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IRB&JEP ¥ F2pE follow up *RFE K E
41712023 3/28/2023 initial FRp LAk
AFE R The subject was diagnosis pancreatic head adenocarcinoma, cT2NOMO, stage

IB, post ERCP biospy with ERBD on 2023/01/20.

She started received SLOG trial since 2023/2/8, she had grade 1 nausea with
vomiting during the treatment. She just over 4th neoadjuvant chemotherapy
since 3/21-3/28, but suffered from fever up 39.7 with chills and abdominal pain
since 3/28 morning, with other symptoms of malaise and sclera jaundice.
Antipyretics was used but still recurrent fever. Therefore, she visited to ER on
the same day.

At ER , her conscious clear, initial vital sign stable. Physical examination:
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diffuse upper abdominal pain. Lab data revealed GOT/GPT:266/123,
bilirubin(total/direct)3.86/2.68, CRP:42.79. The CXR: no obviously pneumonia
patch. Blood culture: enterobacter cloacae ssp cloacae, thus she was admitted
for further evaluation.

After admission, we arranged anesthesias ERCP with ERBD revision on 03/30
due to suspected obstruction jaundice with biliary tract infection, the bile
culture reported on 4/3 : pseudomonas aeruginosa, we keep antibiotics used
during the hospitalization. Now her symptoms were subside, spirit was good,
discharged on 04/07.
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F3p I follow up F RS
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3/29/2023 initial WRop A Ak

I e

This subject T1220-005-004 was 78 y/o man has esophagus squamous cell
carcinoma .completed the treatment Cycle 1 Day 1 on 28/Nov/2022, Cycle 6
Day 1 on 20/Mar/2023.According to his statement, he fever on and off since
yesterday cough with sputum as usual,mild dyspnea as usual,no chest pain,no
abdominal pain,no vomiting, no diarrhea, mild pain in thraot and rhionrrhea.He
was sent to our ER  for help on 29/Mar/2023. At ER , his initial vital signs
revealed BT: 37.2 °C;HR: 119bpm; RR: 23 cpm; BP: 138/84 mmHg; SpO2: 96
%. Lab data revealed, elevated CRP level. we use antibiotic(Tazocin) and
monitor vital signs.hold study medication (Afatinib 30mg 1 Tab QDPO) since
30/Mar/2023~now Due to AE (Lung infection)by investigator suggestion. After
admission the patient was started on empiric antibiotics Tazocin (since 3/30)
along with medication for symptomatic treatment. Follow-up sepsis parameters
on 2023/04/03 and 2023/04/06 showed gradual improvement of leukocytosis
and decreasing CRP , clinical symptoms also improved. His chst CT done on
2023/03/31 disclosed RECIST:stable disease.Under relatively stable and
improved condition the patient was discharged on 2023/04/06 with oral
antibiotics after completing a week of intravenous antibiotic treatment course.
Follow-up at OPD was arranged.

FRLA

4/14/2023
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pHpt 2023/03/29 0 W R o B A WR AR A L E 2 ¢ Lung
infection - After admission the patient was started on empiric antibiotics
Tazocin (since 3/30) along with medication for symptomatic treatment. His
chst CT done on 2023/03/31 disclosed RECIST:stable disease
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?RFRFE

ACUTE ONSET GENERALIZED PRURITIC ERYTHEMATOUS
MACULOPAPULES DEVELOPED ON THE TRUNK AND THE UPPER
EXTREMITIES SINCE 04/09 COMPLICATED WITH CHILLNESS. NO
VESICLES OR PUSTULES WERE NOTED ON THE LESIONS, NOR ORAL
ULCERS, OR EYE PAIN. HE HAD EXPERIENCED HEMATURIA WITH
URINARY TRACT INFECTION IN APRIL AND HAD UNDERWENT
ANTIBIOTIC THERAPY WITH CEFIXIME. PHYSICAL EXAMINATION
SHOWED GENERALIZED ERYTHEMATOUS MACULOPAPULES WITH
CONFLUENCE ON THE TRUNK AND FOUR EXTREMITIES. UNDER
THE IMPRESSION OF MORBILLIFORM DRUG ERUPTION, AVOIDED
STEROID USE AND ADMINISTERED INTRAVENOUS
DIPHENHYDRAMINE 1VIAL Q12H (EVERY 12 HOURS). THE
PRURITUS IMPROVED MARKEDLY AFTER THE TREATMENT AND
THERE WAS NO PROGRESSION OF THE LESIONS, NOR MUCOSAL
INVOLVEMENT NOTED DURING hOSPITALIZATION. DUE TO
HEMATURIA NOTED IN HIS URINE ROUTINE, WE ADDED
TRANEXAMIC ACID AND KEPT MONITORING HIS VOIDING
FUNCTION. URINARY FREQUENCY WAS REPORTED AND THE
DAILY URINE AMOUNT WAS ADEQUATE DURING
HOSPITALIZATION. SOLIFENACIN WAS PRESCRIBED FOR SYMPTOM
RELIEVING. UNDER RELATIVELY STABLE CONDITION, HE WAS
DISCHARGED ON 04/15.

