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3 F b M EEeeiRt 2 A RLAF B3 R 2 BTk d

£ % % k| E

i & | A
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% % | KMUHIRB-F(1)-20170052 |# % & g [##H ¢ o

. % - ERE B R X EARERE T A 5P wRE% o = ENIALL LR
] 5P R R % 2
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® | A

B 2

I R B % % | KMUHIRB-2014-02-04(1l) | % % B 8w [ &7 2

i A EA Ap g F 12 4R 1 48 (BICRI) 22 ¥ #4 s =(Marrow stimulation)
O E AR R E N ORF R &R ;‘%E‘r Wiz g ® (A F A g 2
% 2+ M

F .,{]‘:__

xR R

® | A

5 3

% | KMUHIRB-F(11)-20150030 | i % % # %F %] | & %31+

Fa %
PR TR TR A RREE B B P
kR | P

B | a

7 4

I R B % % | KMUHIRB-F(1)-20150074 |i# 3 &% # 3g %] | 2%k

v ERETRRBLEF L REITRA T FREXLDEXA) T T HA® LT
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| R B % % | KMUHIRB-F(11)-20150004 | % % 2 g ] | 2 %4p 2

$ 3 s R L i NC-6004 = * Gemcitabine 2_ & & % % 22 ¢ * Gemcitabine ¥ — J /2 %

R 2 B POLRR R S B 5 2 TR R

g 7 %X A& I&ﬁé

e &% |

p=3 B 6

| R B % %. | KMUHIRB-SV(I)-20170028 | i¥ % XEgEw | Boe

O3 OF M FRIZERT PR O AR B AL

=S ® | A

B B 7

| R B % % | KMUHIRB-SV(I1)-20160020 | i % % 2 g %] | &% ¢ 1

P oE b | BRI EEERRETT R R R

B R X R FFHR

i ®| A

B 5 8

| R B % % | KMUHIRB-G(I1)-20150041 | i#¥ % & ##g %] | %42
R 1\ 2h» hoMoRe v A A WoSE LS NG M N R e P9 R L2k BRE T

+ % ¢ o# :g;g;fémtinﬁ‘ b C AT AR BAL AR e 2 ffr—r%‘r

2R Ok R|FFS

=S & A

B 5 9

| R B % % | KMUHIRB-SV(1)-20160057 | ¥ % & # #g %] | %352

¥OH OE M| xEEELE 41}%/? Y

g p ok k| R

e E B

B B 10

| R B % % | KMUHIRB-SV(I)-20180001 | i¥ % & & g %] | 2 &3p 2

s o3 s # 311998 1 2014 # Si%HIV)g,zLﬂﬁ é_aﬁt,a‘iéfr:‘z HIV@%ﬁéi#%%%ﬁ:f’*ﬁ
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2~ R «\ﬁf“\i FiAE-£ 0%

S VBEEP AR AL AR

1-~SAE-% 20 %
B 5 1
| R B % % | KMUHIRB-F(1)-20160113 jBc&€ # 2% £ 2 L3558 B 4818 4F 29
3+ R -BIRIT B R ;‘ﬁ"o - B ‘43:‘11}_?_4‘556% » L @i Pembrolizumab 22
Docetaxel * & 7 if 3% X il i fr 2 250] m#o W g X 3R K
* & F /¥ # | Updated information received on 06-DEC-2018:
The diagnosis was reported as pulmonary sepsis.
*ADR if #F & B+ p #p 248 5 2018/12/09 > J& 5 2018/12/06 - &2 CIOMS * #t
TR
X # ¥ % %L | 1809TWNO013106
IRBREFH | #2 8% followtin LIFH | FEMB | 3 ARG R
2018/12/13 | 2018/9/23 follow up4 AR | Tateb (A= p
2018/9/29 5 5~
= R 7
died due to
pulmonary
sepsis
* * £
B B 2
| R B % % | KMUHIRB-F(1)-20170116 Bc& # 2% £ 2 2358 B* f5:d 48 17
3 R ey RZEY A Hoh R n R 2 B AR B A A S g B e o oD
@éi‘ oo R »q‘ Nivolumab 4c * Ip|||mumab Nivolumab & * Fluorouracil #c
2+ Cisplatin » & #2 Fluorouracil ¢ + Cisplatin t* i s % % = Hp :25%
* R F R¥ | % 20181201 14:08 FlEHrRE F 7 A_FELE A E 218 4c 2 17TES69-05,
2 %7 5 Gouty arthritis. (575 % s g £ ¥,%" 20181205 10:04 dip, % L
2 @ —ﬁ' 3 . | 16700197
IRBREPH | #2099 oloadly | LEEH | AEMG | 2 UF ARG
2018/12/5 | 2018/12/1 Initial 32 GBR | BRop LAk
R Ly
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| R B % % | KMUHIRB-F(1)-20170101 & # 2§ 2 2Lipp B 4L 47 5

e & F | M Aerucin® fa i FA F 2 g B R E NN SR A L d AR
B ES %

% % F B ¥ i | # Septic shock, focus on pneumonia

- post bronchoscopy on 11/23: compatible with pneumonia
- enroll clinical trial of *** Pseudomonas aeruginosa pneumonia ***
- Lower BAL,eEndotracheal aspirat culture and blood culture: no growth
- 12/2 blood culture: Yest, Clavispora lusitaniae
-> empirical antibiotics: Meropenem (12/01-)
Teicoplanin (12/01-)
* previous with Ceftriaxone 11/18-11/22
Tazocin since 11/22-12/01
Ciproxin since 11/23-12/01
-> keep norepinephrine pump, tapering as possible
=> Do fungus MIC 12/6

