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IRB %% KMUHIRB-F(1)-20220045

ERH - 38 v i MK-7684A & * i F 22 pembrolizumab & * it F i® 5 &4 (42 ] e
A E LS - ML R Y2 DER

X EF RILE 118968 22w |WE

ik (4> i 3F St
IRBREP ¥ CERE Initial/ TP RN
follow up

9/12/2022 9/11/2022 initial FRop A v

*AERFE —;;;c.—*ﬁ Fled esed S ?4@3‘_‘%—%7];;\%3@ 0

7 £ 3 h

B 5 2

IRB Y%L KMUHIRB-F(1)-20200140

R EH — P s B SRR AR AR R IsRdp e 2 L B AF
X » @& * Tenofovir alafenamide /o {6 » == " & B IR fo 10
(ATTENTION)

%;i-’“‘?:’f .3&,%;{7‘5 TWO05-018 T 7 e Bz

ik BEREE X
- Initial/ "

IRB #&3& p #F F4pE follow up 7 LFE RIS

9/13/2022 9/5/2022 initial Wiopm A Ak

LI At RFEEF P EER T AR RP P B YO 2022 # 30 7 P AfiTpAR
G TP EL P NERCP) B 4 8 T 2 B L ¥ FIBNT 3 = 2 02022 # 3
TAT PP X2 202297 5p dfrf X7 ERCPA Bp R 0 X
%2022# 97 6 pRFERCP A #5472 L % s v Hil pm s BE- R
e > 502022 # 97 7 p NIk f & 0 P U EBC
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IRB %%L KMUHIRB-F(1)-20220002

E R M FES G A w kY FIoRp S A2 AT @R Z g

£#FwAE  [Noll A |

i BESE S50 %
IRB #3 P 3 CENE Initial/ S ¥-R S
follow up

9/13/2022 9/13/2022 initial RN

PR At 9/13 % — =t vf FAF R 09:15-10:07 > 12 syrige pump - surfactant e B /3 » ¥f 7%
% o ¥ f5 BF @ * noninvasive positive pressure ventilation » ¥ & # @ e gk o i
F #E e E e vital signs stable s & SpO2 B 1 3 88%:> @ ¥ < F 3 93% (PIP
14cmH20, rate 30/min, PEEP 5cmH20, FiO2 43%, Ti 0.3 seconds) * 7 %% & {5 »
% 2 grunting 2z ¥ SpO2 + ki 3 90-91%- iz i 5 subcostal retractione #X
Mmoo 39137 = 14:00 218 0 w §F B4 ETE H B 0 14:00 % 24 F
KR T5-80% SRZEERBAL  RNIRFN A 2T PG F £ 2
FO4FL24F ) m F FERERBIIT5% 5 F kR 85% 0 F] b it A
> 15:40 #-noninvasive positive pressure ventilation :z ¥ » § & p ¢ > & 34
FRIFrE B o 730 17:36 A28 % » Pigtailon %9-2 (GERE © #%9) ° 2 {8
SR WL A A

- & w4

B 5 4

IRB % %L KMUHIRB-F(1)-20210197

[ Mg > 18R 288 Prp EzR 37T F

% ;,éw‘g 35,5‘.,;5 T1220-005-001 e B

ki BESE %
- Initial/ "

IRB #& & p £ F4pE follow up 7 AE RS

9/15/2022 9/5/2022 initial ERp LAk

RERE This subject no. T1220-005-001 was 50 y/o man has esophagus squamous cell
carcinoma . completed the treatment Cycle 1 Day 1 on 06/09/2022~Cycle 5 Day 1
on 09/01/2022. according to protocol Tumor assessment performed 09/05/2022 AM,
Pending formal radiology report.
He visited our emergency department 09/05/2022 PM due to active bleeding of left
neck mass his statement, with enlarging size, superficial wound,and intermittent
bleeding in recent two weeks.After Tranxamic acid and local compression, no more
active bleeding was noted. Lab data showed no progressed anemia. Due to above,
the patient was admitted for further evaluation and management(09/06/2022).
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IRB %%L KMUHIRB-F(1)-20180082

h —SEE 3 W PP R RS e X AR T THEBRR o Hi
CSL112 # »r&H M Bk do Py iz $F XL 38 o 2e i & 2 0

