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He was just discharged from our ward on 08/12 for sepsis, focus on left left
pre-auricular area folliculitis. However, after discharge, high spiking fever with
chills up to 39'C was noticed with new skin redness and swelling over right scalp
area. Cough with whitish sputum was the same as his baseline. He denied
abdominal pain, nausea, vomiting, diarrhea, dysuria, joint pain. There was no
specific travel/contact/cluster history. Due to above reasons, he came to our
emergent department for help.

At emergent department, initial vital signs were: Consciousness: alert, Glasgow
Coma Scale: E4V5M6, body temperature: 39.4 °C; heart rate: 114 beats per
minute; respiratory rate: 16 cycles per minute; blood pressure: 134/70 mmHg;
pulse oximeter oxygen saturation: 95 %. Physical examination revealed right
scalp redness and swelling. Laboratory data showed pancytopenia, elevated
C-reactive protein( 136 mg/L).Dermatologist was consulted and right scalp
carbuncle was suspected. Empiric antibiotics with Tazocin was added on and he
is admitted for further care and follow up.
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E 5

% 3 % % % | 8860100896
RORRAN | 27 % fol'r'wvatljp REEY | EMG | P AF REE
2019/8/28 | 2019/7/20 follow up1 S TR
$ & A R |2019/829% 2% R/ R
A FIE R~ Be R AR A A F SR LEBERS TR A
PR AT A ERRL 2 PAIEL -
25 AT ARE AR T AL ? F 4p B
26. AR F A N AL ISR A 2R 7 AR
2. ASHFFEARFAFRAGFFARE A AL e w223
%7 F
28. AU AFEEARKEE B AW ] 9 A
20 RF FAARS (ble: TR FLEABAIL TR 8 AL T
£)?7 3
VP EIF IR L FRFLT T
2hEY 2R LEAIG D
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| R B % % | KMUHIRB-F(I1)-20160111 Bc& # 2% 2 2 L3 #p B 42 4F 16

¥ 3 ¢ H | ARCHES:#$HEH AR TR L® 21Uk & F > 4% Enzalutamide
Jﬁﬁ%i%%%(Nﬂ)ﬁ@%iﬁmhADT@—ﬁéﬁw\iiﬂ‘
R s Bp o UE R RUR B X 2 2 Bk

% % F B ¥ | Updated event onset day to 20Jul2019.

As per protocol, prostate cancer is underlying disease and this hospitalized event
was due to weight loss for further management, thus event term of initial
reporting [worsening of prostate cancer] has updated to weight loss. Nutrition
supply has given as treatment of weight loss. Subject was discharged on
02-Aug-2019 with stable condition.

concomitant medications the patient was taking up to 30 days prior to the event
onset has been updated on section of Other Relevant Concomitant Medications.
Onset day also updated to 20/Jul/2019 in compliance with date the event first met
SAE criteria.

£ 3 % % % | 8860100896
IRBERERH | #2709 oMo up L8 | AN® | 3 AFpEL
2019/8/28 | 2019/7/20 follow up2 =" T R AE
& & 8 2019/8/29% 54 F/% Fu
A FIE R~ Be S S ARIAN A AF SR 2B RS TR A
JRAREE S REFRAL EEN GPR/GL
LA AR N RALLFT T DA ML 7 AP M
32. A ARE 2 AR ATLIFY X ZIFY ? 2ATH
W AFXUFFPARMAF R BFHAE W A g2 e w{ 22T R
% 2 F
3, A HFE AP E B LY 2 E
3. LF FAMS (Do T TR FRE BRI TS AR W
)7 %
. P HLF IR EERIEE T
ThHER 2RFLEAE/IGER
i EEE
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KMUHIRB-F(11)-20150098 pB:& 7 2% i 2 2L5p P 423 3F 35

- ERERAMERAL TR L F A ALFEF RGN S
i * bexagliflozin $+#% it & ¢ % (hemoglobin Alc) hie#

B & F

After admission, we gave aspirin 100mg QD (once daily) and dipyridamole
25mg 1tab TID (three times a day), adequate hydration, control BP control <
220/120 mmHg. We arrange serial exam: Brain MRI(magnetic resonance image)
showed acute infarction in left pons, TCD(transcranial
Doppler)/ECD(extracranial doppler), Holter's scan.

