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Due to worsening of fever from grade 1 to grade 2 on 2020/10/20, PI considered
the main reason of hospitalization changed for management of fever and judged it
as a SAE on 20/0CT/2020. After shifted Brosym to Cravit for fever treatment, the
laboratory data showed improvement of hypomagnesemia, hypercalcemia and
hypokalemia. Fever subside was noted. Pl judged fever is due to tumor fever or IP
related. Discharged on 22/0OCT/2020 due to stable condition/stable vital signs and
outpatient department follow up.

Sponsor replied the reason about this case was updated as SUSAR: Based on the
information available, the serious adverse event (fever) is considered likely to be
an infectious fever. However, Considering the reasonable temporal association
between the adverse event (fever) and the study drug, an association cannot be
ruled out. The SAE fever is assessed as an unexpected event.

FELR

11/23/2020

-~ AEFRAFEBRLE é‘ui 103-002 **+ 2020/10/20 » fx » ¢ =% % Follow up
1o ik 3 3% o ¥ i 2 5 ATG-019(PAK4A/NAMPT g & £ i=) > Fa
2% 2020/10/22 2115 ;i; 3343 2020/10/23 e r AR o A A AE 2
B2 > E B AT A e - X BFERILET 2 AFAFHT Y RG
ﬁ£ﬁﬁﬂhﬁ@%ﬁi?ﬁﬁ4iﬁwF*b?ﬁ]%% Azqm Bl g gt F 2
LI EIETE oA R H ra WEE 2R R 23 E(infection fever) o &3
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10/29/2020

10/27/2020 follow upl v =

EIL A A

Since 230CT 2020, the patient has shortness of breath, tachycardia, and
continuous progression of lung inflammation. The family members are informed
that the prognosis is poor, and the family members have signed DNR (do not
resuscitate). Bradycardia were noted at 06:30 on 270CT2020. Besides, conscious
loss, bilateral pupil dilation were found and pulse cannot be palpable. At 06:40,
Asystole heart sound and no electric activity by EKG were noted.Expired on
270CT2020 06:40 due to pneumonia.
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-~ AE2 AF 2R G R FEE 2005005+ 2020/10/27 i 7 followup 10 » Fr i
P& & Bronchogenic tumor - 5 & 3t 2020/10/27 5+ = o ¥R E 5 G o

3 F A 4F 420 2020/10/27 A A AR o A2 A AF E IR 0 P B AT

16




FARM o = ~ZRUE

i * i i

BB 3

IRB %%. KMUHIRB-F(1)-20160097

FEAER 3w EFE

ZWESIF | 1165 zcuwx WF

i BESE S 0%

IRB 427 p # CENE fo'lrl‘(')f,'vazp 3 AR K%

12/7/2020 6/15/2020 initial FRgp A Al

AR R This time, he was sent to our ER due to discharge of blood and pus from the right
big toe open wound for 3 days.Other associated symptoms included severe wound
pain and intermittent fever for 3 days. He denied chillness, headache, nausea,
vomiting, dyspnea, abdominal pain, urinary frequency or diarrhea.At ER ,Right
foot X-ray revealed acute emphysematous infectious process involving around big
toe with metatarsophalangeal joint invasion. Due to above reasons, he was
admitted to our ward on 2020/06/15 for further managements.After admissssion,
we kept his chronic medications. We reviewed his general per-operation survey
which showed no contraindications for surgery. Then operation of right foot
sequestrectomy + fasciecotmy were performed on 2020/06/17. We changed
antibiotics to Teicoplanin and wound care to negative pressure wound therapy.We
changed antibiotics to Tazocin on 2020/06/29. Further operation of right foot
wound debridement + advancement flap were performed on 2020/07/01. There
were no fever, no chillness, mild wound pain and no other complaint. Under
stabilized conditions, he is discharged today.
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AFERBER According to the patient's statement,she suffered from progressive shortness of

