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However, abdominal fullness with pain was still noted, and he went to
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tomography) on 12/18 showed "Much ascites with nodular and infiltrative
lesions in the omentum and peritoneal seeding nodules, consider peritoneal
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discharged after symptoms mild improving. However, abdominal fullness with
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emergency room on 12/20. Paracentesis was performed, and pain control with
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LS A (3 2 ase] 8 g AEB7-00-000) 5% B ik dhiksk+ % 2 AL AL 0
2022/01/07 j& +r= ¢4 09-009 4 # ¥ 3% dfr2 7 2% i (Admitted for shunt
making for HD (hemodialysis)) - » F1s = 12 remedial drug therapy % % 18
¥ 2 2021/12/31 recovered/resolved o #Eo% 1 3F A Rk R T E R R
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B B monarchE: — 85§ 4% 4 fie ~ B3~ 1t g * Abemaciclib & # 52 4f 04 p
LayiE o BH B Y ARER RN 2GR o YRR B R R BT B
M2 B g FXUEEHRY)E F - A A8 £ 4 £ 73 XL
(HER2-)5“ s B 1% = B 8%k

%@ F MBF | 5170 2zcuy W

i BESE S50 %

IRB 27 p # CENE é&?& 7 AF Jts %

1/17/2022 1/17/2022 initial WiRop A Ak

PR A 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.
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AR RE R (7 % 25 50 AE88-09-010) t#5% Blff kypidms-H T v AR > 3
2022/01/11 & 4o ¥ 09-010 # 2 -3 i fez % & 3 *(Sciatica) - » fis
4 12 remedial drug therapy % re% {6 ¥ 23t 2021/12/08 x4k
(recovered/resolved) o 3#% 1 4% A ik IpiES I E 3 R E 1R TR Rk R
BT ELET AT AP -
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IRB 27 p # CENE é&ﬁ& 3 AR K%

1/18/2022 11/11/2021 follow up5 7=

LR R Only to update the action taken for IP from “7. Not Applicable” to “1. Dose not
change” for SAE reconciliation.

e #* Piwh

B 5 14

IRB ¥ %. KMUHIRB-F(1)-20200069

o RAPIT/ 45:-%® (45-223) A& RTk 53¢ 0% 22 Fox

%3 % %%¥ | AE92-09-010 1zcu®% Wz

ikl BESE T L

IRB 323 p # 499 fc:ﬁ]ésvazp RV TR

1/25/2022 12/31/2021 initial Eiop L Az
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2022/01/21 & 5= 7# % 09-010 % # Hixifez 7 2 F # (Pancytopenia) o x
s 4 12 remedial drug therapy % &l 16 p o £ 2oy R 2 & 1 15 5 3 Bl
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Vi BESRTEE %
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1/21/2022 10/10/2021 follow upl HRR ViR
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B 5 1
IRB %%. KMUHIRB-F(I)-20200144
B B —BEF PR LR X AR SRS P %35 Durvalumab
& HFE LI B g Ry 2 H 4 R 30aL ~ EE g f 08 i Bk e R 2
£ % (KUNLUN)
2 B 2021A907672(E7402008) 2zcud |z
FRHE HESE L%
IRB &% P , Initial/ "
By FLPW follow up ARE R
1/10/2022 12/27/2021 initial WRop A Ak
EIL Y A On 27-DEC-2021, the patient experienced grade three cachexia (preferred term:
i 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. Action
taken with durvalumab/placebo, cisplatin, flourouracil was none and with radiation
therapy was temporary stop. The investigator considered that there was a
reasonable possibility of a causal relationship between the study therapy cisplatin,
flourouracil, radiation therapy and the following event : cachexia.
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IRB %% KMUHIRB-F(I)-20200187
S Y A T-1101 (Tosylate) "} & $at#p oo 2 F B L & 2 % 2 at X L ¥

FoB 4 B Y - TR

£ 3 F MPF

E250-02 2zcuawk |7
% BESE L ELE

IRB #&3& p #F

. Initial/ »
%4 p4 YL RE N
520 follow up Kt

1/12/2022

1/8/2022 initial %5 A AR

EAL A

The patient had last dose of study medication at 31/Dec/2021 and withdrew
informed consent on 04/Jan/2022. After OPD, he started to experience
epigastric pain which gradually worsened in the necxt few days, so he went to
ER (emergency room) on 08/Jan/2022.

Upon arrival to the ER, the initial vital signs: BP: 123/83mmHg, HR:
90bpm, RR: 16bpm, BT: 36.5°C, Sp02: 99%. Lab data showed significantly
elevated amylase and lipase. Chest X ray revealed no active cardiopulmonary
problem. Abdominal X ray revealed no obvious problem. Abdominal CT
showed suspect pancreatic head metastasis with both intra- and extra-hepatic
duct mild dilatation, suspect progression of anterior abdominal wall, both lung
and rectal metastasis. Admission was arranged for further management. Under
the impression of acute pancreatitis, NPO with fluid supplement were
prescribed. His abdominal pain gradually improved and and liquid diet was
tried on 10Jan2022.

According to the investigator, the CT scan in ER was not significantly
changed as comparing to the previous one. Due to the event occurred with two
weeks after the last dose of study medication and there was no other obvious
cause of acute pancreatitis, the event is considered as likely study
medication-related.
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gli g’f#‘ I{L:ﬁq}s 7?""/\ ﬁﬁ'—tﬁf{&/i H“ B. H‘J”EJHK F”(DLBCL) ERTE ,‘;)’% e % I Kﬁ.‘f’f
B b & F 7 > tafasitamab 4+ lenalidomide # * R-CHOP 4p#.*t R-CHOP
2 s X 2 a- IR W~ S0 s SRR R X R RS
%:é—'ﬁ 5&%;{'%{ 88019-001/2021-MOR001268-TW | £_% ¢ B:
@R | A @R M
%
IRB #% % p ., Initial/ "
s Bi W follow up *RF i *
1/14/2022 9/29/2021 follow up4 Waop X dfn
2k B¥ | The investigator confirmed the diagnosis as febrile neutropenia. On 29-SEP-2021
f;J: the subject’s ANC was 750 mm3 (no ref range) and body temperature was 38.1C.
On 14-JUL-2021 at SCR (screening) visit the subject’s baseline neutrophil count
was 3417/mm3 (no ref range). The subject’s medical history included: Dyslipidemia
since unknown date and Peptic ulcer since AUG-2011.
The subject’s Concomitant medications were updated.
The investigator confirmed the subject received Piperacillin 2 g and Tazobactam
0.25 g as empirical antibiotic from 30-SEP-2021 and was switched to Ceftazidine
on 03-OCT-2021. No further information expected.
2 LR
= 4
IRB %% KMUHIRB-F(1)-20200187
*E LA T-1101 (Tosylate) " & oL fiv 2 # WEB L F 2 % 2t XL P o &
P#d By - kPR
X F ShH E250-02 2zcuw |[WF
ik ESRUEE L
IRB 323 p ¥ F49 0 Initial/ 3 AR Rt E
follow up
1/20/2022 1/16/2022 follow upl F3om 4 ARk
AR BE After admission, the symptoms had improved a lot but the lab data still
showed abnormal value (please refer to the attachment.). The subject tolerated
well after liquid diet and the fluid supplement were prescribed persistently. On
16/Jan/2022, the subject asked for discharge. Therefore, the AAD (against
advise discharge) was on 16/Jan/2022 and OPD follow-up was arranged on
18/Jan/2022.
A LT
AT EEEFEwm e TSR RN G T A e
7 4R Fa? "o
e E FiF4h
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