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1-SAE-% 6 %

(4 A Fa+2 hpz)

B8 1
IRB %% KMUHIRB-F(1)-20210183
ERH —IERE AR PP SR RPEDR P RER O HHATRE VR AT A
P Rhwred £ FF XA 2(HER2) M~ g2 b SR F S K (245
e k) PR FEE 0 vt ONO-4538 4c b ipilimumab ~ 7 & #feefe
Fha it (ARG TNy ) APEOY I ook & 2
%@ W%F | 3001002 TR E A |
ik (]8> i 3F St
" Initial/ )
IRB&ZEP # FAPH follow up *AF i %
7/15/2022 5/30/2022 initial WiRop X dfn
EIL A b At Subject suffered from abdominal fullness with epigastralgia for 1 week. Associated
symptoms included poor appetite, abdominal dull pain over epigastric region
without radiation to back, and left feet edema. The Abdominal CT (computed
tomography) on 2022/5/30 showed Bilateral subphrenic and intraperitoneum ascites.
Progression disease was confirmed on 09Jun2022 by positive for malignant cells of
ascites pathology report. Subject decide to commit totally withdrawal of clinical trial
on 2022/6/14.
AL 7/25/2022
-~ AE2 AFE %G R FEE 3010002 #+ 2022/5/30 Initial  ~ B > B PR
% abdominal distension » % 3 ** 2022/6/14 i3 1) 38 5% ¥ IE8 E Bl 7 8 F 5
FAE* 0 3EE A A 2022/5/31 AT AR o At LFEBIFHEEH D/
AREAEPIERERRECRE) T AR AN
SRR RS
A @ W h
B 5 2
IRB Y%L KMUHIRB-F(1)-20180082
R “HEF 3H TP R MRS FFRER T FHRRER
CSL112 * » E M m ik d "o 32 F el & > 3
% ;?s—‘g 3&;5‘“—‘5 15800010036 S SR T B:
ahd BESE £ L%
- Initial/ "
IRB #& & p £ F4pE follow Up 7 AE RS
7/21/2022 7/7/2022 initial YiRop A dfr
LI T A he came to our cardiovascular out-patient department for followed up. Arraged

cardiac echo report 1) LVEF: 33%, 2) Impaired LV relaxation, hypokinesia of
anterior LV segmetnal wall motion on 2021/12/27. Due to LVEF decrease (65%->
33%) for half of year, diagnostic CAG(coronary angiography) was highly
recommended.

After cardiovascular ward (7/7~7/8), arrange catheterization procedure on 2022/7/7
report 1.RCA (right coronary artery): Seg 2:50% ISR (in-stent restenosis), 2.LM
(left main coronary artery): non-obstructive, 3.LAD (left anterior descending
coronary artery):Seg 7:80% ISR (in-stent restenosis), 4.LCX (left circumflex
coronary artery): Seg 11 50-60%, small vessel. PCI (percutaneous coronary
intervention). LAD (left anterior descending coronary artery) ISR (in-stent
restenosis) post DEB (Drug-Eluting Balloon)*1, diagnosis unstable angina. We
continued antiplatelet(Ticagrelor 90mg 1# bid and Warfarin 0.5# qd) therapy.he
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general improved gradually,condition was relativly stable,and we allowed his to
discharge on 7/8 and outpatient department for following up.
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712712022

-~ A@EZF AT EHRLE 7 15800010036 ** 2022/7/7 Initial > Fo > > i 3%
Ji4% 5 Unstable angina > 5 £ >t 2022/07/08 i‘% c T RELIJH > FH A
F A 2022/7/2] A F 4R o AR A FE o P AE A T
Ao AP R o

S AR R LEERAFPREREY > X P RbGReR A o M R
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Ph A

BSF AR TR B EH] T 0 Dapagliflozin #B T %E % 4358 & F
\ zfr& e R W N i & T e e

L3 B F

s001 2% |7
ik (& 37 Sl

IRB &E p #

" Initial/ -
7 4 * % 3 B
LR¥ follow up F et

71252022

6/27/2022 initial Fxop X R

AR B

This is a 74-year-old male with underlying disease of Type 2 DM, stage 4 CKD
(chronic kidney disease), Dementia, BP, old CVVA (cerebrovascular accident)
without obvious sequalae

He had been diagnosed COVID-19 on 2022/6/27. He was admitted to KMUH due to
general weakness and poor appetite on 2022/7/2. He denied fever, or cough.
Laboratory data revealed no leukocytosis but mild elevated CRP, and no electrolyte
imbalance.