breath on exertion in recent one week. No obvious orthopnea or PND. Associated
symptoms included body weight gain, increasing abdominal circumferenc with
fullness, lower limb progressing edema, productive cough, and mild decreased
urine output.Due to above reasons, she came to our ER for further help.At
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ER,Laboratory data revealed leukocytosis with left shit, macrocytic anemia,
impaired renal function, hyponatremia, and elevated cardiac enzyme. EKG showed
sinus rhythm and RBBB . Chest X ray found pulmonary congestion and increased
infiltration over bilateral lung. she was then admitted to our ward for further
management.After admission,We arrange cardiac echo and Holter scan for heart
failure survey.Cardiac echo revealed adequate LV systolic function (71.9%) and
impaired LV diastolic function.Holter scan disclose sinus rhythm with rate
63-96/min and mean 79/min and right bundle branch blocks.Under relatively stable
clinical condition,she was discharged on 2020/7/17 and OPD follow up was
arranged for her.
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According to himself ,He suffered from dizziness since 2 weeks ago. Other
symptoms including unsteady gait, following with fallen down, headache over
right occipital to neck area, diplopia when starring at right side. Therefore, he was
brought to our OPD for help.At OPD, consciouseness was clear with glasgow
coma scale E4V5M6,Neurological examination showed no focal weakness, no
facial palsy, tandem gait failure, negative Romberg test, no truncal ataxia, FNF and
Heel-knee-shin showed dysmmetric at right side.Due to above reason, he was
admitted for further evaluation and management.  After admission,Brain MRI
showed no evidence of active intracranial lesion.However,acute urine retention
was noted in the evening of 8/11.Urine routine showed no obvious UTI .Acute
urine retention was suspected to be related to BPH and diabetic neuropathy.After
training, Foley catheter was removed on 8/14 and post-voiding residual urine was
within acceptable amount.Besides, one small nodule in the right lower lung field
was incidentally noted on chest x-ray, we will arrange Chest OPD for follow-up
after discharge.
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LR R According to himself, acute urinary retention was noted during last hospitalization in
Neurology ward with foley catheter indwelled. Associated symptoms: frequency(-),
urgency(-), nocturia(+), weak stream(-), intermittency(-), incomplete emptying(-).
Foley catheter was removed before discharge last time. However, nocturia was still
noted.He visted our OPD , where sonography showed marked enlarged prostate
without hydronephrosis.Under the suggestion of operation, he was admitted for
further management.After admission, pre operation survey was done completely. ela
laser prostatectomy + Urethral sounding was done smoothly on 2020/9/21. After
operation, the urine color was gradually clear while CBI use. However self removal
of Foley was noted after back to our ward, fresh blood was found from urethral
meatus. We re-inserted 18 Fr. 3 way Foley gently, bladder echo also showed balloon
over bladder. No fever episode noted during admission. We removed Foley on 9/28,
and urination smoothly was told after Foley removed. Due to the general stable
condition, we arranged discharge on 9/28 and further OPD follow up.
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AFE R After admission,Rasitol was given and we kept her Intake and output balance.Her

dyspnea and edema improved a lot. Anemia suspect related to gastrointestinal tract
bleeding was noted and improved after Nexium given.Right ankle pain with small
wound also complained by patient, suspect peripheral arterial occlusive disease
related.Ankle-brachial index showed bilateral peripheral arterial occlusive disease
and right side flow undetectable. Pletaal was prescribed and we will arrange
percutaneous transluminal angioplasty on 2020/12/04.Report showed Superficial
femoral artery(SFA):proximal 80-90% stenosis, severe calcification (+),popliteal
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artery:patent,Anterior tibial artery (ATA):100% occlusion,Posterior tibial artery
(PTA):100% occlusion,peroneal artery:100% occlusion.Angiolasty and BMS
(bare-metal stent) x 1 for right Superficial femoral artery (SFA) was done.
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i AR A7 TRk 32 % 3F 2 4 & (CSR synopsis)—The CCOD for the efficacy analysis
was 27 November 2019, with which the study did not meet its primary endpoint.
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