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KMUHIRB-F(1)-20180068 ¥ # 2% i % 2L47 B 3L 4% 4

21
¥ v

r #

i * S-1, Leucovorin, Oxaliplatin & Gemcitabine(SLOG) ¢ Irinotecan,
Oxaliplatin ¥2 5-FU 4= Leucovorin(mFOLFIRINOX); 5 & i *» K,ért B R E B
SRR P R LT WA RS N R E=Y Y

4

-

RERE

2019.3.13 early morning about 3:00 a.m., right nasal epistaxis was noted, and she
could not stop bleeding spontaneously.Lab data showed Pancytopenia with Hb
(hemoglobin) :7.4; Platelt :8000. After coming to KMUH (Kaohsiung Medical
University Hospital) ER (emergency room), blood transfusion of pack red blood
cell 2 unit and single donor platelet 2 unit were perscribed to correct anemia and
thrombocytopenia. ENT (ears, nose, and throat) doctor was consulted, there was
no active bleeding found. After admitted to general ward, tranexamic acid was
given. 2019.3.15 There was no active bleeding noted during hospitalization.
Single platelet 1 unit was given on the day of discharge due to decreased platelet
count. She was dicharged inrelative stable condition.
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| R B % % | KMUHIRB-F(1)-20180068 Fc& 7 2% 2 2 2355 R 35 48 5

¥ & & # | @™ S-1 Leucovorin, Oxaliplatin 2 Gemcitabine(SLOG) " Irinotecan,
Oxaliplatin ¥2 5-FU 4= Leucovorin(mFOLFIRINOX); 5 & i *» “f By 3RiEE BN
LA ERCE. b e ol L I o e

% % F B ¥ i | Pancreatic head tumor with superior mesenteric artery involvement and lymph
node metastasis,stage 111(T4N2MO).During regular follow-up at our out-patient
department, high bilirubin level and abrupt increase of ALK-P/GGT was noted.
Therefore, she's admitted for internal biliary stent re-position. After admission,
ERCP (endoscopic retrograde cholangiopancreatography) was arranged on 3/21
for previous stent revision(Fr. 8.5 X 10 cm) and indwelled new one(Fr.7 X 10
cm) to another branch. The patient had one fever course and BT (body
temperature) up to 38.3'C in the afternoon on 3/21. The patient had no specific
discomfort.Lab data showed no leukocytosis, obstructive jaundice and elevated
liver function. The report of blood culture was still pending. We shifted
antibiotics from flumarin(3/20-3/21) to Tazocin since 3/21. The patient had no
fever course later and had no discomfort after ERCP. Hypokalema with K
2.9mmol/L was noted and we transfused KCI 1bot and K-glu BID (twice daily).
The patient started 3th chemotherapy with
Tegafur+Oteracil+Gimeracil+Oxaliplatin. No specific discomfort after
chemotherapy. Due to the stable condition, the patient is discharged today and
keeps OPD follow up.
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Koz 2 & A + Leuprolide 2 e sfr® >4
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- BERZPERFIT oA EIEISRIELEE 2L % 4 5*J”fj1f1%7*5
Bt end b B 31 Enzalutamide + Leuprollde K % ~ Enzalutamide ¥ -
Koz 2 & A + Leuprolide 2 e sfr® >4

LI T A

Subject 8891308 treatment by post optical urethrotomy for urethral stricture on
25Mar2019 and stay in the hospital from 25Mar2019 to 26Mar2019. Afer
surgery,the subject 8891308 has no specific except mild urinary frequency. There
IS no postoperative fever or other complication.Since the clinical improvement
with stable postoperative condition, the patient be discharged on 26Mar2019 and
follow in outpatient clinc.

