZHBBB ANGHSE

*

n

3 75

3~ ZaMER-%21 K
R IRB %%k

HELR WRBAN
2L efepoetin alfa J& & kX EH Z
1% 1 F % (ND-CKD) & o & 2 B
MR [ A% 3 B8 3 B - — 78 #2 Methoxy
Polyethylene Glycol-Epoetin Beta
(Mircera) /F bk 2 89 R % P35
Erdafitinib A7 8% 27 % 24 ie i B
FGFR RAR B4ty RE2—1E %
=83
Erdafitinib A7 8% 27 % 24 ie i B
FGFR AR B4 ey XL —E %
—H

— A HIAZEEBR & 3T
4% 24 Durvalumab 4 A
Gemcitabine+Cisplatin 47 AT & #4
By & 1% 0 % % $75 24 Durvalumab
BITHBIS RO RAAREMZF
ZH M BRI B P
gy 2R (NIAGARA )

—IA% 3 B MkoBl- #F R

79 2022/2/16
B R E
MR AR M E

79 2022/2/16
B AR A2 2
MR E
79 2022/2/17
BE R 2
MEREE

1 | KMUHIRB-F()-20200020

2 | KMUHIRB-F()-20190132

3 | KMUHIRB-F)-20190132

B 2022/2/17
BR R4
B RHEE

4 | KMUHIRB-F(I)-20180127

KB 4 B8 2K 5% 0 3F4% Brensocatib #f

Fx Ty 2022/2/18

5 | KMUHIRB-F(I)-20200186 |k ik 4k 41t % R F RIRE 23X E R AR E 2
BRE®E—R - FHE 52 Beygsr HEREE
M B AR 2 - ASPEN KR

6 | KMUHIRB-F(I)-20200096 |—& % =1~ % . ~ Kotk ~ %5 | B 2022/2/21
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F 7t #4E A #3074+ Rezafungin
#1430k 7 4% Caspofungin 74 ¥E 42 1 45
¥ & ik Fluconazole 34T %74 7% &
BRE o E fo/ RAFAME AT B R R E
IR R e R M AR
(ReSTORE ## %)

B R AR % S
tE R

KMUHIRB-F(I)-20200127

— B EH BRI A R R
Bimpp R E a5 A HRR)AR-R
60 4045 1L 5 3 B LA 2K B
(mCSPC)%: 34 » 4 F Niraparib
A Abiraterone Acetate & Prednisone
s& 5 0 ABE Abiraterone Acetate &
Prednisone 74 & 449 5 = 2AKE 4% »

B~ REBIHRB - £5 AR

79 2022/2/21
B R
MR AR E

KMUHIRB-F(I)-20210069

—ES P kB BE AT
4R~ B RLE| 8 X Bk > L inclisiran
A e kAR AL £ %8 7 %5 (ASCVD)
% ASCVD & Bl B8 E B s & &
HE B BEFH & 69 B2 M B Bu A B R Ae
R 5 w2 B E AT 8 % M (statin $8
) BLGE A B AR BR S % o B
% IS R R 2
(ORION-18)

R 2022/2/21
B R R % 2
TR

KMUHIRB-F(I)-20210021

—IEE2H KA Ea S P
Bk 0 T4E INJ-73763989 ~
INJ-56136379 ~ #% H(BL) a4 Fn £
B FIEE a-2a ARG HRRB RS
H1Z M B AT KRR Bom B ek
M~ wtEfe BanE) h L

BT 2022/2/22
B R
MBI E

10

KMUHIRB-F(I)-20180110

—EEEEEF BRI R R
B R E 85 e d %
IEF 2SR %% (HFpEF) &% > 3%
1% 4% A Dapagliflozin f& FEAK S o 58

Fo T R B R 38 AL ey R R

79 2022/2/23
B R E
DEREE: R

11

KMUHIRB-F(I)-20190088

—IB ¥ G & 4 /w H At luspatercept
(ACE-530)Es R R Br = XA T K
MRAAMZF 3b I - MR- B
By 2 A P 3RER -

