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TRl Fek-£ 0%

A KRERLREZ AGHFFUEF-R 25 %
1-~SAE-% 10 %

BB 1
IRB %%. KMUHIRB-F(1)-20180110
kR S - BREL B ER AR s X ARG Z % 0 S A F
¥ 2 %% H (HFpEF) R % » 3= ¢ * Dapagliflozin &% o n § 7
= AR BE I ok
-3 ;:é—'ﬁ 3#.,%;{-;{ E7411006 2zcuwk |z
i BESE S50 %
IRB 3 P # CERE fo'lrl'(')fl'vazp 3 AF Ris %k
8/6/2021 712812021 initial i RN
AR REE After admission,General survey was planned.
7/28 History taking, checked vital sign, BP, and laboratory examination,
including CBC, biochemical blood,etc
7/28 Radiological exam, including CXR, Shoulder-R(AP+Lat)
7/28 operation was performed & procedure= Right shoulder scope with rotator
cuff repair
7/28~7/31 =Treatment of post operative
Antibiotic with cefa 1g q8h iv for prevent of wound infection (7/28~7/29)
Achelex 1# tid, Opicet 37.5/325mg 1# hs foe pain control
Strocain 1# tid for prevention gastric pain, prevention of s/p stress ulcer was
used keep underlying diseases with medication treatment(self prepare)
assessment of the op wound and care PRN
F/U X-ray of right shoulder AP+ Lat, for post operation survey on 7/29
MBD with medication under the patient stable condition on 7/31
E - A 8/22/2021
-~ AE7 AT %L R FE ET411006 »+ 2021/7/28 Initial » fr 0 » P A
Rk 5 Right shoulder RCT(/ g st 4) » s B> 2021/7/31 1 o
FRESI Y 3 E A4 A0 2021/8/6 AT AR o At A AFE 2
PLIEH > T A H A ARRE o
S RRREALTRAGR AR ZREE ~EF A
Fir EARFR(- FR b ) o
'l * i il
B 5 2
IRB %%. KMUHIRB-F(1)-20210006
i A BRFALEZRE S Blwe ¥ B(DLBCL)E A5 A5 P B b &
# R h&EE Y 0 1 tafasitamab 4c  lenalidomide & * R-CHOP p i3t
R-CHOP 2 2 & 2 ih- 5 Z 8 ~ 57 ~ 58 ~ - X (A
£ F %0 | 88019002 ERFEA |
Vi CJE > 4R S
. , Initial/ ,
IRB & &P ¥ F2 Y follow up LR SR
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8/11/2021

8/11/2021 | initial EET s

I Ayt Subject 88019002 has showed tarry stool for 4 days. She went to our
Emergency Room for help because she showed tarry stool 3~4 times on
10Aug2021. Endoscopy was done and she was waiting for administration
currently.
FHAA 8/11/2021
-~ AEZ AT %G R FF 88019002 »+ 2021/8/11 Initial » 0 » PR A
¥ & Upper Gastrointestinal track Bleeding - s £ * 2020/03/04 ) fx -
¥ 5 % % Prednisolone » 2+ % 3 3F 4 3> 2021/8/11 s X i 48 - A2 2 2
FRERHGFY T EATETRNM

= ~Prednisolone £ A=t 2 A% FApM L > A F A RFETFE R FF LT
TR PLEFS PRI IFL RN

S ERAE ~EH A

- L

B8 3

IRB %55 KMUHIRB-F(1)-20210085

PFELE T-1201 ;3 %+%](T-1201 Injection 100 mg Kit) * »~ gt #p § &8 56 % & & 2 Tk

- rPpaELR FEY

£ 3% B F

202 fz2cu% |7
% BEEEE

IRB #&3E p #

, Initial/
204 3 RF is %
F4pi follow up FRE®

8/11/2021

7/29/2021 initial uE /A L pE R

EIL W A

The subject was hospitalized to receive her first dose of T-1201 on 27-Jul-2021.
She had a slightly higher body temperature (37.5-37.7°C) that evening, which
lasted till 28-Jul-2021. On the morning of 29-Jul-2021, a fever (38.6°C)
developed and a fever survey was conducted as a result. An initial SAE of
prolonged hospitalization due to grade 1 fever was reported to sponsor on
29-Jul-2021.