£ 3 ¥ ¥ % | 158-002-015

IRBREPH | #2p% folloucun LFqH | FIRMG | R UF ARG
2018/12/8 | 2018/12/7 Initial 2 Fat [ HEEp A AR

PR

sd % ,
‘ A e}

B 5 4

| R B % % | KMUHIRB-F(I)-20170101 Bc& # 2% * 2 2558 [ 400 4F 5

3+ & | 1 Aerucin® i il F 2 B EY R R NN SRR A L AR

R EHA B
AR RE | KA RE L

AR R (12/10) et fr flie € 3R 0 P R TS X TN A AN o
B4 25 R (12/12)09:35 > B~ F HF o BER S frobEE 0 RE L
EKG % | B ¥ zegko 48 i b o 54 i 4.2018/12/12 5109:39 27 death claim -

£ 3 0

158-002-015

IRBREPH | %299 folloueun LI | EMA | 3 OUE RE R
2018/12/12 | 2018/12/12 Tollow upZ El B8R | 7= pe
2018/12/12 -
= k¥
O e as
3 s
’ R %4
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| R B % % | KMUHIRB-F(1)-20170090 Jk& % %% i 2 2L3g ) B 4L 37 1
¥ EOM| - REHAG RS G DR AT B O B T GO Rk

(BTK) #r+]# lbrutinib & * Rituximab - fpf>t= G & & * Rituximab 2
PP AR s R X ERHRSE 3 HRE%

PRE F

This patient suffered from abdominal pain(pain score:7) and nausea since
2018/12/9. Medications use and observation in ER. Suggest admitted to ward for
further evaluation and treatment.

X # F % %L | 1256-001

IRBREPH | %28 followcup LEFH | FEMA | 7 UFRBE
2018/12/10 | 2018/12/9 Initial Z B | IR LR
’ > %4

B B 6

| R B % % | KMUHIRB-F(1)-20160097 Fc& 7 2 F 2 2 23p 8 IP 43 4f 34

OF O RTRRBAA SRS BRIV A ST E S AT

* & F ¥ i | After admission to our SICU, we kept monitoring her vital sign,GCS,and muscle

power.The consciousness was clear. The pupils was isocoric and with light reflex
positive. Mild dizziness was complained but no nausea or vomiting.Brain CT
was arranged on 2018/10/1 for following up. Partial resolution of subarachnoid
hemorrhage in right parietal sulci was noted.Due to relatively stable condition,
she was transferred to general ward. her clinical condition is relatively stable.
So,she is discharged and referred to long-term care.

£ ¥ ¥ % %1128

IRBREPH | %208 oo REFH | FIEMG | 3 UFRBE
2018/12/17 | 2018/9/28 nitial Z BR | EIOp Lk
i & ]
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| R B % % | KMUHIRB-F(1)-20160097 g€ # 2% ¢ 2 238 B 4818 48 35
P oE A RTRR R SR ERREV R A ST S A g
% % F B ¥ # | He has regular brain CT followed up on 107/8/13.However, encephalomalacia in

the right temporal lobe was found.Tracing back his history, he has ever fallen
down froma cart while he was in the kindergarden school. But no sequella
after the event. He denied of recent head trauma, headache, blur vision, double
vision, choking, dizziness, nausea/vomiting, focal weakness or numbness, poor
memory. Due to above condition, he is admitted for further survey.

X EEL

1132

IRBREPH | %28 followcup LEFH | FEMA | 7 UFRBE
2018/12/20 | 2018/8/13 initial S B | BRp A LR
’ > %4

B 5 8

| R B % % | KMUHIRB-F(1)-20160097 g€ # 2% £ 2 L35 8 B* 4538 4 36

OF O RTRRBAA SRS BRIV A ST E S AT

* & F ¥ # | This time, a protruding mass on right groin area was noted for one month.The

groin mass would become larger when he standed and reduction when lying.He
denied pain,tenderness,constipation or diarrhea.He came to our OPD for help on
7/17.Surgery was suggested.Under impression of right inguinal hernia,he was
admitted to our ward for further treatment.

2018/12/25 HFA L P H A p it o 18 AT 8 P Ak« FlB7 o epdh
A 3

£ ¥ ¥ % %[1048

IRBREPH | %208 oo REFH | FIEMG | 3 UFRBE
2018/12/25 | 2018/7/17 nitial Z BR | EIOp Lk
i & ]
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| R B % % | KMUHIRB-F(1)-20160097 jic& 7 2 ¥ 2 2 2L5p Hp B fad 3f 37
L s SH-THER A SF BRI R TR S kg
* % F ¥ i | This time, she suffered from progressive dyspnea for 1 day. The dyspnea

character included orthopnea and extertional dyspnea.After she came back home
and took the medicine. The symptoms deteriorated, so the family took her to ##
L %ﬁ = later. Desaturation was noted,After that,

the patient was transferred to the our ER .At ER,Under the impression of acute
respiratory failure, the patient was admitted to our CCU for further evaluation
and management.

X # F % %[ 1031

IRBREPH | #2909 folloncun REH | FIRMG | 7 OUF BE R
2018/12/31 | 2018/6/8 Initial Z B | IR LR
’ > %4

B 5 10

| R B % % | KMUHIRB-F(1)-20160097 Fc& 7 2 F i+ 2 2358 P 4530 47 38

OF O RTRRBAA SRS BRIV A ST E S AT

* & F ¥ i | According to the himself, he had dysuria since 2018/8/9, and he had urinary

incontinence with hematuria on 2018/8/19. For further survey, he was brought to
our ER. At our ER, the physical examination showed no knocking tenderness.
The KUB showed bladder stone (2.8 cm), he brought pain killer and OPD was
arranged for further survey. At OPD , surgical intervention was suggested and
cystolithotripsy was arranged on 2018/8/29. He was admitted to our ward on
2018/8/28.

