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8/10/2023 8/9/2023 initial YiRop A Ak

RE R He had regular follow-up at urological Outpatient Department since 2023/2. He
ever received ESWL (extracorporeal shock wave lithotripsy) twice this
year.Associated symptoms included gross hematuria(improved after ESWL
(extracorporeal shock wave lithotripsy)), left flank soreness/pain, frequent
urination, nocturia(2 times/night).He denied fever, abdominal pain,urgency,
weak stream, incontinence, straining, empty incontinence.KUB (kidneys,
ureters, and bladder) suspected Left distal third ureterolithiasis.US
(ultrasonography) suspected left distal ureter stones.
Under the impression of Left distal third ureterolithiasis, he was admitted to our
ward for more treatment.
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*AFE B ® On August 4th, 2023, the subject underwent an alteration in consciousness and
was later found by his family, who quickly brought him to another hospital.
While there, he expreienced two episodes of cardiac arrest. The initial brain CT
scan conducted in the emergency room indicated a potential cerebellar
infarction with concurrent brain stem compression. After receiving CPR and
tracheal intubation, he was admitted to the IntensiveCare Unit (ICU) of another
hospital.
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ALFE RE On August 12, The subject expired after the life-sustaining treatment was
withdrawn in the other hospital.
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L At

He had regular follow-up at urological Outpatient Department since 2023/2. He
ever received ESWL (extracorporeal shock wave lithotripsy) twice this year.
Associated symptoms included gross hematuria (improved after ESWL
(extracorporeal shock wave lithotripsy), left flank soreness/pain, frequent
urination, nocturia (2 times/night).He denied fever, abdominal pain, urgency,
weak stream, incontinence, straining, empty incontinence. KUB (kidneys,
ureters, and bladder) suspected Left distal third ureterolithiasis.US
(ultrasonography) suspected left distal ureter stones.

Under the impression of Left distal third ureterolithiasis, he was admitted to our
ward for more treatment.

- 21Feb2023, Calculus of Ureter, Grade 1, started on 21Feb2023, Ongoing.

- 29Mar2023, 1st EXTRACORPOREAL SHOCK WAVE
LITHOTRIPSY(ESWL)

- 03Jul2023, 2nd EXTRACORPOREAL SHOCK WAVE
LITHOTRIPSY(ESWL)

- 09Aug2023, Hospitalization for surgery preparation.

- 10Aug2023, Surgery for Calculus of Ureter.

After admission, we finished pre-OP (preoperative) survey. Left
ureterorenoscopic lithotripsy (URSL) was arranged on 2023/8/10.
Postopertaive care was given after OP (operation ) . Under stable condition, we
will discharge the patient today and arranged further Outpatient Department
follow up.
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The patient presented to our Emergency Room on 8/5 with a complaint of fever
without chills for half a day, associated with poor appetite, fever, chills, and
tea-colored urine. Abdominal PE revealed tenderness over the right upper
quadrant and epigastric area, with a positive Murphy's sign. Cholangitis was
suspected. Therefore, the patient was administered prophylactic antibiotics
(Tazocin) and admitted for further treatment.

After admission, we keep antiboitic Tazocin 2Vial Q8H (every 8 hours).
Infection parameter decreased and no fever was noted. Abdominal pain has
improving. PTCD insertion was down on 8/8, mild pain was tolerable. We kept
monitor her vital sign and follow her laboratory data. Due to pre-operation
survey, bone scan was arranged on 8/11 and showed high probability of bone
metastasis from pancreatic cancer to thoracic spine. We also arrange T-spine
MRI on 8/15. Due to bone metastases, we discuss with patient about her
surgery plan and change our plan to chemotherapy. Family and patient can
understand our care plan. Due to the better condition, we discharge the patient
and transfer to OPD follow-up.