G ;é-?f 3&,5{—?{ 15800010048 FF e dF B:

i BESE S 505
- Initial/ "

IRB & p # F2 PP follow up *LF i

9/19/2022 9/18/2022 initial FRop A Al

PRy At Tracing back his sistory, on 7/21, he sufferred from chest tightness with pain at
middle chest for 2 hours, and he was brought to our ER (estrogen receptor) for help.
STEMI (ST-segment elevation myocardial infarction) was diagnosed, and primary
percutaneous coronary intervention over RCA (right coronary artery) with
thrombectomy and DES(drug-eluting stent)x2 was performed on the same day. His
condition was stable and discharged on 7/26. He was then regularly followed up at
our cardiology OPD (Outpatient Department) .
He denied chest pain, chest tightness, dyspnea, diaphoresis, fever, dysuria,
abdominal pain, diarrhea recently.
This time, he was admitted for scheduled second CAG (coronary angiography) for
further evaluation and treatment.

i & %4

B 5 6

IRB % %% KMUHIRB-F(1)-20180082

FRAH —HEE 3PP B MRS X FRER S T ERHRBRER F
CSLI112 * & ok b /%o iF 32 38 el % 2 2

= ;é‘*,sf a5l 15800010040 B ST i B

ikl HESE S )%
IRB &% P ZRE nitial (R T
’ - follow up

9/19/2022 9/18/2022 initial FRp A Ak

RERE According to the patient himself, he suffered from sudden onset dyspnea and chest
tightness this February and was diagnosed STEMI (ST-segment elevation
myocardial infarction) at -] i ER (emergency room); thus, he was transferred to to
our hospital and emergent CAG (coronary angiography) was done, which revealed 2
Vessel disease and 2* DES (drug-eluting stent) was indwelled at LAD (left anterior
descending coronary artery). After last hspitalization, he recieved regular
followed-up at Dr.3&'s OPD (Outpatient Department). Second look CAG (coronary
angiography) with PCI (percutaneous coronary intervention) of Left circumflex
artery was suggested. After discussion, the procedure was scheduled on 2022/09/19.
Recently, he denied any specific discomfort, included chest pain, dyspnea, DOE
(dyspnea on exertion), fever, chillness, abdomen pain, tarry stool, bloody stool, or
recent weightloss. Due to above reasons, he was admitted today for
peri-catheterization management today
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IRB %% KMUHIRB-F(1)-20220110

g A - EZ )~ BT N A RSk 0 ViR Lazertinib B F A 1 43 St
Amivantamab #p #T# "% 571 Amivantamab 2 S5 A T % #F b 52
Amivantamab > 44+ 3% = Osimertinib % i* #;5% e Bt £ 5 EGFR R¥2
B F A 2] dn e 0 R B X

@ BEF | 340001 L3caw W7

ik (4> i 3F St
" Initial/ )

IRB&ZEP # FAPH follow up *AF i %

9/19/2022 9/17/2022 initial FRop A Al

*AF RE ZRE LU AR H ok IR AL SALTFANLA K
oo g A o s R S P A PE R -

ad * " &

B 5 8

IRB Y%L KMUHIRB-F(1)-20200171

R EH "% = {7 (Tenofovir alafenamide)ir 5 ~ 127 L2 f 3 B A5 & & 2 »e s
% > M=% (TAF-Deliver)