£ 3% % % % | 1061

IRBREPH | %208 oo LEFH | FIEMA | 3 UF ARG
2018/12/31 | 2018/8/9 initial 2 R | EROpL Ak
#* & X1
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| R B % % | KMUHIRB-F(1)-20160001 jic&€ # 2 ¥ 2 2 2L5p Hp R Rad 3F 3

3 R - R > S RARER S P wRR 0 75 GS-9620 &
* Tenofovir Disoproxil Fumarate (TDF) > 55 fe & 12 B A% 2 p & A 4%
RipROZFHFE L 22 fox

# % F /¥ & | On last admission during 180ct2018-05Nov2018.Due to the pre-op survey

included computed tomography volumetery,Indocyanine green retention
test,cardiac echography,lung function test.Doctor overview the results and
discussed with subject for extended right lobectomy later when enough remnant
liver volume archieved.Transcatheter arterial chemoembolization and right portal
vein embolization performed first. This time,on 14Dec2018 he was admitted for
computed tomography volumetery,indocyanine green test survey for surgical
intervention evaluation again.

£ 3 % % % |3076-3008
IRBREPH | #2909 folloncun REH | FIRMG | 7 OUF BE R
2018/12/19 | 2018/10/18 follow upz 2 G| R Ak
s 2% }
‘ R i A
A % 12
| R B % % | KMUHIRB-F(1)-20170101 Bf # 2% 2 2 255 8 K A 4F 7
P+ & F | Aerucin® B 2 F 2 4 BV R TN SOk R L ahR AR R
BT A Bt
P LFE REE R | {xSAEMFAEE 32 2S5 M SAEFT RS EREUEER s A LR,
b= FRESAEWARAHL32 4 2 F P18 % A4y SAEWL AR A HL2-T ) 1
P,
Fpt i 38 SAE followup { & 7 2% 215 %
£ 3 % % % | 158-002-013
IRBREPH | %208 ol LEFH | FIEMA | R UF ARG
2018/12/26 | 2018/12/25 follow upz g B ERC %
(11/19)
i " ,
) R e
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| R B % % | KMUHIRB-F(1)-20170116 jic& 7 2% 2 2 2L5p Hp i 450 3F 18

# PR R RETE LS R 2 ol R S A S I Bk e S e
#F ¢ #F31 Nivolumab #c + Ipilimumab £ Nivolumab # * Fluorouracil 4«
+ Cisplatin » 1 ¥ Fluorouracil 4r + Cisplatin +* #& 5§18 % = 2 2%

AR ORE | B %t 20181220 23:03 Fl# R A d 2, %7 Sepsis, unspecified organism.

is ] Septic shock *+ 20181221 22:28 & % 4« ;ﬁﬁﬁ EQRCIREY - i £ g
20181224 15:38 #& ~ 17ES % % p ﬁi:}}% ERNGE IR DEY

f¢* 4 p 20181228

11:00 # % 31, F* 2 16 B,
£ # & % %] 16700197
IRBREPH | %28 followcup RETH | RN | R OUF ARG
2018/12/31 | 2018/12/20 Initial L G| ERp LAk
i " ,
’ H i 4
A % 14
| R B % % | KMUHIRB-F(1)-20170090 i # R % it & 25785 B 4L 47 2

N

#

- I A AR LR ke A H

R R 0 BT G AFPRE pLpE

(BTK) #r+]# lbrutinib & * Rituximab - fpf>t= & & *  Rituximab 2
S s EE AR B C X EREROY 3 PR

3 UE

This subject is a case of follicular lymphoma grade 11 s/p lymph node biopsy on
2018/11/26. He suffered from bilateral inguinal swelling since 2018/12/23. He
came to OPD of Dr. Hui-Hua Hsiao, suggest came to ER for evaluation and
further treatment. At ER, fever was noted, under suspect of infection, Brosym
was empirical treated. ER suggested admission for further treatment. ;‘é‘i—*ﬁ
1141-1256-904 *+ 2018/12/20 % % 2.2 4 » S 3% > P w3 EE Y o

£ 34 %

1141-1256-904

IRBREPH | %208 oo LEFH | FIEMA | 3 UF ARG
2018/12/31 | 2018/12/26 Initial 1 %5 B Ak
" % ,

! = X
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| R B % % | KMUHIRB-F(1)-20170090 jic&€ 7 2 ¥ 2 2 2L5pHp R Rad 3F 3

# R AP R E SRR IM T BERFY o B T G R PR
(BTK) #r+]# lbrutinib & * Rituximab - fpf>t= F & & * Rituximab 2
S s EE AR B X ERER ST 3 PR

* % F ¥ i | This patient suffered from abdominal pain(pain score:7) and nausea since

2018/12/9. Medications use and observation in ER. Under the suspect of gastric
ulcer, self-paid PPI was used and EGD was arranged. EGD on 12/10 showed
Reflux esophagitis with ulceration, Hiatal hernia, Superficial gastritis, Duodenal
diverticulum. Then, the follow-up lab on 12/11 showed CRP elevated to
136.13mg/L. Under the suspect of infection, Tazocin was empirical treated.
Then, he was admitted for further treatment and survey.