chest X ray showed RUL (right upper lobe) nodule, we arrange chest CT
(computed tomography) for further survey. chest CT (computed tomography) on
8/12 showed a solid nodule in the right upper lobe of the lung and bronchitis in
the right upper lobe of the lung. Probably Mycobacterium tuberculosis (TB)
infection. consult infection department for evaluation, suggest transfer to
isolation ward and collect sputum acid fast stain*3. No fever, no cough, no body
wwight loss recently. The result of 3* AFS (acid-fast stain) showed all
negative, bronchoscopy arranged on 8/19 for sputum collection and tissue biopsy
if available. The result of Bronchoscopy collected sputum showed acid fast stain
negative, PCR (polymerase chain reaction)negative. Due to relative stable
condition, he discharge on21AUG2019 and chest OPD (Outpatient Department)
follow up.

2 #E %5

4768001014

IRB#&ZEP #

Initial/

AR s %
follow up L

w2 P

2019/8/28

2019/8/5 follow up1 2L5p gy PoEF | ERop A Ak

$ & L 8

2019/8/29 % 4 £ B /% %

o b FlEMR L Y R r e B SRR RE R RF R S AL

T RERTAMIE P EFFRR LT ERBIIRRE R gﬁvﬁ/&

% o

37. AN AR E iE 5 R

38, At R E F AR

39, AR R E F AR
w7 E

40. AW ARF E AL T B LW AR oY 7 A

41. B F 2 4Rk (B4 Vi T s A0
)7 %

R.G7HHIFAFIRFLERFL?E

T HEE I ERFILPEF/IGE
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R A7 - Fp Hp 2 gﬁp 0 2LIE 4
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KMUHIRB-F(I1)-20170108 f& # 2% i 2 2L3p 8 B 423 4F 26

— 78 Pracinostat & # azacitidine * >t # % 18 k3T %75 £ ¥ 8¢y & i
PARTREFEE NP R X EHER LY gL
Tk RS

This time, he presented with fever with chills for one day. Associating symptoms
included carbuncle in right temperal area. Now, he has been under gamciclovir
250 mg TID (three times a day) and topical antibiotic with fusidic acid. No
apparent pus formation, but local swelling with erythma was noted. He denied
dyspnea, cought with sputum, abdominal pain, diarrhea, dysuria, urinary
urgency, and urinary frequency. As mentioned above, he visited our emergency
room. At emergency room, the conscious level reveal E4AV5M6. The vital sign
show [2019/08/28 10:00-10:30] BT (body temperature) : 38.1 “C; HR (heart
rate) : 115 bpm; RR (respiratory rate ) : 18 cpm; BP (blood pressure) : 120/73
mmHg; SpO2 (pulse oximeter oxygen saturation) : 99 %;. The lab data
neutropenia and elevation of CRP (C-reactive protein) reveal The chest X-ray
reveal bilateral increasing infiltrating in bilateral lower lobe, but no apparent
pneumonia patchy was noted. The EKG revealed sinus rhythm. Under
impression of neutropenia fever, the emperical antibiotic with brosym 4 g was
administered. So, he is admitted to our ward for further survey and treatment and
follow up lab data.

XEEX?

52150013

IRB 423 p

F3 followtio FEMG | 3 OUF RE R

2019/9/4

2019/8/28 initial g Tacip M | FRp LAk

¥ & L 8

2019/9/5 % 4 4 R /% 3
i 4 ] Febrile neutropenia fifx e ot =t 5 i 4P B 7 AR 5 A kadR A
“i;l’—fa'v’;ié’ﬁ BB R C @F?ﬁ‘ﬁi )2 g’]‘*ﬁ;/’,‘;ﬁ )
43. h A FE R R PAEF T P ML T i e B

A4 AR S R ALASEI 2L O R

45 AU FF AN AT RIBFAAR A ZA e w2 GTR
%7 E

ATUFFEARELT B A FZHHH 7L

AR FULARRT (blhe D TR FEF A ARIL S 7 i R EFR G M
#)73

BFVHELETIAFE GRS 2T

%ﬁ“g—-‘% CEHRF LRI S

46.
47.