An infection was suspected, and the subject was given IV antibiotics from
29-Jul-2021 to 03-Aug-2021. After IV antibiotics and application of ice pillow,
the temperature went down and had been at 36.8-37.4°C. Her CxR showed no
signs of pneumonia or other lung infections. The urine culture showed positive
for S. agalactia on 31-Jul-2021, confirming that the fever was related to urinary
tract infection.

The subject’s condition has improved, and her vital signs have been stable for
the past 3 days. She was discharged with a 7-day course of oral antibiotics
prescription on 03-Aug-2021.

This event was initially reported as a grade 1 fever but has been changed to
grade 3 UTI given the results of urine culture, which has been reported to
sponsor on 03-Aug-2021.

FERLR

8/22/2021

-~ AERAE R GRG KR 202 4 2021/7/29 Initial » oo~ Br PR
% Grade 3 Urinary Tract Infection » ¥ 5% # & T-1201 Injection 100mg Kit >
3 F 33 A 2021/7/29 JE A il 4R o

SRR E N PR O AR 2 B TR G R B B
#F 7 # - Urinary Tract Infection(& g k) » & A I 6 472 % #F 518
2138 Urinary Tract Infection 314z e » ¥ @ 2.2 <X 7 3 4p o
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KMUHIRB-F(1)-20210085

X

T-1201 ;3 %+%](T-1201 Injection 100 mg Kit) * »> gt #p § &8 "6 5% & & 2 Tk
- PxrpaEre EEY

LRFEEF

202 FEEETE A |
B LS ETN

IRB #&3& p #F

Initial/

c 4 p g F AR s %
RN follow up Kt

8/11/2021

8/2/2021 initial WL A AR

P AF ¥

The subject was hospitalized to receive her first dose of T-1201 on 27Jul2021
and had a prolonged hospitalization due to a grade 3 urinary tract infection
(initially reported as grade 1 fever) on 29Jul2021, which was reported as SAE
on 29Jul2021. She was scheduled to be discharged on 02Aug2021. However,
the laboratory test prior to discharge showed Hb 6.9g/dL. She didn't have sign
of active bleeding or any discomfort. Her vital signs were stable, and she was
given 2U of leukocytes-reduced RBCs. Her hospitalization was extended as a
result and an initial SAE of grade 3 anemia was reported on 02Aug2021 with
Unlikely relationship to T-1201.

Anemia due to Gl bleeding was initially suspected, but the fecal occult blood
test was negative. Additional hemolysis test was performed but showed no
evidence of hemolysis. After blood transfusion, Hb elevated to 9.2g/dL the next
day. Because the subject did’t report any discomfort during this period, she was
discharged on 03Aug2021. A follow up #1 SAE report was filed on 04Aug2021
with the relationship with T-1201 updated to Possibly Related.

At C1D15 visit (10Aug2021), follow up lab test showed Hb 10.4g/dL and she
has relatively good spirit. Therefore, we concluded the anemia was unrelated to
underlying disease and possibly related to T-1201.

8/23/2021

- v AEFAFERLX ;é—‘g 202 >+ 2021/8/2 Initial » Fx > » Bo i 355
= Grade 3 Anemia > 55 & %+ 2021/8/3 1% o 7 4t % 5 T-1201 Injection
100mg Kits 2+ 3 3 3% 4 > 2021/8/2 jE o id 4R o A 2 2 2 F & F2E3p o
THATE AT M o

Z ~3hF A 4F 430 2021/8/4 =% Anemia 22 Z L ARl o PO ZEIR R
@ 14 %% 2021/8/18 22 Medical monitor 3 2%k B FfiEiE 18 » ¥ fv & AFil
i * 234 2 (Tazocin)3!4= Anemia > F]pt A& 2 2 L F & 2|47 5 2L5p 8y
Mo BERT ST AR R UFRFLTEZEY

~ERUEE 26 F A
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KMUHIRB-F(1)-20210006