After admitted to ward, intraabdominal infection can't be ruled out so
cefmetazole was given. The fever without chills also was consider contributed by
tumor. Enhanced CT from skullbase to pelvic showed stable disease of
lymphoma and much central necrosis. Fever subsided and we finished the
antibiotics course. The condition was stable and rituximab was given on
12/19(C7D1). No obvious side effect was noted. We discharged him and
arranged OPD follow up.

2018/12/25 OPD:improve of status, but still some epigastralgia noted, keep
medication and follow up.

£ 3# ¥ 3% % | 1256-001

IRBREPH | %299 oo REEH | FIRMG | 3 OUF RE R
2018/12/31 | 2018/12/26 foffow up1 %L HR | ERp A LR
s =3 ,
‘ A B

B 7" 16

| R B % % | KMUHIRB-F(1)-20170121 £ % 2% it & 24§ W ALL & 5

g—'— LM - TSR R X EAHE S F 3D RS bR LY | e R

sh 3 ¢ A7 3 rovalpituzumab tesirine 1% 5 % — 87 &8 1 10 2 MdE R 2
(MERU)

% % F B ¥ # | left neck mass ,suspect metastatic tumor or lymph node
X # F ¥ % | 86107
IRBREPH | #4p % followctip LEqH | IEMG | 2 UFRLE
2019/1/2 | 2018/12/26 Initial L R BRpLAR
i = ,
’ > WA
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| R B % % | KMUHIRB-F(1)-20170121 &€ 7 2 ¥ 2 2 2L5pHp P R80 3F 6
3 R RS CED S ERER S 3YRER AR RA LD ] wie R
X EF ¢ o #7 3 rovalpituzumab tesirine 1T 5 % - SUZ 4 1 R 18 2 aE R
(MERU)
* % F ¥ i | left neck mass,suspect metastatic tumor or lymph node.
X # F % % | 86107
IRBREP I | 208 followcup LEFH | FEMA | 7 UFRBE
2019/1/2 | 2018/12/30 follow up1 Z B | IR Lk
Ry
B 5 18
| R B 3% % | KMUHIRB-F(1)-20160024 jfc& 7 2% 2 2 2L5pHp P Ja:d 3F 8
- O AR S HBRIREULR R B R e S LT SR
& it #2580 $F34 Enzalutamide + Leuprolide % 7 ~ Enzalutamide # -
Friz 2 & A+ Leuprolide 2 e sxfr® > 2
FF BH # | %Rk 8891312 . g 3¢ 02Dec2018 ik, i ¥t 03Dec2018 % & EL

T 4 i a0t 04Dec2018 M Ee ik A& o EEH 4N B AP LB HO

X EEL

8891312

IRBREPH | %299 oo REEH | FIRMG | 3 OUF RE R
2019/1/4 | 2018/12/2 Initial L BR | FRp AR

s = ,
’ M it 4

B 7 19

| R B % % | KMUHIRB-F(1)-20160097 B¥ 7 2% & 2 257 3 B 3L 47 39

2t | SRETRORAA S EREV L TRA ST RS Ay

3 UF R ¥ | 20190104 5 4 w AP T L YE A g > F12018.7.25% ¢ 1 4 pER

DAY LN S LRER SR

£ # % % %1036

IRBEZEPH | #2709 folloaaun REFH | FIRMG | 3 OUF BE R
2019/L/7 | 2018/7/25 Initial £ R | EROp LRk
mOR ] s
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| R B % % | KMUHIRB-F(1)-20170103 jBc& # 2% * 2 2Lig 8 4T 47 3
# R AR e R B G OREHRZ S W TRERERER

donepezil F A RE 7 010 WA B B f 2 frokk & 2

PRE F

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.

X iR jﬁ S 5. | 1000008
IRBREPH | %28 followcup LEFH | FEMA | 7 UFRBE
2019/1/4 | 2019/1/7 Tollow up1 5 A | #EpL Lk
P
R g

2~ At 4 SUSAR-% 0 %

3 ATPEE-XL 0%

4~ % > 4F-- T20190111(1A)% 2> M3 4F |
e S 3]
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- “CIRB#l%%-£ 12%(37% 51 g3 %9 2)
% g |c-|RB(%'J$) EER
IRB 5L T-% ¥-11161
- 78 ¢ . Melflufen/Dexamethasone £ Pomalidomide/ Dexamethasone #f>%
P E R Lenalidomide ;2% & 2 edp 3 1458 H A 5 3 % &ii}%ﬁr,— B e g 1%

A OHEE S BRE TR A%

3 e

OP-103

1 EL R AR

. ,];-z-/’g_ .TZ‘Q ﬂ\';g%}i ‘ﬁ'fi& y A 1-&3@\Q$!F6 é}?%

RERE ﬁ g _“?-/B Hp

2018/12/28

ERE BIC-IRB(& %) #7% 2

IRB %%t T-% ¥-10181
- 38 4%+ Brigatinib (ALUNBRIG™) #t:t Alectinib (ALECENSA®) *

TR *i¢ *  Crizotinib (XALKORI® ) 7 o5 & 1 2 B3P B S H2ot = 8 pcpis b
M) e W R G 2 W A f o BOiR T SER

Bl 2 Brigatinib-3001

RS

Wi WErkp'efin 5 leasdy? £

AEE R ER/IPY

2018/12/20

E R R

BC-RB(#1%) #7%3

IRB %% T-% ¥-11608
-G SR s B O X A éf%mpﬁ‘ﬁ?p%ﬂ%% Bl
R Upadacmnlb (ABT-494) ¢3¢ & 3 & RIAF M 15 2 3 F e
AL E
Bl 2 M14-675
ERpc N A+

W+t Mxrixpefek 5128397 2

AEL R ER/PY

2018/12/28
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E RER R BC-IRB(&%) #7% 4