EX:]
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KMUHIRB-F(11)-20170108 fc& # 2% ¢ 2 2378 B R84 27

— 78 Pracinostat & & azacitidine * »t# ;5% 18 A #72 %7 5 & 14 F &t d o I
PAGFREFER RS2 R A RBER S o SRR
TRk i

ifﬁfgﬁ‘;ﬁ%%%&]‘mﬁ %\;EEFE L L—‘?;bﬁﬁfﬁg7§;’é’-7 e');}f:i’; ol\]%%
#F 5215-0013#2019TWO019322 Follow up 1 5§ . » #defif 2 5 12 A% o
Follow up information received on 19-Aug-2019.

The stop date of the event fever was on 12-Aug-2019, and the patient was
discharged from hospital on the same day.

Additional medical history included gastro-esophageal reflux disease on
04-Jun-2019, edema limbs on 02-Jul-2019, pustular rash of back neck since
23-Jul-2019, left hydronephrosis on Jun-2019 and occipital abscess and infection
on Jun-2019.

Company comment:

In this follow up event outcome was reported as recovered and patient's medical
history was updated. Causality for study medication

and azacitidine remains unchanged.

£ 3% % ¥ % | 52150013

IRBEZEPH | 208 followtio REWH | FIEMG | R UF R
2019/9/4 | 2019/8/1 follow up2 PAEH | TacdnM | BERE A AR

2 & 3 8 [2019/95% 54 B/E R

o A FlE MR e B AR A RE RS S 2 BER S
%hil—-’bziﬁg‘ﬁﬁ 2 L*Fiqﬁg’]ﬁ"’g/x%ﬁ

‘q.p 'p ;\—‘ﬁ 7‘?,:'—

49, A X AFE 2 ARSI T P2 T AP

50. A X 4R F 2 AP REH TR B 2bapdp Q 2Eap

BL AU FERARPILFRLRFAHB A A2 e w22 G TR
w7 E

52. At R F A RAELT P LA 4N 2 &

53. A F FuARMmS (blde ! PR FEGTAPAIL - 7 it & f AP FE G M
£)?7%

BA. G+ 3 A ARG AEREL 2T

%ﬁ%—-‘% /’32;52}1‘_:, i*‘b%/r}ﬁ
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| R B % % | KMUHIRB-F(11)-20170136 B# 7 2% 2 2 225 H AP 3gd 8 5

R R A AR R %R TR RS I TA ARG 2L B
APF L =324 0 i Tenofovir Disoproxil Fumarate (TDF) 2 /2 # i v PR3
# 0% (OAV) ## 4 3 Tenofovir Alafenamide (TAF) & > % 3%

# % F B ¥ & | SUBJECT SUFFERED FROM ACUTE ONSET OF LEFT FACIAL PALSY

AND SLURRED SPEECH SINCE 30AUG2019,WITH ASSOCIATION
SYMPTOMS INCLUDING LEFT FACIAL PALSY, BILATERAL SOLE
NUMBNESS FOR SEVERAL YEARS, CHOCKING ONCE TWO DAYS
AGO, FINGERS AND TOES NUMBNESS FOR 4-5 YEARS, AND LEFT
TINNITUS FOR SEVERAL YEARS.DUE TO PROBLEMS ABOVE, HE
WENT TO ER (EMERGENCY ROOM) FOR HELP ON 2SEP2019.LAB
DATA REVEALED ABNORMAL RENAL FUNCTION.EKG
(ELECTROCARDIOGRAM) REVEALED SINUS RHYTHM.BRAIN CT
(COMPUTED TOMOGRAPHY) REVEALED NO
HEMORRHAGE,BILATERAL HYPODENSE LESION, SUSPECTED OLD
LACUNAR INFARCTION.UNDER THE IMPRESSION OF ACUTE
ISCHEMIC STROKE,HE WAS ADMITTED TO OUR WARD FOR
FURTHER SURVEY AND MANAGEMENT.