Site PI will continuted to follow this subject 8891308’s condition and report the
following status.
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it end o B ¥ 31 Enzalutamide + Leuprollde K % ~ Enzalutamide ¥ -
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| R B % % | KMUHIRB-F(1)-20170103 &€ # 2% i 2 2L5pH P 483 3F 5
# R AR e R B G OREHRZ S W TRERERER
donepezil 7 & Bk 7 V[P %4 B B dﬁ 2k & 2
% % F B ¥ i | suspect behavioral and psychological symptoms of dementia Senile dementia
with delusional features was admitted to Kai -Syuan Psychiatric hospital on
30-OCT-2018 due to disturbance behavior and poor recent memory. The current
problem were sundown syndrome nowadays. The severity of illness was
markedly evaluated by CGI scoring system.(5. markedly ill) PI confirmed that
this AE will not recover. It will only be followed till disease stabilized.
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KMUHIRB-F(1)-20160097 B¢ # 2% ©* 2 237 # B 4030 47 44
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PRE F

4 7
Nﬁ.ﬁwﬁa“}" SRR TR A Pgr’“’*’fiﬁ/ﬂ#ﬁ%’ﬁ?ﬁﬂ“ ’rﬂlg e
AR FRLR LGPPSO A P F R FIEZ B AR R
A 398 4122 % - He was brought to our ER by 2 £ and complained of the
persistent wound on the right foot with foul smell and pus discharge for 4day.The
patient said it was 7 ¥£E#L 4 , he didn't know until Increased exudates and
Malodor,the wound kept deteriorating. The elevated white cell count (166000/ ¢
L)and C-reactive protein level (344.29mg/L) were remarkable on the blood
test.arrange foot CT: Suspect necrotizing fasciitis involving right foot. arrange
urrgent operation: fasciectomy + deep debridement,so the patient got admission

for antibiotic therapy and wound care.
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it E P AR TRERBAAEFEUREC LTRSS E S A E T
% % F B ¥ # | we changed tazocin to cravit since 3/11 and contacted with physician of

Infectious Disease who suggested us to 1) switched cravit to ertapenem since
3/11 for Prostatitis 2) collect blood TB culture and arrange chest CT for miliary
pattern in both lung. High spike fever still persisted despite ertapenem usage.The
chest CT found bilateral lung miliary nodules and bilateral pleural effusion. For
miliary nodules in both lung(rule out(r/o) miliary tuberculosis , r/o metastasis),
we arranged bronchoscope on 3/22 to collect sputum specimen which showed
negative acid fast stain, The prostatic culture revealed VRE so we switched
ertapenem to tigecyclin since 3/18 to cover chronic prostatitis.On 3/29, physician
of Infectious Disease informed the possibility of miliary TB, benefit and
complication of empiric antituberculosis treatment to the patient and his son who
agreed empiric anti-TB drug. Therefore, the patient started to take Akuri-T 4
tablet once per day and Pyrazinamide 3 tablet QD since 3/29. He will be transfer
to ID ward on 4/1. Tigecyclin will be replaced by oral zyvox since 4/1 for

chornic prostatitis. # i 5% W % &Pk 2 &~ RiEE > SR E TR -
£ 3% X % %1139
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This time, he suffered from fever for 4 days.Associated symptoms and signs
included cough with sputum and blood clot for 3
months,hemoptysis,dyspnea,anterior chest pain,and insomnia.Therefore,he
visited our emergency room for help.After admission,empirical antibiotics of
Curam 1.2g Q8H was prescribed for suspicious of community-acquired
pneumonia,and arrange chest computed tomography scan for left lung tumor.So
the cause of fever was preferred tumor related. We arranged bronchoscopy for
biopsy on 3/7, the pathological report was pending. CXR followed on 3/7
showed no obvious pneumothorax or pleural effusion.Culture report showed all
negative.Under the stable condition,he was discharged 2019/3/7.
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(1)AZD9150 Serious Breach Cover Latter : 03Apr2019

(2)AZD9150 Serious Breach Letter to Investigator and Site Staff : 03Apr2019

AN F4oT ol

PETEEJIEF IR AZEKRE P — 38 5% &5 danvatirsen(AZD9150)  4p B <

AR PR A RFOTREL 2EEY > AT RIS 2B K

p ¥ -7 %5 SCORES chipsk i#% % » FIREh CRO #icyp & W v 5 4 &

¥ op2017# 27 32019237 22p k2 F%FLX 2P ERT ARER

LR EHREANE > G FATEREJBERY 2 2 FTTHTL D I“iﬁc#g..