COVID was confirmed by PCR. He received supportive treatment. And transfer to
nursing home for long term care on 2022/7/15.

FALA

7/27/2022

-~ AEZ AT R RFEE 001,78 & F M XA p B 2022/06/27 -
v 5 & 5. dapagliflozin » 3 # H & G2 % 2% £ 1 COVID-19 /&7 - % &
F 0 2022/07/15 1 o X %0k K E S o

Soc P EAEA 2022 F 07 0 22 p v E i RA AR L WAF A AE 2R
L35 87 (Non-SUSAR) ~ 22 23+ 4% 4p B (unrelated) ¥ 25 F]% B %0 025 4
ﬁzﬁéﬂw& A e A T RG(F IR I AR A E E

h) o FlptaE R o

« 4R 3 IRB p #(1):2022/07/27 -

FAARTIINPE P # CNA> 250 NA-
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B8 4
IRB %% KMUHIRB-F(I)-20220006
O B 2 RS E B TR B 41T > Dapagliflozin B2 T %% % 4 358 & % o
S e N AR - - T ok B R A I - A )
% #E B H S003 LE e z‘uﬁ |k
ik (]8> i 3F St
" Initial/ )
IRB&ZEP # FAPH follow up *AF i %
7/25/2022 6/30/2022 initial WiRop X dfa
HLFE B This is a 61 year old male with underlying disease of CKD stage 5, Gouty arthritis,
and HT.
High calcium level noted for 3 months. Tc99m-MIBI SPECT showed primary
hyperparathyroidism.
He was admitted for Left total thyroidectomy with parathyroidectomy. Calcium
decreased after operation.
2ERA 712712022
-~ A2 AT GG REE S003-61 Kk T X pEH 4 p gt 2022/06/30
¥ 5t 2 5. NONE (Control group) » % # ¥ fife2 7 2 F ¢ ! Left total
thyroidectomy with parathyroidectomy » # #2 $ B 4Fu g o & 384 33
2022/07/04 2 fx o
S F A A 2022 & 07 0 22 p AT AREAARAR R AR LR R0
7 87 (Non-SUSAR)( hyperparathyroidism with parathyroid nodule was found
before entering the trial) ~ £ *3+4]7% 4 B (unrelated) ® ;25 F1% B % > L3
HX#FH e ‘ﬁ At w{ A PB IR G(ZEIM o EARAESR
> m) » TPt R E o
=~ H3F3 IRB p #p(2):2022/07/27 -
o~ A AR PE R I NAS 250 NA-
A # 5 h
B 5 5
IRB Y%L KMUHIRB-F(1)-20210084
R -G SRR A s B RE% 0 35 Abelacimab (MAA868)
(N rfr FE AT H L Rlvaroxaban s SRR E E 2 fea R |2
X BF B E 7003007 7w B:
ahd BESE £ L%
- Initial/ "
IRB #& & p £ F4pE follow Up 7 AE RS
5/25/2022 5/25/2022 initial YiRop A Al
EIL N At ph Aty o Fom R DA
FEAL 7/25/2022
-~ AR RF B R G X E K 7003007+ 2022/5/25 Initial B0 » B A E
JEs& % Ischemic Stroke » ¥ 4% 2 57 i * > 3+ F 4 4F 4 3 2022/5/25 E Ae il
o AEARFERFH > T EAILFET A AT P
SR BEE LA RABRATET R U w2~ s i B A
= ‘g—_Fi“g—@’ )‘g'%ﬁ
e e ]
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IRB % %L KMUHIRB-F(1)-20210084
Fuk — I H Y S EERR A B iR RS 0 3= Abelacimab (MAAB6GS) =
5 A E Ap ot B Rivaroxaban oo 5 gEd B ok > et
%3 R¥F | 7003007 1z:uax% |[H?
% BESEE %
IRB £ P # CENE fo'lrl‘(')fl'va:jp 7 UF Bt %
7/18/2022 7/13/2022 follow upl R A Al
P RE REE FR525 » AR EERNEFR F LA & T7/13 RIS DR R
M3 p g AT rfee paplvileich? » Fop ¥ o 5L R EHRF
&£ o
32 7/25/2022
-~ AEFREEERLEX ;é‘—“ﬁ 7003007 *+ 2022/7/13 Follow upl » » x4 35 K
% Ischemic Stroke » 5 & 7 Gfeipfh P o FRELFEF > FF A F AN
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2~ A 4 SUSAR-+