FRFa

11

KMUHIRB-F(1)-20210109

- I % 2 HE% 0 T 7 VIR-2218 ~ VIR-3434 % /& PEG-IFNa 42 %
R B ﬂ—:,{;;];;}, Jz ;éa—g i MM~ w ,ri—fr:}%; 3T

1101-11064 1z-ux e
Tt O%_> 3R HhE -

IRB #3& p #F

%408 Initial/ 3 AF s

8/21/2023
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Follow-up information included:

details for the added event of left first finger reconstruction surgery (PT: Limb
reconstructive surgery), an update of PEG-IFNa withdrawal date to 19-Jan-
2023 (previously 09-Feb-2023), TAF and dizziness clarification regarding TAF
and dizziness, clarification regarding radial fracture with compression plate
fixation noted in the x-ray and the findings of normocytic anemia and
hypokalemia in lab results, and confirmation that no additional relevant
information were provided in the discharge summaries. Further information is
expected.
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0 H b * it 4e Nivolumab » % 3% K g o cPa P § R % § G R
A% ® FGFR2b % & % Bz ;éﬁ (FORTITUDE-102)

>'I‘«

R T F

99861006404 FERTE A [
o OE_ > AR S

IRB #3& p ¥

Initial/

’/:'. g “ é"\',; "‘%
FLPH follow up i3

8/22/2023

8/13/2023 initial ERpLiak

?REREH

= ?\;ﬁiﬁ 99861006404 = 75 #& ¥ 1+ > >+ 2023 & 06 * 12 p 4 » Amgen 3+

2 %% 20210098 2 sk R T B4 X ER KBS
(Bemarltuzumab/PIacebo) 2313 ¢ Rz 2 it (MFOLOFX6) 2
Nivolumab o = &% #.i7 - 4&,\;&5&%%%% FEET PR RZ kR
2023 8" 11 p <"*p%5—“““20213428’J 13 p ot b B 4s M IRVEINE O o
w2023 87 14 p P FeRek- =t o XEEA 2023 £ 87 140 3 Mn
& V};‘uf C T AHEIRR R B BREE . d HIRCT R 20 i
FeF P % 135 (gastric outlet obstruction and small bowel dilatation) > p # &
,i_J_]f,D,r,)%}, E? ¢ oo

e &%

FrFa
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IRB Ya%L

KMUHIRB-F(I1)-20220019

PR

- AR s R~ X ERER  § P @B o =R inclisiran #t e
Rt i BARABEELEAT Ak §F 2§ 8 (VICTORION-2
PREVENT)

9102016 A B

A
Tt O%_> 3R E -

il
R

IRB #3& p #F

" Initial/ ;
4py 3 UF iR
FLPW follow up i

8/22/2023

7/28/2023 initial Eiop L Al

L At

THIS 62-YEAR-OLD FEMALE PATIENT ,THE PATIENT SUFFERED
FROM BLADDER PAIN FOR ONE YEAR. THE PAIN DECREASED
AFTER URINATION. LOWER ABDOMIANL DISCOMFOR DURING
HOLDING URINE. SHE DENIED FEVER, CHILL, NAUSEA, VOMITING,
ABDOMINAL PAIN, DIARRHEA, CONSTIPATION, POOR APPETITE,
RECENT BODYWEIGHT LOSS. SHE DENIED ANY UROLITHIASIS
HISTORY, AND NO FAMILY HISTORY OF UROLITHIASIS. UNDER
THE IMPRESSION OF INTERSTITIAL CYSTITIS, THE PATIENT WAS
ADMITTED FOR HYDRODISTENTION.AFTER OPERATION, THE
URINE COLOR WAS GRADUALLY CLEAR WHILE CBI(CONTINUOUS
BLADDER IRRIGATION) USE. UNDER RELATIVELY STABLE
CONDITION, THE PATIENT WAS DISCHARGED TODAY WITH OPD
(OUTPATIENT DEPARTMENT) FOLLOW UP.
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IRB ¥%L KMUHIRB-F(1)-20200139

kB 2 - BB 11b #3503 % = R A L 4 £ T3 X WPELIREL g E e
) INJ-73841937 (Lazertinib)erg >4 2 ZH 8 » (75 H - S H * -
ANERFRMEAALL R TS XHE cMet FuA8 INJ-61186372 st Hp 2E] 'm
Ry B iy