B 2018 £ & danvatirsen(AZD9150) i 4% 4 £ p 2 2018 & 2019 £ R 1% 2>

14 3 42 (Development Safety Update Review) e

#32019# 37 28 p 2k > fParEFHEAIRE S eIk p SCORES :#% % = &

IRHFEFX 2y D SRHEFOL 2 REFAHFE BRI

75 FILATNT L FE 2w o 8% & fF + 2 (Transaminase elevations)fe ¥ &4+
#](myelosuppression) i % i * danvatirsen(AZD9150):#5% % # . < b *& > &2

p A e danvatirsen i 3% 4 &£ p (Edition Number 8, Date 6 April 2018) 7 3t 4p

oo Hogp A gk b e 0 gtk 'R F M ERAn e B R o PR R

F1B & & 375 % 2019 & & 2. danvatirsen(AZD9150) 1 4 4+ £ » I R-F i3

TRIBERTTARKNR( XA

PEIPFTALA BE G T RBRAIIFA o P A ERATR > O

WG ERBATR AR AL R R L TRE -

Y g e FAE108 & 04 ¢ 08 p (M)AZ 525 % 2019068 5. i :d

3 2 Ag {38 o

EX:]

30




B B

|l R B % %

KMUHIRB-2013-10-01(1)

DECLARE: Dapagliflozin $t< s # A jpF 22 $ 580 - 5 5 ¢ o ~HEfd -
B~ E R R 0 13 E X RY - = 10 ® 5« Dapagliflozin ¢
FoABARRREF L F AR T RS R Y R 2

"
[

ﬁ o
£ F Ok R|RP
% (2019247 9p RFthiE > 5L T A€ 4 4 - (2018/6/29 /& % i i)
e E MR

K AFHE

- \%75%;5@_\_"9'

- NPy P2
A

— N

W

TR RS E

=

R
i

W
T

-2 0

2,

=

-+ 0

™
W
T

2R ¢ (CINO)-Teh s & APl 4+ 0 %

31




FoRFIFEREF NTHIFAVERTERFTETIAA G AUE
$h 6% HEHFASF RSB 1E R L 1% 8515
R )
2% IRB %% A il
2 % i
AEHFANFERR RS FREY .
p4a L_%_ _ _ d %
1| #%1 KMUHIRB-E(1)-20190113 A A M g 1
Fotd FEA R F ISR PLE |
2 | #% KMUHIRB-E(1)-20190114 i
B
TR A A s R pE | G F
3 | #% KMUHIRB-E(1)-20190115 | o\ o0y )y i 6
4 | 3% KMUHIRB-E()-20190116 | EH-2 s 24 B R F mp oo | i1
p g i &lér%(Al)L“W%ﬁm’—’é% ,
5 | #% KMUHIRB-E(1)-20190117 | | 4. s i
- ?
oo *; ‘}3\‘?1}\}3’ E;-—/H},i 4,4_&%37 g%
6 | % KMUHIRB-E(1)-20190118 | 1y s e 1o 1 o 5 +
B 5 fn¥e BTN cRADSL ¥ B B inr i | B 3
1| LR KMUHIRB-E(1)-20180136 X j.j . 4
{ (i -
¥4 FUBRETHRABRMARLALE | FF
1 . KMUHIRB-E(I1)-20180144 Ny e .
& A BRE R BB ER | FF
2 4 KMUHIRB-E(I1)-20170069 L3 Bl b AL G
B AR R F N A 0 L T
B3 . =P : 3
3 KMUHIRB-E(1)-20180132 + 2 4 R 1 A microRNA 5] |
4 i g F
#31 Galectin-3 2 DC-SIGN < 7 iv#* |
Fge Sk ok . B
4 KMUHIRB-E(1)-20180106 204 0 & HONL &2 HTNO R % 2 | |
% N i
L
£ S EERHE RS 0L Stk
EE R . X RURUNE F
5 KMUHIRB-E(1)-20150259 Bra iR R AT LR R |
@ )5 0 bR fedn M eiR ‘
¢ Mo B XA RIERRAT AR S R | P
1 . KMUHIRB-E(I1)-20180229 N I s
N PP R R AL R B | B
an - -
1 | %% | KMUHIRB-E(1)-20170131 SR e A T

PER: SR A A

32




P LFERARIR

WP A2 EFTARE &

# -~ TRk
#i e

33