FERLR

4/19/2023
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2023/04/12 » ¥ % % 5-: atezolizumab ~ tiragolumab » % # H 3% G faz % 2
¥ * : Suspected morbilliform drug eruption -
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=~ ~ ACUTE ONSET GENERALIZED PRURITIC ERYTHEMATOUS
MACULOPAPULES DEVELOPED ON THE TRUNK AND THE UPPER
EXTREMITIES SINCE 04/09 COMPLICATED WITH CHILLNESS. HE
HAD EXPERIENCED HEMATURIA WITH URINARY TRACT
INFECTION IN APRIL AND HAD UNDERWENT ANTIBIOTIC
THERAPY WITH CEFIXIME. HE WAS DISCHARGED ON 04/15.% & %
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SHE HAD HAMATURIA AND WENT TO ER, INITIAL VITAL SIGN,
WHICH BT : 39.4 DEGREE; HR:98 BPM; RR : 17 CPM; BP: 101/71 MMHG,;
LABORATORY DATA SHOWED ELEVATED CRP LEVEL,URINALYSIS
REVEALED PYURIA, BACTEURIA.UNDER THE IMPRESSION OF
UROSEPSIS, SHE WAS ADMITTED TO OUR WARD FOR FURTHER
EVALUATION AND MANAGEMENT.AFTER ADMISSION, KEPT
ANTIBIOTIC WITH CEFTAZIDIME FOR UROSEPSIS TREATMENT
DURING 2023/04/07 TO 2023/04/13. THE FEVER SUBSIDE AFTER
ANTIBIOTIC THERAPY 2 DAYS. THERE WAS NO MORE HEMATURIA
POST TREATMENT 3 DAYS, CONSULT UROLOGIST CONFIRMED NO
HYDRONEPHROSIS AND HYDROURETER OF 4/12 SONOGRAPHY.
AFTER TREATMENT AND GENERAL CONDITION GOT STABLE, SHE
WAS DISCHARGED ON 2023/04/13 AND KEPT OPD FOLLOW UP.

4125/2023

- AR AT B 5 R ET402002 56 & Ao £EEHEL P Y
¥ 2023/04/08 » ¥ st # 5 o F 4 $R IR 3 L F # D UROSEPSIS -

- - AFTER ADMISSION, KEPT ANTIBIOTIC WITH CEFTAZIDIME FOR
UROSEPSIS TREATMENT DURING 2023/04/07 TO 2023/04/13. THERE
WAS NO MORE HEMATURIA POST TREATMENT 3 DAYS,
CONSULT UROLOGIST CONFIRMED NO HYDRONEPHROSIS AND
HYDROURETER OF 4/12 SONOGRAPHY. SHE WAS DISCHARGED
ON 2023/04/13 AND KEPT OPD FOLLOW UP.
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*LE RE Subject had complained right neck mass enlarge and dysphagia since 1 month
ago,Sucralfate was priscribe for favor ulcer pain treatment but in vain. He still
had weight loss with dysphagia and cachexia, so he comes to our ED for
help.At ED, Chest CT also repeat and revealed stable disease. Under impression
of esophageal cancer with progressive dysphagia, he was admission for further
management and care. We priscribe Difflam for local throatache treatment, self
pay Glutamine during 4/11-13 and suca for ulcer treatment. Cough with sputum
and elevated CRP level were noted, we also add Acetylcysteine and Uclor for
treatment and synptoms control.  After treatment and general condition got
stable, he was discharged today and kept OPD follow up.
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weakness when early moring wake up neck soreness and tightness.And
suggested the further MRI (magnetic resonance image) examination. Due to
above, he admitted to our ward for further management.After MRI (magnetic
resonance image) survey. We has informed patient the image result and has the
consensus of conservative treatment. We discussed with patient for the OPD
(Outpatient Department) follow up and arrange discharge.
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Subject came to OPD for C1D8 survey. Creatine 9.38,Ccr 4.48 and Acute kidney
injury was found on 29-Aug-2022, suspect poor intake related.Subject went to ER
for help. Action taken with study therapy Action taken with study therapy
Durvalumab/Placebo, Cisplatin, Fluorouracil was discontinued on 22-Aug-2022
with respect to event acute kidney injury. The patient died from the event acute
kidney injury on 07-Sep-2022. The investigator considered that there was a
reasonable possibility of a causal relationship between the study therapy
Cisplatin, Fluorouracil and the following event(s): acute kidney injury.

Summary of follow-up information received by AstraZeneca/Medimmune on
28-Mar-2023 and 30-Mar-2023: Updated product role for Radiation therapy from
suspect to concomitant. Updated concomitant medication detail. Updated lab
data. Site has confirmed that Event Hy's law has been inactivated due to unknown
reason hence deleted. Narrative updated.
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