%@ w%F | DE-0L-07 Lrcaxw W7

ikl BESEEE L
y Initial/ ,

IRB &3 p FAPY follow up AR RS R

9/20/2022 9/16/2022 initial Fiom A Al

LI At He suffered from conscious change in recent days.Associated symptoms included
insomnia and constipation for two days.He denied fever,tarry stool,diarrhea, poor
appetite,nausea,vomiting,abdominal pain or other symptoms.PE (physical
examination) showed general jaundice. Lab showed normal infection parameters,
hypoalbuminemia,PT (prothrombin time) prolong,hyperbilirubinemia,elevated
ammonia,thromnocytopenia.Under the suspect of hepatic decompensation related
hepatic encephalopathy,he was suggested admitted to our ward for further care.
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IRB %%, KMUHIRB-F(1)-20200091
E M —FEH B CER AR s RN BT S R S E R g
Mtt B AN Sl o oni g 2
£EFFREE [ 1011 IR |
ik (4> i 3F St
- Initial/ ,
IRB&ZEP # FAPH follow up *AF i %
9/21/2022 8/30/2022 follow upl TR U AAEG D
PRy At B %3t FU24wK "E3042 § 4 # % (2022/3/30)% 3% S7 5 1cm new tumor, =%
4119 & {7 9% w0 vz 3 ek (liver aspiration),3F 2 & & & 14 kw2 ;2022/4/20 %
MRI # &, % % 3% S8 7 0.7cm st i 3+ (suspect small hepatocellular
carcinoma),2022/5/5 i 7 i F WP A L S EIRBI I FRE ISR T
2022/5/9 ke o >t 2022/8/30 T e AR E B BA T ST EHARK
k& 5 h
B8 10
IRB %% KMUHIRB-F(1)-20200168
R - BERET LT BT 8 L &k (GC/GEIC) chg & hde < 0 et
t4-4f 24+ Durvalumab ;o 2 FLOT it 8 » 4% 4 244+ Durvalumab /o5
g Fe ~ B - AR - § = #%(MATTERHORN)
% W e E7404010 1z |IWE
ikl BESEEE L
IRB #.3 p # 49 Initial/ Y TR
follow up
9/21/2022 9/7/2022 initial F3om A Ak

LI

2022/8/24 A & LI CT » I b VR L js30 i gr e SR B < 0 & A4 R IR
A EBRpFE P LRI PR RARENEE > P 3 P
A A AR D S R R o d N R T 3R R 2022/9/7
B0 99 IR AR Fid FipR oA R R Y Invanzo d Ik Y & 0k
CRPA(Carpenam-resistant Pseudomonas aeruginosa) > F]#* 14 % 2 3
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IRB %% KMUHIRB-F(1)-20200055
wh R PR TIRES T A A Tk e R £ S B TR (7 e 3E
RISDIPLAM F¥ x4 :85%
XEFFREE [ 1252 IR |
i BESE S 505
" Initial/ )
IRB&ZEP # FAPH follow up *AF i %
9/21/2022 8/26/2022 initial WRop A Al
HAF R R FIR G afee i 2 20302022 # 8 7 26 PR F Al LU L AR
BAfrE&EL§ 3§ B PRI Fiohie kiR 32022291 5p 4
P o
- * WA
B 5 12
IRB %% KMUHIRB-F(I)-20180082
R —HE 3PP R s e XFAER T EHRRER
CSL112 * »t &M 5 kb P i #H X 2 F o oni & 24
% ;,én—‘g 3&,5‘.,—%7 15800010040 7 B
i BESRTE L%
y Initial/ ,
IRB ¥ P # FAPY follow up AR RS R
9/22/2022 9/20/2022 follow upl WRop A Ak
RE BT After admission, pre-coronary angiography examination was done. On 9/19
coronary angiography & percutaneous coronary intervention was performed and it
showed left main with two vessel coronary artery disease, status post percutaneous
coronary intervention with drug-coated balloon x1 in left main artery to left anterior
descending artery; drug-coated balloon x1 in left circumflex artery.

After percutaneous coronary intervention, we kept Aspirin 100 milligram 1 tablet
once daily plus brilinta 90 milligram 1 tablet twice daily and kept outpatient
department medications and risk factors control for the patient. Therefore, he was
discharge with stable clinical condition and cardiovascular outpatient department
follow-up.