£ # ¥ % % | 3076-56815
IRBEZEPH | #4p% followtio LEEH | IEMG | 3 U RBE

2019/9/3 2019/9/2 Initial 2E3F 4 L
2 & R R [2019/94 % 454 E/E Rl

A FlEMAE L Y R G Bt G AFRP REF RF RS AEL G
TR EERTAIMN C REFR O EREFEIFA

55, AXH FF AR EFAT AP A A

56. A=t AR FE 2 AR R H IR Y N 2LAp )y Q 2EIE

57. AU FEHAFEATRIFFAAB A AL v e w{ ~2F TR
7%

ARUEFFREARPEE T P LR 7 A

REZEAFBRS (MHc PR ZEFEABAT 7y LB TE T o
)? %

6.+ R AFAFIAFAERIFL V7T

Fhek tERPAPEIGA
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| R B % % | KMUHIRB-F(I)-20180110 Ji? # R % 2 & 2Lap 9y K AL % 1

& 2 M| oEArms L KA (Aromasin, exemestane) J i F % RS HaL Y
7 e | 3 Tk 2%

3 4 F B¥ @ | 3% 5805+ 23-May-2019 & ¥ ICF ¥ % 11-Jun-2019 f 4:1¢ » ;25 * % -

s 3R >t 29-Aug-2019 5 FF 7] urinary tract infection fever 1 & ¥ &3 ,ANC
#ig 909/mms, 1+ 30-Aug-2019 ffrde % urinary tract infection fever 7o,
*+ 02-Sep-2019 iz o

£ # ¥ % %.|S805
IRBEZERH | #2209 fo'{f(')f,'\,al'jp LW | AEMA | 3 aFmiEk
2019/9/5 | 2019/8/30 initial T I E ST
2 & & £ [2019/95% &% E/E pl
REEYE TR L O S S N A
i EE LM ERRRRE CRFFR O ER PR
6L At ¥ H S RAEF L ML 3 L T g
62. &L AF F 2 A R ALLITH & AATH 2 2AATH
63 A UFFEARMIAFI R FHF AL A2 e w2252 R
% ? %
64 AU AFFESRALT P LAY ? L
65. £ F Zu AR (bldr: VA RFAABET TN L AP TR M
)7 %
66. ;%";J'%,L#? AFRE L g;ﬁﬁﬁ% ? %
FREF ZERFATAE/GE
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| R B % % | KMUHIRB-F(I11)-20190046 fc& % 2 E 2 % 2L5pp I 48 4F 5

R P M| - RS HES DR L R F % Niraparib # * Abiraterone Acetate %
Prednisone ;> - 4p#>" Abiraterone Acetate 2 Prednisone ;% 0% 3 ¥ 4§
B e s % BAHE - D %

7 % F & ¥ ¢ | Hereceived regular treatment at our outpatient department for androgen

deprivation therapy and Xgeva for bone metastases. Becaused castration resistant
status, he received clinical trial therapy (abiraterone + prednisolone versus
add-on Niraparib) since early August-2019. He also received Xgeva on
Aug-21-2019. However, he felt general weakness and illness and return to our
clinic earilier. Hypocalceia was suspected becasued of the side effect of Xgeva,
we check the serum free calcium and hypocalcemia was noted (3.37md/dL) and
he was admitted to our ward for calcium supplment and further survey.

XKL

110279

IRB &P #

Initial/

wmAp Y follow up FlEME | 2 2F BE%

2019/9/4

2019/8/29 initial

PARM | Fop A Ak

¥ &2 &L 2

2019/9/5 % 5 % R /& 7o

Lops A FIM4TE g i be o gt =0 5 AR BE 7 AT 2 5440404 0 55 0R
REMIBE ERBORR ¢ RFFR ER EPF/GH 2005
FIp F 2E 58 LEHERE - SR AT AT AER - c RFFRR
2Rk gV RIGA

2019/09/16 € 37 35 i £

67. * XL F E N ET L AR IL? 7 AP

68. A AR FE E AR R H IR N 2ApHp Q 2LIE

69. AU HFEANPLI A RFFAAU A AL e {22 G TR
% 7%

AXUFFEARELE H LR ?