23 WK TW10003008 FEIRTEA |

% o0& R L

IRB #23E P # CERE %mw& 3 UE R %

8/25/2023 8/24/2023 initial ERpLiakr

L At F]ed ,8/24 CT % 3 pericardial effusion,i&:x » £

s #* Piizh

B 5 15

IRB %5y KMUHIRB-F(1)-20210035

[ i¢ * S-1, Leucovorin, Oxaliplatin £ Gemcitabine (SLOG): 5 R 5 3834 %

%@Fm%g | 008 2zou¥ [

% & 4R L

IRBRIEP # F2 09 %ﬂw& TP X7

8/25/2023 3/23/1902 initial ERpLiak

EIL At The subject 008 with pancreas adenocarcinoma, cT2N1MO, stage : 2B, post
Whipple procedure on 2022/12/20.
This time, he had right side abdominal dullness pain with radiation to right side
back. Associated symptom with nausea and poor appetite. Then he went to
our ED for help. At ED, physical examination revealed mild epigastric and
right upper quadrant tenderness. Abdominal CT was arranged and revealed
infiltration over previous Whipple operation site, suspect abscess or infection.
Under the impression of intra-abdominal infection, admission for further
management and evaluation was suggested and they accepted.
In our ward, cefoxitin was prescribed for suspect IAl . Right back pain was
noted and sleeping quality and daily activity were influenced. Following his CT
on 8/13, newly developed poor enhancing hepatic nodules in S4 and S6 of the
liver and amorphous enhancing lesion in urinary bladder were noted.
Considering his cancer history, we consult hepatobiliary department and
radiologist for tumor survey. Bone scan was done on 8/17 and liver biopsy will
be done on 8/18, liver pathology report metastasis, thus 2 line chemotherapy
was suggested.
Due to Pancreas adenocarcinoma with liver metastasis, therefore we arranged
end of treatment for SLOG trial on 25Aug2023.
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IRB %5 KMUHIRB-F(1)-20210104

VR - R ~ Y SRR AR - 5 3 Bsk 0 43 5 BRAF
V600E 7% % el 45 12+ % & % %7 % » v 0% - &8 ENCORAFENIB
sv b CETUXIMAB & # & K &5 % (U » Ap SR pRsif 2 & % & 2 |4
# » ENCORAFENIB 4= CETUXIMAB -+t } ft

R @K Py 10881003 FEIRTEA |

& DA > W3R Bl
IRB 23 p # F2p P fJIT(;tv'vazp Y N ET
8/25/2023 8/17/2023 follow upl =

FRAFEREFE

AXAWL BT LT 22 AIFH L6 HY - = HdR 2

R Afeis gm0 4 m 33 2 abdomen pain “h, % 3 neutropenia %
ascites - Abdomen pain 2 Ascites 5 % #H & £ B (S H E B R) 5

A2, Ascites *t 3 ¥ 517nF (SRR g f2, B RFE A L EFER 2 o Neutropenia
BVRBRIEY B 2R FF e o d R B RRE SRS,
e FH AR EFDNR I X Rop 5, L3 F 80 17 p L o

e % Fisa

B8 17

IRB %% KMUHIRB-F(1)-20220026

o Ay — A 52 R Al R CXBAHE T AR 59 w2
@& 0 3 GSK3511294 é:p“E‘v)g% PE AR %,75 V'g fatte B k&~ pE A
BEHIF s Efed & L g 3 2

L@ FHYF | 003626 1z2-a% |z

% o0& 0 L F L

IRB 2P # H4 fo'lrl‘c'fv'va:]’p RS TRt

8/29/2023 8/22/2023 follow upl FRop L AR

?RE R ERAS S

E =7 Fiea
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IRB %% KMUHIRB-F(1)-20210109

R - % 2 HiEHK T 7 VIR-2218 ~ VIR-3434 % [ PEG-IFNa % 47 *
R B A ;;]-;53 o g;;% % M~ w R ek ok

%@ wnF | 1101-11064 reuw [z

i oA AR S FL

IRB 3£ p ¥ B2 0 follrllclntllva:J/p RN X7

8/30/2023 1/12/2023 follow up5 BEAE

*RFRBRER Follow-up information included:
confirmed date of pre-dose blood pressure as 15-Sep-2022 (previously reported
as 15-Sep-2023), the investigator reported the cause of passing out was
unknown, reported the task the subject was performing while operating the
machine was operating a drill, reported rhembasmus did not occur prior to the
date of the accident, reported worsening memory was ongoing after study drugs
were discontinued, reported copy of hospital admission and discharge summary
would be provided, reported outcome of events updated to resolved with
sequelae (previously not resolved), and confirmed that hospitalization should
be an additional seriousness criteria for the events (previously reported only as
life-threatening).
R DA EHIF LT (AT LR R 2 AR I2)FE P I F o G
(Bt 72T 22 2R 1A E AL Rk 4o

