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PR A He suffered from difficulty breathing after rush walking and upstair since this
July. Associated symptoms/signs: chest tightness(+/-). Treadmill Exercise Test
was arranged on 7/22 and showed positive for ischemia (non-significant ST
segemnt depression during exercise, but obvious at recovery period). Cardiac
catheterization was suggested and explained. He rezlied and agreed with that.
He is admitted for furtherh management on 2024/10/27.
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After last discharge, he lived in nursing home and poor intake condition was
noted. He also noted some abdomen distention sensation, but he denied
abdominal discomfort, cramping pain, peripheral edema, nausea/vomiting
status, fever or chillness, any abnormality over colostomy, and other specific
discomfort.

Following laboratory datas at opd (outpatient department) showed normocytic
anemia, hypoalbuminemia, hyponatremia. Therefore, he was admitted on
2024/10/28 to our general ward for systemic therapy of management of
electrolyte imbalance, and normocytic anemia.
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After admission, we had held systemic therapy and performed packed RBC (red
blood cell) transfusion 2 units on 10/28 and 10/30 based on relatively anemia
status, and we also administrated own-expense albumin supplementation for
hypoalbuminemia, and adequate fluid resuscitation with encouraging adequate
intake status. His clinical condition showed relatively stable with only mild
abdomen distention condition. We suggested the indication of ascites drainage
for symptomatic relieved, but our patient hesitated so pigtial drainage was not
performed. Underlying medications of Tedalin of iron supplement, Silymarin
for mildly impaired liver function had titrated for better efficiency. Following
datas showed acceptable hemoglobin level to 9.4g/dL without any dizziness
sensation.

The patient was discharged on 10/31, and arranged scheduled OPD
(Outpatient Department) course on 11/06 with following laboratory datas and
slight oral diuretics.
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flu symptoms and
exacerbation of pre-existing
conditions such as COPD and

asthma

*AE RE

In response to the updated CIOMS report of the sponsor, no changes to the
investigational product safety information are warranted at this follow up.
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After admission, antibiotics was prescribed and dentist was consulted and grade
2 periodontitis with bone loss was found. Due to current status, antibiotics was
prescribed and dental extraction was performed on 20/Aug/2024. IVIG was
prescribed due to lower immunoglobulin level with recurrent fever. However,
extravasation over left forearm of IVIG was found on 22/Aug/2024 with ice
pillow packing. The fever subsided with improve of extravasation wound noted
on 23/Aug/2024, and the subject was discharged from the hospital for OPD
follow up. g3+ 3% 2 4 £ 2] %> F)3#5% £ 4 Talquetamab 2 Daratumumab ¢
FALBEERY MT 272 2F B EREEA KT 3R APF > La
Peiftets R LT B LR EH AR KT REFF R KA ER%RES
VoA AR R o

2024/11/06

LA 2 (S 4 lowgrade feverd= F]»t 7 % L 2 £ LA 4 MT AR H
o TP R E A A R T FE% %4+ Talquetamab # Daratumumab ¢ 3
AAAEIEIY KT 22 U B B H B ERELT AP o R
SAEH#E 2 - 2F&H T 4

=

€

19




BB

IRB %% KMUHIRB-F(11)-20220173

8 -k 3YEW A RFEKR A BRRED S LR R o F A SRS
A% F W% 52 > vt & Talquetamab SC & Daratumumab SC e
Pomalidomide & & m/,%(TaI-DP) » g% Talquetamab SC 4= Daratumumab SC &
& iR (Tal-D)4p #.*> Daratumumab SC ~ Pomalidomide = Dexamethasone
(DPd)i 7

%:é—‘ﬁ Muéfu-ﬁ W26TW10005100916 | §_F = i 3F l@

Vil O&_ > W 3% L
a - Initial/ )

IRB &P FAPH follow up *AF i %
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7 2 F ¥ 2 | The subject suffered from fever up to 38.2 degree at night on 10/Sep/2024. The
fever subsided after acetaminophen used, but flare up and down in the morning
of 11/Sep/2024. Laboratory data revealed no neutropenia with elevated of CRP
level. Under the diagnosis of grade 1 cytokine release syndrome, Tocilizumab
was prescribed and the subject was admitted for further management.
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# % F g% ¢ | The subject suffered from fever up to 38.2 degree at night on 10/Sep/2024. The
fever subsided after acetaminophen used, but flare up and down in the morning
of 11/Sep/2024. Laboratory data revealed no neutropenia with elevated of CRP
level. Under the diagnosis of grade 1 cytokine release syndrome, Tocilizumab
was prescribed and the subject was admitted for further management.
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The patient came to the emergency room on 07Nov2023 with the complaint of
fever for 1 day with general soreness,headache,periorbital pain and
drycough.Upon arriving at the emergency room, the patient was febrile but had
clear consciousness with the body temperature 39.7 °C.Dengue rapid tests
showed positive report.Under the impression of dengue fever without warning
signs, the patient was then admitted on 07Nov2023.

After admission, the patient was still febrile with chillness and bone pain was
noted.Adequate fluid supplment was given.Acetaminophen 500mg Q6H for
fever control and Strocain for gastrointestial upset were
prescribed.Dizziness,severe diarrhea and blood from vagina, suspect warning
sign about mucosal bleeding were mentioned on 11/09.So we kept tranexamic
acid for hemosatsis and fever subsided. Laborator survey on 11/09 revealed
depressed PLT(157000-&gt; 77000),elevated GPT(65-&gt;140) and GOT(238).
Diarrhea improved with symptom-relieving medication use and amount of
blood from vagina decreased.Poor appetite and rash over medial part of lower
limbs were noticed on 10Nov2023.
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PAFFE | L GgHUFGR]IRAREF AT SA e B, pOE 2P o
FEdst =0 3% 5 TFDA i Bl 37 4(CIOMS FU3) -
Summary of follow-up information received by AstraZeneca on 29-Oct-2024:
Action taken for study drug updated from temporarily withdrawn to no change.
Narrative updated.
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