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712712022 711212022 initial Fiop A Ak
PRy At After admission to complete nursing unit, neonatal jaundice associated survey was
arranged, and laboratory data showed indirect type hyperbilirubinemia, normal range
of reticulocyte, negative .Phototherapy was given since 7/12 and follow-up
microbilirubin showed gradually decreased. During the following days of observation,
stable body temperature, smooth respiration under room air, fair activity and crying
power, fair oral performance, were noticed. Discharged on 7/14.
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7128/2022 7/8/2022 initial WRop A Ak
EIL P At After admission, medications for symptoms relief and adequate fluid supplement were
given. Fever subsided since 2022/07/09 night and stable body temperature was noted
for 36 hours, clinical symptoms, activity and appetite gradually also improved. Under
improved condition, we arrange his discharge 11-J-2022 with symptoms relief
medication.
2HERA 8/2/2022
R A 1’? % < 32 12302006 »+ 2022/7/8 Initial » Fx > » Fr A 7
% COVID-19 - ¥ 5 & -7 i % » 2+ 3 4 45 A 30 2022/7/11 w7 8 3f - & it
%iiﬁﬁﬁﬁﬂ’fﬁiﬁéﬁw%°
g = R =4 = r]’éi;@;/\?%éFFJ AR ERUIRL
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8/2/2022 11/13/2020 initial FRp LAk
R REE The patient was admitted due to acute gastritis and nasopharyngitis on 13/11/2020.
After symptom-relieving medicine use and intravenous fluid supply, her condition got
much improved. She did not vomit any more since admission and no diarrhea was
found during hospitalization. She got mild fever up to 38 degree of Celsius on
13/11/2020 but then declined on 14/11/2020. Her activity and appetite also got
gradually improved during hospitalization so that she was discharged with complete
recovery on 16/11/2020.
B335 IRB p € 7 L F 23 4% & P v 2019.0(20190520) % + » &2 kykA B K2
PR A A 1t SAE ks RS RyRAEF LEREAFRA Y
2021.0(20210507)5 & » 4 & pt 2 g 2 L F 2 o
: - A 8/4/2022
-~ A7 AE R L KR 552-302 »+ 2020/11/13 Initial o > A PR R
= acute gastritis and nasopharyngitis » 5 & ** 2020/11/16 Jifx o ¥ 5 & &7 if
oo 24 0 F A 2020/11/13 e T SR o A2 A A FE 2 f“ ELETS | BRI b N
E R
S EHUE g Kb
s ® 34

17




BB 4
IRB %% KMUHIRB-F(1)-20200039
PR EH 4 Nusinersen (BIIB058) ip sy # i3 3% Hge X 38 F D& & L4 ~ sgd A~ e~

R

Z R F T 552-302 2r2cdi%n | WF
+ BESEE T R
IRB & P ¥ CERE" fo'lrl‘('fv'va:jp 3 AF Rt %
8/2/2022 3/15/2021 initial ErRop A Gfx
AR RF G The 9-year-old SMA type Il female patient has suffered from increased amount of
sputum for about 4 days. One choking episode occurred yesterday (14/Mar/2021) and
then gradually tachypnea, dyspnea and tachycardia were found this morning
(15/Mar/2021). She was thus
brought to our outpatient clinic where physical examination showed tachypnea up to
40 times/minute and bilateral crackle breathing sound. The discharge date was
2021/03/22 and recovered on 2021/03/29.
with decrease at right upper lung. The chest X-ray showed right upper lung
consolidation or atelectasis. Under the impression of
pneumonia, she was admitted to our ward to further survey and management.
B335 IRB j € 7 L ¥ 23 4% & B v 2019.0(20190520) 5% » » &2 k%4 R B i
R SR;- B R 4 et SAE S BB R EE %“%ﬁ;:\aﬁ?{ L ERTIE -3 1T
2021.0(20210507)5< & » 4 & M E € 2 2 F £ o
AN 8/4/2022
-~ AE72 AF# %L R #E 552-302 4+ 2021/3/15 Initial » P 0~ BRI PR
= pneumonia- i & >t 2021/3/22 diFeo ¥ 5 #F 52 if * b E A 4 3 2021/3/15
T4 o A2 AF BHATFH > T B A F A 4R o
S RRAE KB o
- e 34
B 5 5
IRB %a%% KMUHIRB-F(1)-20200171
o B 1y = 1# (Tenofovir alafenamide) i & 427 L2 | BAFN & F 2 2x g &
> 3= i% (TAF-Deliver)
£ Y oW DE-01-05 L idrp | WE
IRB 2P ¥ CERE" fc:nétv'va:fp 3 AF it %
8/4/2022 712212022 initial FRp LAk
R REE Her activities of daily living is total dependent and she lives with her family with
nasogastric tube indwelling. She was under regular follow up at our Nephrology,
Neurosurgery, Hepatobiliary outpatient department.This time,according to her
caretaker's statement,she had suffered from low grade fever on 22Jul2022 with general
weakness for days.Productive cough had been mentioned recently. Bilateral lower
limbs ecchymosis got measured. Due to above reason, she was brought to our
emergent department for help on 07/22.
FHRA 8/5/2022

-~ A7 R ?3: 2% X% DE-01-05 - 63 k> {2 » X@H @2 p i
022/07/22 > + s % &-: Tenofovir alafenamide(TAF) » # 4 ¥R iifrz. 2 2F £ @
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2022A247582(E7402010) | . 7 = i 4 |[Z
5% [ 3047 bt

IRB 4#&3E p #

, Initial/
1} 4 -} % 4K % 8
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71412022 follow upl Fiopm 4 Ak

LFERF

On 04-JUL-2022, the patient experienced grade two interstitial pneumonia (preferred
term: Interstitial lung disease). Scheduled CT scan on 04-Jul-2022 revealed Interstitial
pneumonia in both lungs. He was admitted for further survey. The event interstitial
pneumonia became serious on 05-JUL-2022. The event occurred during the treatment
period of this study. At the time of reporting, the event was ongoing.

The investigator considered that there was a reasonable possibility of a causal
relationship between the study therapy Durvalumab/Placebo, Radiation therapy and the
following event(s): interstitial pneumonia.

Summary of follow-up information received by AstraZeneca/MedImmune on
26-Jul-2022: Updated event outcome from recovering to Not recovered.

F] Pl 2] 3% % 2 INTERSTITIAL PNEUMONIA (Interstitial lung disease) £
Durvalumab/Placebo %2 Radiotherapy 4p B » A 7| 3% /1 4% 4 2 p /i3 H/ICF p >
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