IRB Jm%. T-% #-11602

VR ML R R R R R e 2 L FIR R

i HSTNGS101

aEE R AR

Hye WErxh'efer Fleasidhy 4

i Et R ER/P Y

2019/01/07

% {4 4w BIC-IRB(#%) #7%5

IRB %0 T-% #-11701

- % 1B ¥ ~ B~ 5 ¢ wEE% > =5 Durvalumab & * 377 R
s Rt (P HAFHER )M 5w g 2b] e g (NSCLC) ¥ - 45
K 2 veer % >4 (MAGELLAN)

P E e D9331C00001

i sk

B Berx2hafR 632 5287 F2

AEE B ER/PY

2019/01/02
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R ey BC-IRB(® %) 21 %1 G
—HBHE 5P g e e s X AR 2 B 0 v #2 Atezolizumab
Ek a8 (#=PD-L1 #48) & * nab-paclitaxel £2 % & #| 5 * nab-paclitaxel * > &
RLIREBEZ BN RE Y
tak ER RN g
KRl A4 | R MK BHE o R
IRB %% KMUHIRB-F(1)-20160046 g %L W029522
AR
| EEt
IEZRER/P Y
2018/12/24
% g BIC-IRB(#%) ¥ %2 !
—H24F g B X EAER P e 2y B0 EE N D
PR BB o Bl MG e Y = CC-90001 Frakk & 2
%= Rk
IRB %% KMUHIRB-F(1)-20170130 PFE R CC-90001-IPF-001
iR
| ikt
AEERER/PY
2018/12/27
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ERE

BC-IRB(#%) Bt %3 ¢ HSE

/

— Rk 2aW MBS IR X GRH R AR > SR B I

R - A R e g 0 =6 5 £ AR ¢h INJ-56136379 1t 5 B - i
B R P (RSO R gk & 2R FR S
IRB %% KMUHIRB-F(1)-20180019 Fuk % 56136379HPB2001
Ak
| bt
AELRER/P Y
2018/12/24
% 1 g BC-IRB(®% %) 1 % 4 Y e
4L - % 3 5P s L Pur i % =& Upadacitinib(ABT-494) i * %
T P K E R T 2k
IRB %% KMUHIRB-F(1)-20170021 gk %L M14-533
Ak
B+
A EERER/P P
2019/01/06
% 1 g BIC-IRB(#%) %5 G L
O R - BIRE P~ R NS A e s B A% 0 v i Pembrolizumab
e 22 Docetaxel * £ § £ 5 2 2] e L 3R
IRB Y% KMUHIRB-F(1)-20160113 fuk &% MK3475-033
ik
| BB

TEE A ER/PY

2019/01/06
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F gy BIC-IRB(#%) 1 %6 G
B 5P N HE AP B X EAH RS > P o5 i=F upadacitinib
FREH (ABT-494)i¢ * »+¢ B 3 € RFF I HILES LLRE > 75 0 0
BRI P 2Bt
IRB %% KMUHIRB-F(1)-20170016 P 5 M14-234
ek
| bt
TEE R ER/P Y
2019/01/06
% 1 g BIC-IRB(® %) 2 %7 Y e
- B EZ B A B 2 TR 5% 0 vt i Upadacitinib(ABT-494) -
PR EH | Adalimumab 2% Faat i 2 £ 5 R 2 Methotrexate(MTX) s 4 J& 2
Wipdlz P ERFEFMEELBEM S L F2 % 2Pt
IRB %% KMUHIRB-F(I1)-20160040 gk %L M14-465
-k
| it
A EERER/P P
2019701709
% 1 g BIC-IRB(#%) 2 %8 G L
S SRS R EE A S 24 B T EA R Ay B
VR e EIEHRER > SR Vg Ry o v R QVMT49 2
salmeterol/fluticasone + tiotropium = & & & 2 uf »cx £ > 4
IRB %% KMUHIRB-F(1)-20180056 b L CQVM149B2306
-k
| iR
AELRER/P W
2019/01/09

38




% 14 4 BC-IRB(® %) 21 %9 Y

- 7% 3 NS R - X ERERDED F%R 0 TR LT IR Ixazomib

e Citrate (MLN9708) 5 5 4 144 & m & p Wiz o B 4515 BT o
IRB %L KMUHIRB-2014-06-03(1l) g T3 C16019
Ak
IR BTN

AELRER/P I

2019/1/8

39




WRLRFIRAISEFEL- 21 %

B B 1

| R B % % | KMUHIRB-F(I11)-20150067 |i% % % i % o] | % %

R P | AR ERRHEBE 2 L HRER

g F %X k| |kpri

- ® | P

T~ HeEA-26%

B B 1

| R B % % | KMUHIRB-F(1)-20170035
- 3W WA Bt (BRAEEFKTD ) ~ R ES R T

s %o Fae s 5 e BB FRETHFRARD ] P 2B RETR 2L
k{4 = % (Erythropoietin-Stimulating Agents, ESA ) :z* Daprodustat ~
FARE B Aol A X F 0K 2P ERIDE SRR Rk