Ph

ERFADELZRA S Blnre kT B(DLBCL)E Lo Aisf e B R %
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X W SPE 88019002 R E N E
Vi CJE > 4R S
a ., Initial/ "
IRB #3& p 4 F2pY follow up *RF i %
8/13/2021 8/11/2021 follow upl W Rop A Al
EIL A % At Subject 88019002 completed EGD (Esophagogastroduodenoscopy) on
10Aug2021 which revealed gastric ulcer and GERD. Urine Culture on
09Aug2021 showed urinary tract infection (was reported on 11Aug2021).
This patient was admitted on 11Aug2021.
25848 8/16/2021
-~ A7 AE B G R EF 88019002 »+ 2021/8/11 follow upl - » i
JEAX % Upper Gastrointestinal track Bleeding - #* =% 3¢ HiJn ] & irg’ ‘e AE
(urinary tract infection ) » ¥ it #] % neutropenia HRFRER % o ¥ R E &
prednisone» 3+ & 3 3 A 3t 2021/8/11 i dF - A 122 L F i ;h TR 4P
“**“i%wwo
= ~ERU » N g %A
i * i i
B % 6
IRB %% KMUHIRB-F(1)-20200168
TR EH -~ RRT RS Rl S L Rk (GC/GEIC) ehid F hde< o E i
Bh M -gif B4 Durvalumab w2 FLOT v 8 0 45 < et ri Durvalumab
R AR A R~ B~ X AR - ¥ = ¥ 2% (MATTERHORN)
Ti:é—‘ﬁ 3&%}‘;‘5 2021A229579(E7404005) | . 2 = @ |7
3 % & i@ 4R B
IRB 32 p # F49 8 Initial/ XV Tt
follow up
8/14/2021 3/27/2021 follow upl F3om 4 ARk
% 2 F g% ¢ | Mfr. Control No.: 2021A229579

Report type: TFDA FU1 report, CIOMS version FU#2

Clinical event(Preferred Term): Neutropenia

R H P 2021/3/24 3 A HIG ~ FE S FIE > m 33~ LA~ v
>+ 2021/3/27 1% 392 CE 2k 0 4 Ma etk R A
&Rk A o F 5% W%k % % Kon leukopenia
(WBC:2610/uL,ANC:1252.8), elevated CRP, hyponatremia (Na: 132 mmol/L) -
ML PO - ARm S HIEIA R o FIER N frgil 4R 5 SAE R EE T
2021/4/5 1k o A A4 4R ¥ i LA 5 Neutropenia » SC »t 2021/7/23 #- ¢
fi3F:x 5 Leukocytes - Sponsor safety team %]y #-% i upgrade
SUSAR-White bIood cell dlsorder » T3 2021/8/2 i e Pl o & iF aopt F AR
T i SUSAR - Grmsi ot 5 A Sdf (veffe » B 2 LB Neutropenla %]
o SC* 82 1 3‘ e BRI LRy Neutropenla Fopl AR A g e w LoAp B
P LIpH e SAEE 2 o

& A o
it~ }T\/IQ 47\’]“? N

FERLR

8/22/2021
-~ AE7 AT B R L R RE 2021A229579 (E7404005)% 2021/3/27 » Fx
gt =t & follow upl » » e a 7% & Neutropenia » 5 &+ 2021/4/5 itz -
¥ 5t 2 - Blinded for Investigator » 3+ & 4 4% 4 3% 2021/8/2 o i 48 o &
RIS SLY S e AN S E A

25




=~ A4 R E LA Neutropenia > SC *+ 2021/7/23 #- £ fiific &
Leukocytes: Sponsor safety team F]* #-% i¢ upgrade 2 SUSAR-White blood
cell disorder » # *t+ 2021/8/2 i v Pl » # 18 7wpt F 24302 5 SUSAR - 5§
FEO M 5 Sk 1T F 2 AL & 5 Neutropenia, F]#t SC 3t 8/2 3
JseP 1 Lfecw Neutropenia > #oyt 3R 2 B ecw S ARM T L IR D
SAE ¥ i o

Z~ZRUEE ~ER

- £ i ip
}3’ %};u 7
IRB %% KMUHIRB-F(1)-20200168

2
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%%ﬁ-ﬁ.%?fu-ﬁ E7404008 Frcuy |IPE
i (& W 3F w5 -
. Initial/
22 3 %4 p i 8 1%
IRB &3 p #F 2 pH follow up ERL R SR
8/18/2021 7/30/2021 follow upl Fiom 4 Ak