7 £ A

15




B8 13
IRB %% KMUHIRB-F(1)-20180082
O 2 —HE 3PP B RS e IFAER T EHRRER
CSL112 # »rH M 5k do viop iz #F L 38 o 2e i & 2 0
G ;é-ﬁ %%ﬁ,—'ﬁ 15800010048 FF e dF B:
i BESE S 505
., Initial/ 1%
IRB & p # F2 PP follow up *LF i
9/22/2022 9/20/2022 follow upl ¥ A Ak
PRy At After admission, pre-coronary angiography examination was done.
On 9/19 coronary angiography & percutaneous coronary intervention
was performed and it showed: triple vessel coronary artery
disease, status post percutaneous coronary intervention with
drug-eluting stent x1 in left anterior descending artery; plain old
balloon angioplasty in left circumflex artery.
After drug-eluting stent implant, we kept brilinta 1 tablet BID (twice
daily) and bokey 1 tablet once daily. Therefore, he was discharge with
stable clinical condition and cardiovascular outpatient department
follow-up
e & G4
BB 14
IRB %% KMUHIRB-F(1)-20190088
kA - JEHT g g 44 2o luspatercept (ACE-536) ek 5k e R X =R £ % 2
Mz % 30 Hp ~ B H oo ¥ ER o
% ;,éw‘ﬁ %éfu—‘ﬁ 760-1001 e B
ikl [JE > 47 %%t :
- Initial/ 4
IRB &3 p ¥ 2 p 3 follow up *FE RSk
9/26/2022 9/18/2022 follow upl Fiopm 4 Ak
AR BE After admission, we kept antibiotic with Moxifloxacin for appendicitis. She had
mild abdominal operation wound pain and analgesic drug was given. Jackson-Pratt
drainage over cu-de-sac revealed decreasing light yellow-red fluid. We let her try
water on 01SEP2022, then clear-liquid diet since 02SEP2022, and then soft diet
since 03SEP2022. Under her stable condition, we let her discharge on 05SEP2022
and arrange outpatient department follow-up on 08SEP2022.
In outpatient department, JP drainage was removed on 08SEP2022 and discontinue
antibiotic with Moxifloxacin on 18SEP2022. The SAE was resolved on 18SEP2022
by PI’s judgement. We will arrange dose 48 day 1 on 27SEP2022.
7 £ B
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IRB %% KMUHIRB-F(1)-20210197

k4 12 afatinib 22 BI-754091 4> 7 B2 & if Sk + AL w2 o B0 2 % - B TRA
#% (BEAR study)

G ;é'g 3&,%,{—'5 T1220-005-001 FF e dF B:

i BESE S 505
- Initial/ ,

IRB&ZEP # FAPH follow up *AF i %

9/26/2022 9/12/2022 follow upl ¥ A Ak

PRy At He is admitted for left supraclavicular metastatic tumor bleeding this time,
2022/09/05 radiology formal report : Metastatic lymhadenopathy at the left
supraclavicular region Progressive disease, according to protocol arrange off study
treatment(07/Sep/2022). we use Tranexamic acid was prescripted and bleeding
mildly imporved also consulted otonasolaryngologist for evaluation of left neck
tumor. Due to high risk of operation and high possiblity of residual tumor, surgical
treatment was not recommended. The patient understood and agreed for further
CCRT (concurrent chemoradiotherapy) treatment. 1st coarse of Cisplatin 99 mg +
Etoposide 116 mg was initiated during 2022/09/09-09/12. There was no obvious
discomfort mentioned during the chemotherapy except abdominal fullness. Recheck
hemogram showed no neutropenia.Under stable condition, he is then discharged
today(12/Sep/2022) and kept outpatient department follow up on 19/Sep/2022.
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IRB Y%L KMUHIRB-F(1)-20210122

b B - MR AR o BR >~ X AR 3P F& 0 v Tirzepatide &2 % /A
BB ¥ foih oo fma waky g & choocfed > (SUMMIT)