E 7 X k| R@

A | 2019# 1 3P RMPREBRILFLAGHINER L o
Frenzbaesk 27 7w B 2T hypoxia inducible factor-prolyl hydroxylase inhibitor
(HIF-PHD) e A% >R 48 0 g * HIF-PHI e84 ¢ sk 7 & 5%
7 (Autosomal dominant Polycystic Kidney Disease, ADPKD) -t &3] 4 7h
fr M B b i 27 ARG e ADPKD s & 3 2 & % HIF-PHI(#
o ¢ daprodustat) ehfEk 2% o

e E R

B B 2

| R B % % | KMUHIRB-F(1)-20170130
- T 243 EH  BR C SEMHEE S S0P e T B F - 28k

OE R | R ARREFEEREL L EE Y CC-90001 otk & 2 heh
¥ - W%

g 9 0k R |\RPF

7 3| 2018 # 12 * 27 p a5 ¥ % 385 7 i 4o 1 (Administrative Letter dated
265ep2018) 1 ~ ¢ # & °
G RIpBRATOE E T T Py TR 0 F% £ CC-90001 T
1+ 7 Z 4 Nintedanib & * pF> € 3 4v Nintedanib *t 5 ¢ e 20k B > F]p o
FRBFRAPRD 24 G0 Ziok o fSFvE* A BRI hPF 2
RAFFAEY ¥ - 3 ZEL Pirfenidone ¥ 5% 4+ CC-90001 & * j57% o

e ®|Fh

40




B B 3

| R B % % | KMUHIRB-F(I1)-20170022
- E W AR Bockt (REACERG ) C AEEFEE T

O A A N N 1 &Vﬂ‘?‘ﬁﬁiﬁi— BRSO LR
Daprodustat 4p #.>+ Darbepoetin alfa z_ % > {4 87 F s2en® (2 Spds 5%

E F X k| Rp

# (22019 F 17 3P MBpRERRILIFALCIIANEL G -
FrenZbyesk £ 3 4 B >t hypoxia inducible factor-prolyl hydroxylase inhibitor
(HIF-PHI) e ot 2 MR AT 0 fié * HIF-PHI chR8 24 ¢ REBE1E 5 B 1E Do
7 (Autosomal dominant Polycystic Kidney Disease, ADPKD) - & -3 4 k.
fod B2 B g B AL 57 L B 57 Jeip ADPKD s & £ 2 & * HIF-PHI (i3]
o ¢ daprodustat) ek iES o

- #| 54

B B 4

Il R B % % | KMUHIRB-F(11)-20180013

N 3 B Erdafitinib 4p#** Vinflunine ¢ Docetaxel # Pembrolizumab & *
WH 3 ETL FCFR AFIR R 2 g AR BFH -0 5 3 PRE%K

g 7 X k| R@

# 32018 & 12" P RMpE EESH 4 -
WA FRBRRLF A CERFLI BRI RF DL FAAMRT § @A
LIEIF PR

P ®| T4

41




B L 5

I R B % % | KMUHIRB-2011-12-04(1)
St R SR TR BAR L C-F v (sCRP)Z R 2 % » % %

% ¢ | AT Astcanakinumab $FE o b B F R RGP 2 onk - BRI A e~ I
B EEREE - F R R

# (2018 # 12 7 18 p P e S Mt wiR i Mg H B o

s ®|Fh

B LA 6

I R B % % | KMUH-IRB-20140095

N, T A TRk o BT 0 2 abatacept o o i?iiﬁ& RIM R K
Forald - B R H - wu b e R R P T

E 7 X k| R@

& = | ¢t i» protocol memo i & R} F 4o P
AERZYPFRE > HPYP A7 E BN A 4TPFR G BT
SRR Y APHE R AR SR AP RERBFEEE -

e ®| 34

42




-~ hEErY a4
F - : o
5 LRAFEE A3 /% i B &L
J1
5
12.5mg(6*10"8
1 | OncoTICER 9% B R 1070207459
CFU) » 200
5
) L ¥
Humira 40mg Injection » 31 ) i
2 ) g R R 1070207001
(Adalimumab) *
5
Erwinase(Erwinia _ 5
_ 20 £ = 100vial AT 1t
3 | chrysanthemi ] 1080200043
) (5 vial/box) vk
L-asparaginase) 5L
. N
o refractory idiopathic
4 | Rituximab 100mg, 12 % ] 1080200007
thrombocytopenic purpura o
Ak R
-~ RERTIFRE-L208
FEB. | BRAER AL i e B
ADI-PEG 20 1061U/m2(18mg/m2) » + 72 & A % 1070206979 %
o 30mg/tab 4380 %f 2L hm e i
Brigatinib % 1070207348 5.
180mg/tab 750 % g & 2

