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The 55-year-old male with Cholangiocarcinomas accompanied by both hepatic
lobes ,multiple lungs, bone metastases and , peritoneal carcinomatosis.
Chemotherapy with Gemcitabine + Cisplatin was administered since
11/Nov/2022 to 09/Jun/2023. Radiation therapy for T12 bone metastasis was
given from November 21/Nov/2022 to 25/Nov/2022.Radiation therapy for T9
bone metastasis was administered from November 27/Jun/2023 to 07/Jun/2023.
This time, he sufferred from fever around 38.5 degree Celcius since 25/Jun/2023.
Associated symtpoms included diarrhea once, abdominal fullness, poor appetite.
He denied chest pain, nausea, vomiting, dyspnea. He went to our ED (emergency
department) for help. KUB (kidneys, ureters, and bladder) showed increased
bowel gas. General surgery doctor was consulted and Intraabdominal infection
was suspected. Therefore, he was admitted for further treatment.
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This is a 49- year-old man with underlying disease of asthsma and peptic ulcer.
The patient first developed some patchy hair loss over scalp area in 2014. The
condition became progressive with enlarging involved area, mainly over vertex
and occipital scalp. Skin biopsy was performed and patholgy showed
perifollicular inflammation and scarring and alopecia areata was diagnosed.
Topical and intra-lesional injection with corticosteroid, and self-paid
cyclosporine (for 3 weeks) were used for treatment, but there was no obvious
improvement. He was tried pulse steroid therapy with satisfactory outcome.
This year, he found himself having progressive hair loss over mid, frontal and
temporal scalp. There was no recent infection, trauma, body weight change or
vaccination injection. There was no tenderness, pruritus or pain over the scalp.
Hence, he visited our out patient department and pulse therapy was discussed. He
started to received pulse steroid infusion since 5/25/2023 and no discomfort was
noted. There was no scalp hair regrowth currently, but eyebrows hair regrowth
was found. This time, under the impression of alopecia areata, he was admitted
for the third session of the first course of pulse steroid therapy.
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AR REE After admission, laboratory data showed unremarkable finding. Then, the third
session of the first course of steroid pulse therapy with methylprednisolone
250mg every 12 hours was given during 2023/07/26 21:00 to 2023/07/29 09:00.
He denied abdominal discomforts, tarry stool, chest tightness, or chest pain
during treatment. His condition was stable and the vital signs were acceptable.
Under the relatively stable condition, he was discharged today with OPD
(Outpatient Department) follow-up.
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Creatinine noted on regular blood test at OPD (Outpatient Department). The
patient's vital signs showed stable and consciousness was clear. Blood exam
showed leukocytosis, elevated CRP (C-reactive protein) level, abnormal renal
function test. Urinalysis showed pyuria and hematuria, under the impression of
UTI (urinary tract infection). Empiric abx (antibiotics) with cefoxitin was done.
There was no specific complication during hospitalization and the general
condition was stable. Under relatively stable condition, the patient was
discharged with OPD (Outpatient Department) follow up on 2023/07/31.
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= ~ Urinalysis showed pyuria and hematuria, under the impression of UTI
(urinary tract infection). Empiric abx (antibiotics) with cefoxitin was done. the
patient was discharged with OPD (Outpatient Department) follow up on
2023/07/31.
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After being admitted to the hospital from July 15, 2023, to July 21, 2023, the
patient was treated with empirical antibiotics. During this period, the patient did
not exhibit symptoms of upper respiratory tract infection. However, he continued
to experience intermittent fever with chills, which improved after taking
naproxen. The patient also reported 1+ pitting edema in both lower legs while
walking, but this condition improved with leg elevation. To manage the edema,
the patient was prescribed diuretics, namely Rasitol and Aldactin.

Laboratory tests during follow-up showed a mild decrease in C-reactive protein
levels, accompanied by Neutrophilia. Both blood culture and urine culture
yielded no growth.

Given the patient's stable condition, a new course of chemotherapy and
immunotherapy was initiated on July 21. Fortunately, there were no reports of
fever, nausea, vomiting, fatigue, dizziness, rash, or dyspnea during or after the
chemotherapy sessions.
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With his condition remaining stable, the patient was discharged on July 22, 2023,
and was scheduled for further outpatient department appointments with the
Gastroenterological Surgery team.

The patient withdrew from the clinical trial on July 17, 2023, as he exceeded the
screening period for enrollment.
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2. Memo #007_ IP Vial Stopper Issue Potentially Compromised IP — DO NOT
USE, date 03Jul2023
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3. Memo #008_Serious Breach— IP Vial Stopper Issue (Identified 23-

JUN- 23) date 03Jul2023
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