Rk 79 2022/2/25
BRI
DEREE: R

12

KMUHIRB-F(I)-20170125

—AE3IHM S EE - HER
5B~ 2 REBI R AR 0 2R B AT
kA B%% IDHl RE2 &0%F
BMrahme >18 ReRkFE ¥ #
3+ AG-120 $fH Azacitidine /%

R 2022/2/27
B AR R 2 2
PBREE

13

KMUHIRB-F(1)-20210126

—IAME A~ B AR
B LA B WA ME SR IR K IR
o BER AABH S R RTLT
Pembrolizumab #8 £ 7%k 45 P
Pembrolizumab » {24 Al 440254 &
LA 2 5 — Gt B ) 7

e e

R 2022/3/1
B R R % 2
TR

14

KMUHIRB-F(I)-20200090

—IB % P~ B B B
% BB IRERAL B 48 % 81 ONO-4538
B AR R AR A REL
ONO-4538 42 &%

R 2022/3/2
B R R % 2
TR
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15

KMUHIRB-F(I)-20180127

—IRSTHALA R REB IR B S
4% X Durvalumab 4 F
Gemcitabine+Cisplatin 47 AT ¥ #
Bh G Btk > #% % $75 24 Durvalumab
BATH B G R BRBE R DR R
ZE LA FRAER S 2P
t 2 F K8 (NIAGARA )

BT 2022/3/2
B R
MBI E

16

KMUHIRB-F(I)-20200055

St$tag A B RS B R FUE K 49
A RETEAUP & 4o B LT AT 0 —
78 RISDIPLAM Ff # 1 3050

79 2022/3/3
BRI E
EREE Y

17

KMUHIRB-F(I)-20190119

—HBEZ P A R
RER 0 LLE S Bh R K
ATEZOLIZUMAB (ANTI-PD-L1 4t
)4 A BEVACIZUMAB i x &

B A AN F TR RIE K 1% BB
= B M 2 AT 4 BT R

R 2022/3/7
B AR AER 2
PBREE

18

KMUHIRB-F(I)-20190119

—HAEZ P A R
RER 0 LLE S Bh R K
ATEZOLIZUMAB (ANTI-PD-L1 4t
)4 A BEVACIZUMAB i x &

B A AN F TR RIE K 1% B RS
% B M 2 AT 4 BT R

k79 2022/3/7
B R E
MBI E

19

KMUHIRB-F(I)-20200154

—BEHEZH MBI R 2T A
B 832X 0 b3 TIRAGOLUMAB
(4t TIGIT 40 82) 46t
ATEZOLIZUMAB ¥ 432 & ) &4
ATEZOLIZUMAB A # %37 &k % 4%
e R ER ~ SO VIR R A
Mz 4% % PD-L1 899k tm i B &
*

BT 2022/3/7
BRI
MBI E
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KMUHIRB-F(I)-20200154

—IEEZH MR EE CRA
% ¥ B3 3X 5 0 tb#x TIRAGOLUMAB
(#L TIGIT 4082) 44
ATEZOLIZUMAB 132 & #| &
ATEZOLIZUMAB F #4037 & % 3
XGRS AR BIE IR KA
Mz 4 % PD-L1 89 9E /) ta B i &
*

B # 2022/3/7
BR R BR 24
@R E

21

KMUHIRB-F(I)-20190127

—BEHEZH M BT RA-
B ¥ R o 4H4 B & PIK3CA-R
%~ A AR HER2-F2 %
Z By 3R B A R A4S M FUE R BT AE
GDC-0077 4% F8 PALBOCICLIB #u
FULVESTRANT #8 & # 432 & %] 4t F
PALBOCICLIB #2 FULVESTRANT
Rl ek