RE AR (b PR ZREFABAIT 7Py LB TE T M
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RGg7RIFAFNRFRERFL VT

ThHER 2RFLEAIGER
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B e TR £ 3.4mg/kg EREE Nl R
2018/09/16 #. & >
thrombosis) °

Eﬁ:%: 0:}]%»{

AL REFACEEE - F TREZH
# =izt 2018/00/18 06158 ~ 0708 1% 5 24w 164 4

”éﬁ%— W2 ik

TS

“~

SRNE . I R T A

I" ]\)a
H oz AR o R RIS %2 % (deep vein
§ﬁ%ﬂi%"%?ﬁ%’%
ﬁ * 4? * AR

ra:f*w g ichk o BF SRS P

B B 14

| R B % % | KMUHIRB-F(I1)-20170132 Bc& # 2% 2 2 2L3p ) B 4Ed 47 1

% Oz ﬁ- [DRZNIPEY BN oA S

AR BF | S 4 2018/09/12 ¢ E B AR e Rl g A £ 20mglkg o 2t F R R

/pIi o |E ‘5’\

2R OR Y |
# 2018/09/18 02:25

TS Rk

F 2% 3R > %5 epinephrine 0.01mg ## 7% 3 8¢ o F]3 R fFAj% %4
dopamine 2mcg/kg/min ift 4 i3 &4 > 4 (2 Ny s &1 ° ¥%Jh 4 *t 2018/09/18
08:42 3 # 5= o

£ # ¥ % % | KMUHIRB-20171101 Caffenie 008

IRBRERH | #2039 fo'{,‘(')f,'val'jp REGEH | FIAMG | 3K R

2019/9/4 2018/9/12 initial ZEAF ) FApm | =

2 & & B [2019/95% 54 B/E R
LpA s F ARFREE  SERLE - - 2T FRP FEF LFR
B ATERAR S 0 BRER R A A2 R R BB ARFHRES AP
Mo @R oZER €A/ h . 2AUFSAEFEF A p I
2018/9/18 » T 4p T 47 IRB p #p 5 2019 & 9 ¥ > it ag Bl 4p » il 4w
% i £
73 AXHFFENRFEEFTY m#ﬁﬁaﬂ*‘?% ¥ A AR B
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6 RSHEE AR [ E AL 2L
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| R B % % | KMUHIRB-F(I1)-20170132 Bc& # 2% 2 2 2L3p H) B EEd 4R 2

% Oz fﬁ— IR IPEY - R 1 A0 W1

*RFE RBEE *'f-}xf‘s A3 2018/11/21 ¢ = B 4n A e Tl 4 A E 20mglkg o 2o fs A X R AR

B e BRI R BmE/Kg 0 i A 17 rE e b 2 % 0 gt 2018/11/23 33 B
e TR 3 10mg/kg e Wﬁrsﬁ% i 2 & %> > 2018/11/27 2_ 3 x 37 4 B T
Ydpdec F 9 (CRP) < gt = » s R KT 2 & R LERER
2% R R o BRI R o 0 o 4 T IR S R M N S

( Disseminated Intravascular Coagulation) % %4 i (acute kidney injury) & 2
£k > Fot Rasitol pump, Dopamin pump, Dobutamine pump 7R o 3%
2018/12/10 "o3R42 3 g = Bl B E P Ja ~ + R Z RAFE N da o 30
2018/12/1121:20 % 4 i E ~ o ¥ T F 2 A5 w,‘ TG R RN
*HHER > £ %5 epinephrine (1:10000, 0.1ml/kg/dose every 3 minutes) - 5
»+ 2018/12/11 22:33 7 # 7+ =

X EE L]

KMUHIRB-20171101 Caffenie 015

Initial/

IRB #%3& p %7 FLPY follow up RZIGEH | FIEMG | 7 2F Bis ¥
2019/9/4 2018/12/11 initial ZEAF ) FApm | =
2 &4 3 2 2019/9/5%5;@ W
1],;5 ﬁpr—]“‘ﬁﬁi" L fcts - °ﬁb’f%‘3§FFmF\§§:'€_7’hi"‘
= A7 'ﬁr'fﬁ 20 K ],;3 SR R LA %’iﬁ’ ERE e i o Ol 2
Mo t@FEd R oZER EVA/Th . 2AUFSAEFEF AP
2018/12/11 » i 4p 547 IRB p # 5 2019 & 9 7 » Bt at Bl 4 > il 3%
kL
2019/09/16 i 3R :: 5 i £
79. AR F AP ETY %mha&é EAVAD S 1)
80. A=t FE % R ALF A N 2LARH Q2
8l A AFF 2 ARG I%xpéj‘ Hu A gde s A2 G2 h
7R
82. AR IRF ¢ FF AT P LR N 7 A
83. A F ZUARM™ (bldv PR FRFAAWAIL - Vi & LR FE G M
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BA G R AFATIAFAERFEL VT
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| R B % % | KMUHIRB-E(11)-20180285 jic& 7 2 ¥ 2 2 2L5p Hp R Rad 3F 1

