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7 % F & ¥ # | he was admitted to our ward for chronic heart failure,with acute exacerbation,HFrEF
with pleural effusion.We consulted hemalogist for anemia on 3/23.However,AKI was
noted and emergent HD wsa indicated.We consulted nephrologist but patient and his
families refused hemodialysis.Uremic encephalopathy was also noted.We consulted
hospice and plan to make meeting  with VS £ i atd/2 16:00(ié %5 * BT #< %
% ,% % & T %).But consciousness returned alert at night on 2018/3/28. Thus, he and
his families agreed to emergent HD on 3/30.Double lumen and first HD was done on
3/30. During 04/01~04/07,We kept close contact with the nephrologist about the
strategy of hemodialysis and the time of discontinuation.After transferring to
nephrology ward,we kept current therapy and well explained current condition and
treatment plan to patient and family at 4/10 16:45.We kept hemodialysis on
W1,3,5.Perm cath insertion was done smoothly on4/17 for regular hemodialysis.Due to
relative stable condition,he was discharged on 107.4.26 and OPD follow up
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¥ % ¢ M| M UGTIAL A 73] 0F 2 #4512~ % 2 % KK ;2 —Regorafenib & & FOLFIRI ¥
Irinotecan #| € 3% A ik 3 2 7 1
7 % F ¥ @ | 2019/10/27:Yellowish skin noticed for 3-4 days

2019/10/27: « CVC (central venous catheter) insertion

« Indication:vascular access

- Site: Right vein

« After local anesthesia with 2% lidocaine, CVC was placed into the vein smoothly with

internal jugular

modified Seldinger’s technique.The patient tolerated the procedure quite well.
2019/10/28:Jaundice and elevated liver enzyme, suspect acute liver failure or
obstructive jaundice(prepare for PTCD (percutaneous transhepatic cholangiography and

drainage)
£ # ¥ % % |S003
IRBRERW | 290 follonup LFFH | FIRMGB | FUF RBE
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After admission, we kept antibiotics as Tazocin for sepsis treatment. The blood culture
showed ram negative Bacilli and the report was still pending. For progressive
dyspnea, hypotension and decreased urine output, and underlying severe aortic stenosis,
we had informed family the critical condition and risk of sudden death. After discussion
the family decided DNR (do not resuscitate), refused further operation and they agreed
central line insertion. The followed lab showed elevated cardiac enzyme(Troponin-I:
3.74->7.58->18->34), and Dual anti-platelet agents(DAPT)and heparin were given for
suspect myocardial infarction. The lab revealed progressive metabolic acidosis and
hyperkalemia with worsening hypotension. Right neck CVC (central venous catheter)
was inserted with vasopressor as Levophed use. However, the shock progressed and the
monitor showed asystole at 108/10/13 09:50. There was no pulse nor respiration
detected. Bosmin injection 2 times was given. We confirmed with family about the
DNR (do not resuscitate). We performed the declaration of death in hospital.
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As per discharged note, event term change to “Cachexia” from weight loss.

Due to severe back pain and general weakness for several weeks. Under the impression
of prostate cancer, progression disease, subject was admitted to ward for supportive case
and planned to start radium-223 therapy in shorty.

After admission, the subject has difficulty in swallowing, left vocal palsy was suspected.
Double vison was also noted in ward. Both AE have considered as non-serious AE.
After radium 223 completed on 01-Aug-2019 with no obvious side effect and relative
stable condition, subject was discharged on 02-Aug-2019.

Following concomitant have given for further management and symtom relief:

Nutrition supply with amino acid + Glocose + B1(B fluid 1000/ml bag) ICD QD
Megrestrol 40mg/ml, 120ml/bot

Ca3(P04)2: 103mg/ml(Ca: 40mg, P: 20.5MG), VitD 160U/ml, Vit A 1600U/ml(Boca
180ml/Bot) 10ml PO QD AMPC..
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% té k¥ After admission, Calcium supplement with Vitacal was given.
Also Boca 15ml QD(once daily) was given with meal. There was no fever,
inflammation noted during admission. The patient’ s condition seemed fine. We had
closely monitor his Calcium level. His Calcium level became 4.38 mg/dl (CTCAE Gr.
1) on 2019/09/02. Under the stable condition, the patient is discharged on 2019/09/02
with regular out-patient department follow up. The patient is being followed regularly
for his hypocalcemia.

%5 FFETis B iRsg B e 2 4R B4 22325 % ¥ Niraparib/placebo, Abireterone Acetate,
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% 3 H 5215-0013#2019TW019322 Follow up 3% 4 . & 4
5215-0013#2019TW019322 Follow up 3F 4 . Addition al information of
06-Nov-2019.The event had a fatal outcome on 01-Nov-2019 (fatal
pneumonia is unexpected of current 1B). The patient admitted to the hospital for

“pneumonia”

management of Pneumonia, decrease of absolute neutrophil and anemia. After
management, neutropenia and anemia improved and the patient discharged from the
hospital. However, the fatal event was noted at home from the cause of pneumonia and
acute myeloid leukemia by certification. The investigator's assessment of pneumonia,
CTCAE grade 5 (fatal outcome) might from underline disease and might related to
study drug and azacytidine. The sponsor comment: In this follow up, a fatal outcome of

“pneumonia “ event was reported. In addition, absolute neutrophil count decrease and
anemia were removed. Causality for the study medication and azacitidine remains
unchanged.
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