k79 2022/3/7
BRI
MBI E

4~ REAPMFMH-XO0F

B R-E 1R

1

IRB %%

KMUHIRB-
F(I)-20200188

HEHRE

NA

JIRB %%%

NA

HEEXHA

wmEtd |NA
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HELMR

By R ERALBEHMELASTAR

ke
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CBRFR

“C-IRB S| EE- LT EFE2MH -FEEO6M

EJTE ¥

BIC-IRB(&/%) ¥ %1

IRB %%

T-% %&-27033

% 246 tb#x ADI-PEG 20 #2592 &L 8% WWOX-GG £ B A B & 75347 F 4708 09 iF
- B HZEM 2T P OBERRR
HEHE POLARIS2021-001
& 8RR g
BEEEZR S
FIER B RK [Py MEARERBRE > &1 FHXH PRE
EREN-F )
g 4 2022/03/03
EXIE ) BIC-RB(21%) #%E?2
IRB %3t T-% %-30035
— AT E >~ P CZRBHR B AR R 0 thR
HELAE Bemarituzumab #u/{t 48 ﬁ%ﬁ"—ﬁ-ﬁ‘ ) b o Fﬁ HREGEHGEMEBRE R
% %X A% B FGFR2b i@ k3649 % 3% (FORTITUDE-101)
HELHR 20210096
&% RR g
BEEEER &
£33 | Bk BRAEZERBEE > BlFHIHBFTRE
EEZARF/ 2022/3/10
B #3
EXIE ) BC-RB(EI%) # 7 £ 1 o214
. —IBREM L~ T - AR R 2 = HEE R RER 0 345 U101 R TE &
HHELB
ﬁ#ﬁ%ﬁ&@ﬁ&ﬁkﬂ L0 2R R A
IRB 3% KMUHIRB-F(11)-20200159 HEHE TCMU101-001
FEZEEEER
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Rt EBIECEEEEAFERB > AENAR > FAYELREMS

R
|
¥EZERE/BH

2022/02/28

ELiE bl BIC-RB(21%) # 2 %2 ¥ 5% sk

—RRETURMEE B E RERXRRE (GC/GEJC) oy &4 i< ar H#

BhME-#8h 1 Durvalumab ;4% & FLOT fb#4s » 3% #8h+ Durvalumab

HRHEA S BE ~ RERHRE - =435 (MATTERHORN)

IRB %%k KMUHIRB-F(I)-20200168 HE%R

FELEAEERER

AHEBLFCLEELEFERB > FARERAEME - BRBY I RREAR
ik )

W 2k

HE X

D910GC00001

TELZARE BN

2022/03/04

ELiE bl BIC-RB(21%) # % %3 ¥ 5% sk

—IB % P o RSB A B H BB 0 3715 Abelacimab (MAA8G8)

HEMB AN M Rivaroxaban 4O R BEE) XY R Mm%
M

HE X

IRB %%k KMUHIRB-F(I)-20210084 HE%R

FEZRFERR

SRNFRELFERVERRRAR AR CRANE  SBLRARALRE » Bk AY
RE-

R
|
¥EZEHE/BH

ANT-006
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2022/3/9

88 BC-RB(Z%) 2% 4 %%
—IAF=H - S P YR T - FHHREERRE 0 34 Lenvatinib
HELH (E7080/MK-7902) 2 Pembrolizumab (MK-3475)4 F 42 & Jk b 22 4% 2 74 &
(TACE)#a &7 TACE A& A &5 6/ IE L MAT el R e T RE 2R 2
M B sk (LEAP-012)
MK-7902-012
IRB KMUHIRB-F(I1)-20210143 5
e ® +E 5 (E7080-G000-318)
FEZAFEER
AHECERCRELLBEFERG FHWEAR  FHELIRXEHS
DAk .}
| Y
FEZRARF/BH
2022/3/8

ELiE b BIC-RB(2/%) 2% 5 L £
ELR Semaglutide /A %% 2 A4 fkom BB E By kR ok & F S oy Ae A AE 09 1E A
IRB % %% KMUHIRB-F(1)-20210123 HEHR NN9535-4533
FEZRFEER
AHEBLECELELELZEFBRG  FAYEALME  BARNY wRREA R
P,
W 2k
FELZARE/BH
2022/2/23