ZHH IPA 10536 1z WE

i SRR
IRB 2 P # CERE Initial/ 3 UF R %
follow up

9/27/2022 8/27/2022 initial Fiop A Al

AR BE RFEw 202287 27 p AR W -FRRARP P X
(27Aug2022~31Aug2022) -
Paly {Fwihpfia FL@EFEFY -
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IRB %% KMUHIRB-F(1)-20220006

PR teiF & M TR B 40T o Dapaglifiozin % 1 %05 ¥ 4 3] 5 8 & & o

Frefek 2 - AT E A Fangl o Bkl RG-S S wEy
£FFREE [ 051 euk [WE
ik (4> i 3F St
" Initial/ )

IRB&ZEP # FAPH follow up *AF i %

9/29/2022 9/13/2022 initial FRop A Al

PRy At The 77 year old man has the underlying disease as following:# Residual type B
aortic dissection, # Congestive heart failure# Major depressive disorder# Type A
aortic dissection, post TEVAR # CAD (coronary artery disease), under medication
control# Hypertension# Chronic kidney disease, stage 4. He was admitted to KMUH
due to fever on 2022/9/13. Laboratory data revealed leukocytosis and pyuria.
Condition was improved after antibiotics and discharged on 2022/9/16.

e & % 4
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IRB Y%L KMUHIRB-F(1)-20200140

b B -G S B R AR Y AR AR S REF ISR e 2R B AP

X » @& * Tenofovir alafenamide /o5 {6 > %% " & B IR {5 1L
(ATTENTION)

R WE SPLH TWO01-005 2z2eu1% |z
ik BEREE X
" Initial/ 54
IRB £3& P #F F2pH follow Up EI N NR S
9/29/2022 8/30/2022 initial FRp AR
FRFEREE KR E 3 2022/08/30 # 4E A i 3T < fe FRaAd S0t LRk g FEF X A s,
I MRl 4,2 3t 2022/09/01 4112
- #* R
B8 19
IRB %%t KMUHIRB-F(1)-20210084
VERRH —IE 5P SRR f OB H R RS 0 37 Abelacimab (MAAB86G8)
Fap A E Ap st B 24 Rivaroxaban Jofos 5 ¥R R F h® 2 feaf X
£@FFR%F | 7003007 Lzcuw W7
ikl BESE S
" Initial/ 24
IRB #J& p #F F2pH follow up EI N NR S
10/3/2022 8/9/2022 follow up2 FRp A Ak
AR R B 2022/7/113 p 7 o~ Bedh iEfL g 5 8 B 7] 1. Acute thrombi formation in
the arterial structures of the right lower extremity found
0n2022/8/9~2022/8/192.AHF with decompensation 2022/9/8~2022/9/20 3. Septic
shock with aspiration pneumonia 2022/9/8~2022/9/20 % ¥ i+ # 5k Ay FFat £ | p
AR o S R ERAY
s E T4
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IRB %% KMUHIRB-F(1)-20200144

E M —HBEFZHEP LR ER X ERER PRSP wiE% =& Durvalumab
& B T G s 2k Y R IRaLd) @i s a i Bk e k2 &
% (KUNLUN)

P FMEE | E7402014 IR |

i BESE S50 %
- Initial/ ,

IRB & p # F2 PP follow up *LF i

9/7/2022 8/30/2022 initial FRop A Al

PRy At Subject E7402014 came to OPD for C1D8 survey. Lab data showed 9.38 for
creatinine , 4.48 for CCR. The acute kidney injury was diagnosed on 29 AUG 2022,
suspect poor intake related. Subject went to ER on 29 Aug 2022 and was
hospitalized on 30 Aug 2022.The intravenous fluid supply was given to subject.