AR LE A

Z o fRAhRRE LR ¢ (CINO-Teh @& e s (£ 1 &2 )-%

43

%




EoBEFAPAR NTHEIFEVRERCERGFE ARG AL E
AER FFFL6F R LEUE RV Y L 0FRE16% -
éli
B ] .
® IRB %% - H £Y
%}ku l‘"‘l 9\157
3 gmﬁgﬁgﬁﬁﬁﬁﬁfrﬁ Eﬁfﬁ;gﬁlﬁ%? A ;{FTB# T A+ R %sljji
1 KMUHIRB-E(1)-2018031 . R
5 | MU (1)-20180316 | o s> 744 frs
o et FoplpHEFFXEREN » > 5 i
ﬂ:T AL 2z 2 s ,—= ¥
2 | , | KMUHIRB-E(1)-20180317 | *** % & % & Jsifom Aofhsnte ~ B 7 o |
Vs ;;«;%ﬁi LF%J%;% ,}:\—F‘T,rix;ggz F
37 (MR REFAMEEEH 5 - ABRRRE |,
E(D)- S
3 N KMUHIRB-E(1)-20180318 | , .. . . §E e P
37 A RERERCR I N R gl R ¥
4 4 KMUHIRB-E(1)-20180319 | .. g P+
7 o BE L B R R T & & @ % Dipeptidyl o ¥
5 % KMUHIRB-E(1)-20180320 peptidase 4 e Ff = drd] o HE2 4P BE 2 v
i 3t CDK6 brfigificihs et & vpis Mg | fi
6 z KMUHIRB-E(1)-20180321 | _ 1 1) co i tone s pgpoe 2 10 36 40 2 fRte .
7 CORRE R A A b AR RGE R R 2 A& \
"]y | MUNIRBE()-20180922 [ g ot e pp st § 100 W 714 2 485 -
AT i B APFRLF Y B AR PR P
8 4 KMUHIRB-E(1)-20180323 P e 84 B A M a
5o ENYAG F S {4403 4 Foaged A it | 14
9 N KMUHIRB-E(1)-20180324 TR ek 2 T g 2%
Fr o o fvlm%’k&i‘%%ﬂ—cﬂ']’;;kﬁ““’ B P
10 4 KMUHIRB-E(1)-20180325 | , ., . L 2 g P&
37 R m e - LR e hak TR B T BB | PR
11 4 KMUHIRB-E(1)-20180326 | | oo g o g 3 5 R v a
LR S wfﬁ* LRGN &
3¢ PR BCERARE LR LR TSR
12| , | KMUHIRB-E(1)-20180327 AR % 2ok FARKSRGR L BAIFE |
B3 riéklglﬁjb%;ﬁﬁhl}i’}a‘:-LIm %?j{ Lk F f
7
37 Flg e i 1 F(Clostridium difficile) 2 #i 4 & | =75
13 N KMUHIRB-E(1)-20180328 | 1y 5 5 5 .2 (5 B i
R %

44




4
A
B
L o4
Ao
A
30 Lz A M e E 4 BT RIRINRE Y 2 ¥
14 4 KMUHIRB-E(1)-20180329 mﬁ”&)% y-_— P&
A8
* A
=y o
A7 R . e o e %%
15| , | KMUHIRB-E(1)-20180330 o B L E AR TR PRI St r} 5
L
é
A7 FHARM LR R LRI Rk R .
16 KMUHIRB-E(1)-20180331 | .. ., .. .. P&
* AU ETY
-8
b7
25 - 35 B (S F =G Pirespa® #* >t 4 g 4 Zi
17 . KMUHIRB-E(1)-20180332 | ;. . 44 1. & o > i o -
7 Ij’ P
R
0
:
AT UpEET R ARG RE A KR |
18 N KMUHIRB-E(1)-20180333 its v £ ok pE
AT Tt A B TRRE 2 RS PR | Lk
19 KMUHIRB-E(1)-20180334 | , .
% 7 e
5 S me th e RIS e bR R SR | A3
20 4 KMUHIRB-E(1)-20180335 | b oo, » 5 (v s P o
27
)
L&
Ji %
7 LREATAE CAUF LA R E R A |
- - |
21 . KMUHIRB-E(1)-20180336 B >3
” S
g
s
AR

45




FHS A Rr f ER P R AL

2
22| ™" | KMUHIRB-E(1)-20180337 | & & /Ris &M 5% £ 1% RAF2 P > 13 | 7 %
i'%? AEP_—Y‘ ;:.\ I}IJ
37 T AV E R BTSRRI ET ) | B
23 KMUHIRB-E(1)-20180338 | ... . . . o « .. i
& il = 1&)% EWE]) R
7 ™ Ticagrelor & Clopidogrel ¥ - w ] s 45 | "
24 N KMUHIRB-E(1)-20180339 BT L TR P&
r—g %
o e | TR
37 TR B IR R p 0 L BOR AT BT R |
25 4 KMUHIRB-E(1)-20180340 | 4o M ,, f;
Ps;u,l
0 B R EATRE A R A BAFAAT e n FAE S | ) #
26 4 KMUHIRB-E(1)-20180341 | ., B gt d B A R R A g1
, 35 , , AR kB RS e AR g B | P
7 % KMUHIRB-E(1)-2018034 2o e R "
7 e ray e B L
28 ; KMUHIRB-E(1)-20180343 | & # %3 5 £ * & 4a i} 7]+ P&
R s -
29 . KMUHIRB-E(1)-20180344 | TPy kp & F i - B 5 % EF ok P&
T
J’I 33 = 5 N N A
1 " KMUHIRB-E(1)-20180019 | ¥ 1§ 1&in A& 4 37 L
{
7
‘ S —Lﬁﬁfx Hk’l‘& -’Pf‘fmlrrf%'fr L
2 F KMUHIRB-E(1)-20180278 | Freikm AR PR P&
= ?%Jf@- Bal
{
7
3 2 KMUHIRB-E(11)-20180273 | % ¥ # & Flepedt g Empl it FHREFMY | &
{
N B
R
Yo A & ok 2n AN g N %?’;
iy LR LA RESIE - e ey | |
4 KMUHIRB-E(11)-20180284 ‘ o g
% W2 Ap B RAR 3 o
{ 4 'fr

46




K
. e e s e e el 7 o e - i
5 i; KMUHIRB-E(I1)-20170011 | £ & 2 # 2 R L ERIZ R ERFF L5 |,
{
i
6 8 KMUHIRB-E(11)-20180092 FREpE D OHEESTIRARALEA | PH
5 ) ( )_ %L 20
{
7
7 i; KMUHIRB-E(1)-20180130 | ¥+ 7 ## £ ja & v ik st p % 2 2 58 e
{
7
T Cefoperazone/sulbactam ¥+ 9@ & fF < IS4 FtR | | .
8 " KMUHIRB-E(1)-20180240 o B R B 8 TR e cdn B A 45 p#
{
n
o | | KMUHIRB-E(IN).20160164 | T EF A TR 35 2Rk Gk IEI iR | 4130
® i B (P R AR 59 857 ) s
{
7
10 2 KMUHIRB-E(11)-20160089 | 431 # I 7 klk] 7 47if & &1 iF %> % P&
{
7 B
e Wy 3 HRETHL 225 2 ABER L | P2
11 " KMUHIRB-E(I1)-20170215 | \\oic0 i 218 2 3 s ; .
{ ¥
K
g 31 TIP30 4p B Ak Fl 2 20| fm B 9% s & 97 12 5
12 " KMUHIRB-E(11)-20180156 | , w0 vopy s £
{
7 EEA SRS A Ak g
13 e KMUHIRB-E(1)-20180116 | . - » 3 P ¥