E4EA BIC-RB(21%) # 2 %6 ¥ F %R
—IAAMAR T RE O A H AR SE S SR AT R BEILA £ 45E <K
HELB

# > BhHFRAEES S B ISIS 396443 SR e Bk ~ AN ~ At A
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o) ) A

IRB 3% KMUHIRB-F(I)-20150012 HEHR 232SM201
FEZRAFEER
ANEMERCLFEELEFLRB > APEAEH S Rk
P,
W 2k
FELZARF/BH
2022/2/22

- RER-H 3R

®

)2
I

R

B % %

KMUHIRB-F(I)-20180133

3

¥F £ #

—IA% 3 8 P REAEAPRER 0 TR Abrocitinib #¥EE 2, kAR KL B 2R & 4y
RN 12 RUAEPEZE EEEMMEE X 2R
0 2 e B A

E X R

]

&
G

2022 3 A2 B AREALCFHEEAGHE  NEA -

%) & & @ 308 7 P #2 1 49 EDMC Letter_06Jan2022 e

15k § £33 » #2021 & 10 A 22 B 3 i EDMC(External Data Monitoring
Committee) & 3% * RB A RIRB I T g7 -

%

KMUHIRB-F(I)-20190103

— A4 R REMITIRAIETF 51 BIBEBUWERRNMALZE EZER
= %] & Eteplirsen ~ A A B SR ZEE - 25 B LR HB2 22MH
,\’}?\‘xil;ﬁib

B

2022 F2 A2S B AMRERLCFRBEAGHE  NEA

2R F 43E 713-1001 4& Open Label week 83 iR 3505 » 4T #8248 4 8K BMAE
(clogging of filter) » ¥ RXERFEEEMN 2022 02 A 12 BBHE Ri@4w A AXHZ
B AL JEA> aF $23FE T13-1001 5% - & SH%FEMN 2022 F 1 A 31 BRR BB
Sarepta iEfE #4748 B 693 & - fE UL BB 7g Sarepta i — @ 40X AT » R P O FH
7 AL H R T13-1001 a6 % > B 4ofZ HEGH HE -

FHim g B4 AF : 4658-402 Note to File Subject 713-1001 Dosing Halt_TK AB_RC

¥

%
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F EA 3
I RB % % KMUHIRB—F(I)—20160058
—BF U~ %5 - REBHB - KL EZ R bk TASELISIB 4 A
4 £ 2 @ FULVESTRANT ;ﬁz#ﬁ Z‘J #t A FULVESTRANT 1 # st & < 82 71 B HER2 12
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2021/11/25 1-20210069 G RE B B 5 [CKIX839A12307)2 P35 4ék

%’;}t’;)study(Vl screening) %At 7% 3t & 4827 A BLER
JREER & 47 B 2020/11/19 # % » 7 IRB
PIARARAC S N p 2 g 2 2021/09/28 + 42 2021/06/11 ~
BHRA[2021/06/25-2021/07/23~ 2 Assessment &Plan
(ASCVD)# | 4% 2 CTQI230A12001 (3 % 4
ASCVD & a3 )study(V 1 screening) > f JF 4245 A R FEH 3R
BARE EASE |5 E 4 F(ID-20210069(3 & 43¢

inclisiran H% 73/:‘

KMUHIRB-F(I

oy 35 . > e|3-2021/10001 35K JE % Bs AR 3 sk P (2 4
N By SR — AL I35 %ﬂﬂﬁié(#%?ﬁﬁﬁ'
At % B 4T CKJX839A12307) Z X5 A #(ORION trial

e 10 o (On Max. statin dose) V4) » 12 Assessment

MM (statin R g play 2 404% 2 F(11)-20190068
) B AR R CTQI230A12001 (3t % 4 3% )study(V1
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