7 e 4

B 5 2

IRB Y%L KMUHIRB-F(1)-20200144

b B —HBEFZPH g LR ER X ERER PRSP % =& Durvalumab
& B FE I B 2 Y R IR~ g2 Rk h s g ahk w2 &
% (KUNLUN)

% ;ga;ﬁ %ﬁfu—'ﬁ E7402014 e B

i BESRTEE L %
- Initial/ ,

IRB &3 p FAPY follow up LI SR

9/8/2022 9/7/2022 follow upl =

ALFEBF After admission, we managed aggressive volume repletion. Consciousness gradually
became drowsy was found on 2022/9/3. Lab survey for conscious change were done,
favor impaired renal function, hyperammonemia and hyponatremia related. Brain
CT scan showed no ICH. Urine and blood culture showed Streptococcus agalactiae
wild type on 2022/9/2 and Cefepime was shifted to tazocin and teicoplanin.
Lactulose enema Q12H-Q8H for hyperammonemia and blood transfusion for
pancytopenia on 2022/9/4. Fair shortness of breath under nasal cannula 2L.
Esophagogastroduodenoscopy on 2022/9/6 for difficult NG insertion. Hemodialysis
arranged on 2022/9/5-6 because of sustaining anuria, but apnea with CO2 retention
was found while hemodialysis on 2022/9/6. Progressive bradycardia and
hypotension was noted on 2022/9/7. Patient expired on 2022/09/07 23:36.
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P h A

—HBEFZPH PSR X EAER SRS Y & * & Durvalumab
& H R T G b2 T R INa ) g s e Bk e g2 B
(KUNLUN)

W

R R

2022A192010(E7402010) | ¥ 2 < i 4% |7

i & HESE S )R

IRB &% P

Initial/

4 p ¥ * AR B H
FLPH follow up Ll

9/15/2022

5/16/2022 follow up2

*AERFE

On 16-May-2022, the patient experienced grade three dysphagia. The event worsen
dysphagia became serious on 18-May-2022. At the time of reporting, the event was
improving. %] Pl 2] #_SAE:Dysphagia ¥# Radiation therapy ¥ iz 4p i » A 7| 23+ 3
F/aFAEZp [P H/ICF R » #2225 SUSAR -

£ R E 3 22-Aug-2022 7 = 12 A5 B 0 7= R F] 5 tumor rupture » 03-Sep-2022 F]
eCRF FH { #7424 - £ 71 CIOMS form » 5 a4Fid 3 - R+ > il 3 TFDA -
Summary of follow-up information received by AstraZeneca/Medimmune
03-Sep-2022: Added death details.
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IRB Y%L

KMUHIRB-F(1)-20200144

g2

-~ EZE R B X AR SRS Y w5 7= Durvalumab
& BRI g 2 0 B RELH R E L R S Bk e R B
(KUNLUN)

¥

e

2022A312535(E7402014) | 2.7 = i 3¢ |7

alnd HESE L)%

IRB &P

Initial/

c 4 p g Y t4 5
FLPY follow up F R

9/21/2022

8/29/2022 follow up2 7=

AR B

Study therapy started on 21-Aug-2022 for esophageal squamous cell carcinoma. On
29-Aug-2022, the patient experienced grade five acute kidney injury. Patient come to
OPD for C1D8 survey. Creatine 9.38, Ccr 4.48 and acute kidney injury was found on
29-Aug-2022. On 03-SEP-2022, the patient experienced grade four Potential hy's law
(preferred term: Drug-induced liver injury). Lab data shows SGOT:159, SGPT:86,
Bil(total):2.18, meet Hy's law criteria.

The action taken with Durvalumab/Placebo, Cisplatin, Fluorouracil and Radiation
therapy was discontinued on 22-AUG-2022.

At the time of reporting, the event of potential hy's law was ongoing. The patient died
from the event of acute kidney injury on 08-SEP-2022.

The cause of death was acute kidney injury and sepsis.

The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Cisplatin, Fluorouracil and the following
event(s): Acute Kidney injury and Potential Hy's law.

Summary of follow-up information received by AstraZeneca/Medimmune on
16-Sep-2022: New event Potential Hy's law (PT: Drug-induced liver injury) added
into the database. ¥] SAE:Acute Kidney injury 2 Potential Hy's law #3552 % 1
Cisplatin 2 Fluorouracil sg#p 2. % 2 & J& » ##|2_5 SUSAR » I ii 38 TFDA -
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