47




i5 BRFRE AHOE AT AL RE RIS
¥ B % B X SR o 4 -,
14 KMUHIRB-IRB-20130271 | _ .. i &
% A
{
# BEEA R BREF D R LA TR R A
| F KMUHIRB-E(11)-20150289 L OWAS) B H B R AL LR C ressen) £
% =l hypertension) %1/ & 51+ & 3 o RAp b & 5 | 30
4 JE Y
&
2 | ¥ | kmMUHIRB-EQI)-20180012 | T 3 AL FAT 2 01 3] Frgmandws | P
N “E()- R B R B TRk 2
4
#
E . _ iR g = g
3 | | KMUHIRB-E(1)-20160176 | A 177 #+ 7 P B v e sl B o p &
¥
4
3
# PE
i Fravrd Ad & A28 p %D 500 :i
4 s KMUHIRB-E(1)-20170024 | 1\ oG & 4 2 = ¢ it
v ﬂfr-
% &4
¥
#
5 X KMUHIRB-E(1)-20170055 | 5 &k &4 B4 ~ LM if s % 2 2 85 047 | &
4
#
6 : KMUHIRB-E(1)-20170279 | B FH A Fp ¢ p b2 el &7 ] i &
4
1 | * | KMUHIRB-E(1)-20170188 CHRIETRARTHE LT B (AT | PR
4 E)- BB )R R 2 4 =
N MR E R PN 2 TRk AL ERCCL | f3
2| % | KMUHIRB-E(I1)-20160167 | ; o & s s v 80 50 g o2 Ap B 240 s

48




Rl

ﬁﬁ%ZQ%%%%ﬁi‘ Hpo ~ M A
W'

,B.
% , ROLE G M RAR ARG AR RS | P
3 5 KMUHIRB-E()-20170035 | |, ooy o\ s 5 pogs it o W s |
%
" r/%*"\,pzﬁf;ﬁtgﬁ“m I"‘;'ﬁr}& BEP\E—E%;//\L
4 i‘: KMUHIRB-E(1)-20170277 | B 7 5 &2 F e FiR4= pE
% 1801 W@&i% SALR AR HRLRBAE |
5 N KMUHIRB-E(1)-20180124 £ BT A ML #
i
6 | , | KMUHIRB-E(II)-20170261 | * Mix R ¥4 sL U ind Firfpred 2506 i &
7 N KMUHIRB-E(1)-20180008 P BRI R TR B IR e o
5 | (MUHIRB-E()- Ao A 4 B ) -
% SR P ER R RS |
E(D)- ¥
8 N KMUHIRB-E(1)-20180003 | ., RHFR TR A pE
. AR S N L 2 kg B jﬁ’“fxf_#« Z
9 5; KMUHIRB-E(1)-20160170 | #&48 T & 247 % pE
B FUR A O IR B P AR R AR | P
10 N KMUHIRB-E(1)-20160179 | 4, 4y, gy oo %,K
% s
n BAE K Tk AR H T R R T fg
11 N KMUHIRB-E(1)-20170270 | .., 2 4o o T ﬁg
%o
¥
2= s Ll ~ai el R g J‘ ;‘gﬁ
& £ F T AL T @R R S P A “’ﬁ%
12 N KMUHIRB-E(1)-20180009 N R Y l
7 T} ff’
Fr
B PRI % AT B Y R R AR
13 ; KMUHIRB-20140040 ik o 3 TT5 ¢ PR* Dabigatran 2 % ¢ o F 8| p &
7 EH‘;Z . )"H—‘ﬁ%'ﬁ'—ﬁji
3 s
i vOER R A £ ALR Y 45 R ek | F H
14 N KMUHIRB-E(1)-20160178 | | ;. pois o ops 4 & i e L
uﬁz‘;:

49




¢ g

& A

Fr

% FEY Y FTHRRERESL-LIBERER L |

15 | 7 | KMUHIRB-E(1)-20170107 fg,,,»,\_,‘, oLt i FAERC L Ly
* LTS b

16| F | KMUHIRB-E()-20180028 | 70 P X7 ESIAME RS ARA A

* Y £ & T 5 -

R RLA

50




LI EAR  NTAFVRRPEFLLA/E TG R UE-L 4%

N 3l
IRB %% =4 &

= %

1 | KMUHIRB-EXEMPT(1)-20180039 | % % 7 % £ %%, B4 RE ] P&
WEEBAE CAFipd &g Ap bt

2 | KMUHIRB-EXEMPT(1)-20180040 | C 3% s 4 fup# infy 16 & Flp 2 iFdl | p &
AR EREE ARG

3 | KMUHIRB-EXEMPT(1)-20180041 :; A REHTERG AR RIR YRR pE

4 | KMUHIRB-EXEMPT(1)-20180042 FHTEIRERHE LB GG B P&

R E TR

AR CFRA A

AP ARBI2PFFRLEE LR

#® 0 REER

i~ 4cg 14:40

51