- 2% (> % 5 followup % i%)

B8 1
IRB %% KMUHIRB-F(1)-20200144
VR EH —REFZY WL E B X FHEHE S PR Y wR% ok Durvalumab
£ B T SRR A IR~ E R SR S Bk e 2 B K
(KUNLUN)
% é—ﬁ %%ﬁ.—}f 2022A192010(E7402010) | ¥ 2 = i 4% |7
ik (& @37 Sl
- Initial/ "
IRB & P F2p follow Up LN SR
7/14/2022 5/16/2022 follow upl ERop A Al
I T At On 16-May-2022, the patient experienced grade three dysphagia. The event worsen
dysphagia became serious on 18-May-2022. The event occurred during the treatment
period of this study. Subject's body weight had loss 6 kg in recent 2 weeks. He could
not eat any food, included water due to dysphagia.Then he was admitted to our Gl
(gastrointestinal) ward for further management.At the time of reporting, the event was
improving.
The investigator considered that there was a reasonable possibility of a causal
relationship between the radiation therapy and the following event(s):dysphagia.
Follow-up of insignificant information received by AstraZeneca/MedImmune
26-Jun-2022: Updated event term from worsen dysphagia to dysphagia.
Summary of follow-up information received by AstraZeneca/MedImmune
06-Jul-2022: Updated investigator causality of durvalumab/placebo, Cisplatin,
Fluorouracil
from yes to no.
%] Pl 2| ¥_SAE:Dysphagia ¥# Radiation therapy ¥ it 4p & » A 7| 23t 3 2 /4 4«
L p [ ENCF PN > #&d] 2 5 SUSAR » 73t 11-Jul-2022 i@ 3¢ TFDA -
AR 7/18/2022
- N AEZAF RGBS 2022A192010(E7402010)<“ 2022/5/16 » [ > =
% Follow upl > » i 77z 5 Dysphagia ° % & Radiation therapy - &
DA 2022/7/6 Ear T i dE o AR AL (2 f" EAP o AE A o
= ~ PI %] %_Dysphagia £# Radiation therapy ¥ it 4p & - $* SAE A 7| a3+ 5 2 /4
FAEP[FH/NCF PN » #2725 SUSAR » 3t 11-Jul-2022 :f 4 TFDA - 3%
Z 4 Durvalumab/placebo Cisplatin and Fluorouracil ‘& i% ik & *
Z2HUAE ~ER B o
A & R
B 5 2
IRB Y%L KMUHIRB-F(1)-20200144
VR R - HEFZH PR ER X FRER PRSP eR% =& Durvalumab
& BFE R B SR F A R INELE) ~ 2 £ ARk &S Bk e 2 B K
(KUNLUN)
= Pé—,?{ %%{—ﬁ 2022A247582(E7402010) | ¥ 2 < i 47 |7
Vi (& 37 gl
- Initial/ ,
IRB &P FAP P follow up LI SRS
7/20/2022 714/2022 follow upl ERop A Al
EIL A AE On 04-JUL-2022, the patient experienced grade two interstitial pneumonia (preferred

term: Interstitial lung disease). The event interstitial pneumonia became serious on
05-JUL-2022. Patient Scheduled CT scan on 04-Jul-2022 revealed Interstitial
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pneumonia in both lungs. He was admitted for further survey. 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 Durvalumab/Placebo,
Radiotherapy and the following event(s): interstitial pneumonia.

F] Pl 2] 3% % 2 INTERSTITIAL PNEUMONIA (Interstitial lung disease) £2
Durvalumab/Placebo # Radiotherapy 4pk# » A 5| a2t F F /2 4F 4 £ p /7 H/ICF
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