FoE P | R AN E R REAHEL KRR DTSR RIRD R RO
* Y BT Y

FAERBREE | X ;édﬁ ] Congestive heart failure ~ Inluenza A infection ~ Acute kidney

injury ~ Recent NSTEMI and af (atrial fibrillation) - Desaturation and bradycardia
were noted gradually. The patient and his family confirmed DNR (do not
resuscitate) with all refusal. Asystole was noted at 2019/07/10 03:42. We then
declared his death.

£ # ¥ % % | KMUHO012
IRBRERFH | #4pP folloncun LEEW | RMA | 7 OUE RE R
2019/9/6 2019/7/10 initial e T TR e
2 % A R [2019/9/10% &% /& 3u
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FIEFERI TN CRFFRAL 2 E PRI R
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| R B % % | KMUHIRB-F(I1)-20180057 & # 2% it % 2L3p ) P 4R 4 27

i F b A 2 AR RILE A FF Sofosbuvir/Velpatasvir 3t g 7 % # e C35F L
SRy BRI RA AT E ERECAPTULR R F SRR
SN2 AR BT R

AR ¥ E | B R 2019/09/04 F B4t MA A S EEHAIF L LD ARELL
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% # ¥ % % |E-Q-01
IRBREPH | #2p% followcun ZEH | FIEMG | 2 UF ARG
2019/9/12 | 2019/9/4 Initial ZLAE 3 M | ERBA ALK
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| R B % %. | KMUHIRB-F(I1)-20180057 jBc& # 2% ¢ 2 25 Hp B 45:8 4F 28

¥ & & | 22 AR 0 RFUR A F 4 Sofosbuvir/Velpatasvir +> § & 7 #i C 3F K
S S BRGNS e R BT E R C AT LR %L'fflz L
F 2 Mg

FAF R R | B KT 2010/00/04 24 A E BE LG 0 ARk FRRLFE SR
T AR P

£ ¥ ¥ % % | ES-02

IRBREPH | #4p folloncun LEEY | FEMA | 2 uf pik
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| R B % % | KMUHIRB-F(I1)-20180057 Fc& # 2% 2 % L3 #p P 423 4F 29

i F b A 2 AR RILE A FF Sofosbuvir/Velpatasvir 3t g 7 % # e C35F L
SRy BRI RA AT E ERECAPTULR R F SRR
POy i ¥y
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X EEL]
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Initial/

FTLPY follow up RZIEYH | FIEMB | 2 2F B %
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AT PSS B PR GAFRN G AF RS F LEHIRL - 5
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103. AR F S N FPAEHFT T PR 2 7 4R B
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| R B % % | KMUHIRB-F(I1)-20180057 Jc® 7 % & 2 2358 I* 4L 3% 30

#* &+ f| 2 AT RFUR 4 F 4 Sofosbuvir/Velpatasvir ¥t % g 7 % @ C A0
SRy BRI RA AT E ERECAPTULR R F SRR
EEay N Y =iy

PAE BRFE| BRFTRG r;ﬁ_%b ,

*TTI‘JT“*L’F?FE'%""%E/(’g%“7/26 N ER Y%
ir}];‘iiiﬁkbl']‘m%’\ﬁ”l‘i&ﬂ\, fe h;r’v%’\ _}:;{i,* L s B ze B b
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2019/9/9:Fever than came to ER, diagnosis was rule out neutropenic fever,
Recto-sigmoid adenocarcinoma with liver ,lung metastasis and Cachexia.
2019/9/9: Transferred to ICU, diagnosis was neutropenic fever, intraabdominal
infection, URI (upper respiratory tract infection), UTI (urinary tract infection)
2019/9/10: GCS (Glasgow Coma Scale): E2VEMS,

1.Mottled skin suggested poor perfusion over lower limbs

2.might be related to the usage of dual line vasopressors

3.0ligouria and progressed metabolic acidosis suggested progressed shock status
4criteria for CVVH (continuous veno-venous hemofiltration) is not met due to
poor outcome
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