7 * Pizh
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IRB %% KMUHIRB-F(1)-20220169

5L - R X ERHERE 2 By Rk SHEG k2
ERSEIRB R e R BARF R 'R E A 4 & BAE cisplatin & * *ﬁa 2 x]
S8k o R Xevinapant £ 3T 4p O X FRE s LR F T R
£ B F IS PRk 2

ZW#F PR 3010002 FEIETE |

i oA AR b

IRB %3 P # F4 8 fJITétv'vazp 3 AF iR

8/31/2023 8/21/2023 initial ERpLiakr

RERE This time, fever with dyspnea was noted for one day, so he was brought to our
ED (emergency department), then Ventilator was connected for acute
respiratory failure. Chest CT (computed tomography) was also arranged which
showed bilateral pleural effusions, consolid ations and fibrosis. Under the
impression of acute respiratory failure, sepsis focus on PN (pneumonia), he was
admitted to the MICU (Medical Intensive Care Unit). After admitted in MICU,
we gave him antibiotics treatment with Cravit during 8/22-8/26 and Tazocin
since 8/21. The patient's breathing pattern improved soon and tapered to low
ventilator setting. We started to try PS (Pressure support) mod e and the pateint
was ready to wean. The following data showed sepsis improving and interval
improvement of pneumonia in CXR. The patient disconnected to the ventilator
sucessfully and was under stable conditions. The followed blood gas after
disconnected ventilator revealed adequate oxygenaiton without hypercapnia.
There was no dyspnea, no productive cough and no tachycardia noted. Thus, he
was transferred to the ordinary ward for further care.
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IRB %%t KMUHIRB-F(1)-20200140

4 SRS B RS BB AR > RER A LR
3= - & * Tenofovir alafenamide m)%‘ R S A TR LRI R
(ATTENTION)

L#EWPE | TWI0-011 2z-ux e

Yk o0& v AR L

IRB & 7 3 ZNE follon RS T

8/11/2023 5/21/2023 initial ERp A Al

EIL P B %> 2021.9.13 &:E » & > 3t 2021.10.04 Sg s 4 e L BB B A F & T
2023.5.21 B 4o 0 3t 5/24 ®OERRF o FlAac sl 0 3 5/25 dfx 0 5/28
1% 1) COVID-19 5 1+ » 5/29CT 4% & T 3% 2% - 5/31 B E:c L B4R
TFEL AP 0 6/2 R & COVID19 %54 > 6/7 w 39 v f if Bs 2 % >
P

i ] PiFh
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IRB %% KMUHIRB-F(1)-20200140
i ISP S BRSSP AR CRGF SR e 2 BB

A= 4 - @& * Tenofovir alafenamide /o 6 @ 3% & " & H 9 {5 % 1t
(ATTENTION)

£HEFREE | TW10-044 Lreaw |
& O&_> i %HE -
) Initial/
& ﬂ 2} g QL 2%
IRB #&3E p # F4p follow Up AR R E
8/28/2023 3/15/2023 initial L Rop A B

PAFREE | B3202023 & 37 ¢ fFpy COCID-19 FlEFFeui » 2 51 ¥ -t
S S A MBI LRI 0 22023 £ 40 Lp g dmo FlAp AT
ok CFREY GG B RBIIIEE LATT LR Hio

R =7 FrFh

39




2~ A 4 SUSAR-£ 1 % (follow up2)

F 5

IRB %%t

KMUHIRB-F(1)-20210183

2

FRE AR s S0 o B RBOR Z PR A HATRL LR ]
LEE L L dmre 4 R F)F £ 4 2 (HER2) AN~ B2 f i 4 1
T (#4575 G R AUR) S EE o 1t it ONO-4538 4c t
ipilimumab ~ 7 & eifeggfe Z 4 it (0T AE TV R ) AP R
P

CRE |

W

R MR

3010006 1zcux |

T o4 i 4F Sl

IRB #3& p ¥

Initial/

<4 p g
FLPW follow up

*RF RS %

8/23/2023

5/20/2023

follow up2 ERpLakr

L At

< % 3010006:

1).>* 09May2022 :& = C1D1D1 (Nivolumab 360mg + Ipilimumab 68.7mg +
oxaliplatin 234 mg(130/m2) + TS-1 was used on 9May-23May 60mg bid.)
2).71 5 3% fever »t 20May2022 % # ifx > ¥ @& F G LD E
i s st 20May2022 = Wil 4F SAE I :EB R E o

3).27May2022 A J§ ‘m*z *7 % 532 A2+ % Stevens-Johnson syndrome

4).ZF e & A F#E Sy Y < i85 Lymphocyte Transformation Test »
01Jul2022 & % % “Ipilmumab ~ Nivolumab ~ TS-1  show weak (+)
reactions” i ;= P! Frftrh & 5# 5% % 5 Nivolumab, Ipilimumab, TS-1,
Oxaliplatin e4p B £ -

5).09Jan2023 e ¥l sk B = o4 % # 5 SUSAR: k %] 5 :According to
Ono PV list of expectedness to oxaliplatin and S-1, SJS is unlisted. Therefore
this SAE was assessed as SUSAR < 13Jan2023 i SUSAR % i 4F 1 B ¥
IRB -

6).385% B 1>t 21Mar2023 £ #7 Narrative 33 I B R f o

7).38 % B >T 28Mar2023 # 21 i gedr 4 1 o ¢ 29Mar2023 #-3f Bigr 4 1
RT3 FIRB. (LR F EEHIFEL 1 p P 5 28Mar2023)

8).:7 % B I ** 15Aug2023 { #7 Causality 7 3t (not related to Oxaliplatin) x
WERRT

9).37% Bi 78 *t 22Aug2023 8 1 i BidR £ 2 o ¢ 23Aug2023 H#-if HaR 4 2
W23 FIRB- GLIFH Eif HidR 4 2 p & 5 22Aug2023.)
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W 32%
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KMUHIRB-F(1)-20210199
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VIR X ERERE RS SR
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Bk 3R B
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A e - X AR - BB R

B 2023/8/14 T
T E AT
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KMUHIRB-F(1)-20220132

- EE A E ~ BR - % = 8 tucatinib %
R # % trastuzumab {o pertuzumab 1F % i
# 1% HER2 FB 154 B S35 14 i
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P ENEERTE
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KMUHIRB-F(1)-20210123

FRenf R SRERE LR
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iR % 244 3R
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—E S U2H 5 s Bk H e =
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W B R 2% 2R ok
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- 58473 GFHO018 # * Toripalimab * ;5% &
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B R TR Y O T
o 48 b PIK3CA-% %~ i i 5 £ -1
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B 5k B 0
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11

KMUHIRB-F(1)-20200154

FEZDEPLE B L BASE

» 1t i TIRAGOLUMAB (Fo TIGIT ik8) &
i ATEZOLIZUMAB BX R e
ATEZOLIZUMAB # »t L & ¥ #Ew- e
N B DL i
| e e B

B 2023/8/18 12
BiRE K
SUSAR I3 % &

41




12

KMUHIRB-F(1)-20220102

-3 % Ulb ¥ -~ Bocdkis ~ ¢ B0 i
31 KIN-3248 # »t 3% 4 FGFR? fr/s¢ FGFR3 2
¥l i r&ﬁwﬁ forkend 2 A ¥
4 g I%Mw”ﬁﬁgmw

B 2023/8/22 T2
BBt ~ F et
SUSAR I3 % &

13

KMUHIRB-F(1)-20210130

P b P AL AL CEAR Lt
E‘frs\l 4 2. ABROCITINIB # ~ B~¥ 3% 3

EJ

B8 2023/8/18 T2
B 5k B 0
SUSAR I &% &

14

KMUHIRB-F(1)-20200127

- ARG RpIEE A S W e R
g i }&(HRR)EW ﬂ%mﬁﬁﬂ EAE AR g A

Fiﬂlﬂ)%(mCSPC);\ #H 0 %7 Niraparib # *
Abiraterone Acetate % Prednisone e 0 AR IR
Abiraterone Acetate 2 Prednisone ;¢ 0% =
A - X RER - BB R

K 2023/8/22 T
Bk iR B
SUSAR:3F % &

15

KMUHIRB-F(1)-20220206
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-5 % 1B2 ~ D FFE s B~ §
%o 3G durvalumab (MEDI4736) & *
paclitaxel 2 % f&ATA| "G B & Frix > 1 %
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