?RFRFE

FRE

2021?E 6% QP EFEENAZ 32021 & 7 % 21 p & £EX Cycle 2 Day
1 7 Neoadjuvant

therapy(:#2 % # durvalumab/placebo » 4c + % § i % : 5-FU ~ docetaxel ~
oxaliplatin ~

leucovorin)fs » >+ 2021 & 7 29 p w L A F G HE ¢ o o ik
(ANC) = 66/uL » 7 *§

¢ w3k 14T (Neutropenia) sif i » g% P o 0 R FH 3 2021 # 7 0
30 p ke Lt

w3k 4 & g (G-CSF)fs » >0 2021 # 7 * 30 p £ % © 1% ANC 3
2875/uL > 3F 5k 2 #F 4 35 0 F % 27 i Oxaliplatin, 5-FU, Docetaxel 4p B >
TAEF T ARG EFEATRE c BHFFTRE R p ARG

P
8/2 M (8 F P i
3ALR 8/22/2021
- A3 AT %L XA ET404008 »t 2021/7/30 » o gt =& % follow up
1> P 3 5 vg ¢ 1 & 7R T (Neutropenia) » % & > 2021/8/2
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- BRI R % k- P - & 25 F 5 Tenofovir Alafenamide
(TAF) Fi2 5% BAFL e Fol BB 22 s B A7 pFend 2 2 ok
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. Initial/ .
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N follow up &

8/17/2021

7/20/2021 initial "R i

AR R

Subject presented with dyspnea on exertion with chest tightness and was
admitted on 20Jul2021 for patent ductus arterious closure. The closure
procedure was performed on 22Jul2021 under general anesthesia and
intubation. After procedure, the patient

was transferred to CCU (cardiac care unit) for further care.

After transferred to CCU, extubation was performed on

22Jul2021.Vomit once was noted after extubation, which was subsided after
medication treatment. No anti-coagulant was used. Under stable condition,she
will be transferred to general ward for further management on 23Jul2021.
After transferring to ordinary ward, mild chest discomfort while coughing and
much sputum was still noted, we then gave mucolytic agent for symptoms
relief. Under relative stable condition, she may discharge on 24Jul2021 and
arranged Outpatient Department follow-up for her.

FELR

8/22/2021

-~ AEFAF GG R FH 3076-4862 + 2021/7/20 Initial » P~ PR A
FFgs & & Patent ductus arteriosus (PDA) » 5 & *t 2021/7/24 i o 7 5% #
& Tenofovir alafenamide » 2+ 4 3 3F 2 *> 2021/7/24 5 0 48 o A2 %
LEEHAIEY TR E A AAB o
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KMUHIRB-F(I)-20210006

#h e

AR AP ARE A B gk B(DLBCL)Y L% A5 B b 'k
23 Rk'w&F ¢ o 1 tafasitamab 4c *+ lenalidomide # * R-CHOP #p fi*t
R-CHOP 2z 7% % % 2 ideh- % =8 ~ 57 o ~ 548~ 7 ~ 2 @HH
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Wi
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88019002 72 |IWE

B [ i 4% Sl -

IRB i 3& p #

, Initial/
F4p3 * % & 5
4 p ¥ follow up F R

8/24/2021

8/11/2021 follow up2 Fiom A Al

FRERE

Due to hypokalemia grade 4 on 18Aug2021, Subject No. 88019002 prolonged
hospitalization. SAE #1 Upper Gl Bleeding changed to grade 2 on
14AUG2021. SAE#2 URINARY TRACT infection changed to CTCAE grade 2
on 18Aug2021 (Tazocin IV changd to oral cravit). SAE#3 Hypokalemia ended
on 23Aug2021 (K:4.0 mmol/L). Now this patient keeps hospitalization for
cycle 2 treatment, so we decided to end this SAE on 23Aug2021.
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FHAA 8/29/2021
-~ AEARAEEBRLER *H 88019002 »+ 2021/8/11 » fr» ¢t = & follow up
2 » o~ A PRgek & bleeding gastric ulcer - s & 2021/08/25 itk o
x% % 5. Prednisolone/ Lenaledomine » 3+ 3 3 #F 4 > 2021/8/11 jE &3 il
Mo AEAAFEHIFH - P EAFFT AR o
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