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Subject 51001-32385A001 returned for Cycle 5 Day 1 between 10-Jun-2025 and
11-Jun-2025. On 12-Jun-2025 at 06:10, the patient developed fever and mild chills.
The patient was originally scheduled for discharge on 13-Jun-2025, but hospitalization
was extended due to this event. Treatment included acetaminophen and tapimycin. No
changes were made to study medications (Paclitaxel, Zimberelimab, Carboplatin).
Follow-up information indicated additional symptoms of cough and sticky sputum.
After clinical improvement, the patient transitioned to oral antibiotics (Curam) and
received glutamine 1V drip for throat mucosal ulceration. The patient was discharged
in stable condition on 24-Jun-2025 with outpatient follow-up arranged. This time, we
have attached the follow-up 7 ADR form that was submitted to the TFDA on
17Nov2025.

This event was downgraded from SUSAR to non-SUSAR.
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The subject developed erythematous plaques with maculopapular rash, pruritus,
bilateral plantar desquamation, pain, and mucosal ulceration. Mucosal ulceration began
on 02-Jul-2025, and rash with pruritus started on 22-Jul-2025 after immunotherapy.
Skin lesions progressed to the paranasal area, forehead, and limbs. The patient denied
fever or discharge but reported severe itching.

Due to worsening symptoms, the patient was admitted on 20-Aug-2025. Treatment
included hydrocortisone and diphenhydramine 1V every 6 hours, IV fluids, and
continued dermatology medications. Dermatology advised topical Elomet, Vimax, and
Zalain creams. Erbitux 400 mg/m2was given on 22-Aug-2025. Hypokalemia was
corrected with Const-K. Symptoms improved, and the patient was discharged on
25-Aug-2025 for outpatient follow-up. This time, we have attached the initial ADR
form that was submitted to the TFDA on 04Sep2025 and the corresponding CIOMs
form.
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The subject developed erythematous plaques with maculopapular rash, pruritus,
bilateral plantar desquamation, pain, and mucosal ulceration. Mucosal ulceration
began on 02-Jul-2025, and rash with pruritus started on 22-Jul-2025 after
immunotherapy. Skin lesions progressed to the paranasal area, forehead, and
limbs. The patient denied fever or discharge but reported severe itching.

Due to worsening symptoms, the patient was admitted on 20-Aug-2025.
Treatment included hydrocortisone and diphenhydramine 1V every 6 hours, 1V
fluids, and continued dermatology medications. Dermatology advised topical
Elomet, Vimax, and Zalain creams. Erbitux 400 mg/m2was given on
22-Aug-2025. Hypokalemia was corrected with Const-K. Symptoms improved,
and the patient was discharged on 25-Aug-2025 for outpatient follow-up. This
time, we have attached the follow-up ADR form that was submitted to the TFDA
on 18Dec2025, along with the corresponding CIOMS form. The information
indicates that the event of ERYTHEMATOUS PLAQUES resolved on
25-AUG-2025 and the patient was discharged the same day.
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Summary of follow-up information received by AstraZeneca on:30-DEC-2025

and 31-DEC-2025 (combined): Date of Last Administration of concomitant

drugs

AKE\J(NZEO,DIPHENHYDRAMINE,GLYCYRRHIZA,DEXAMETHASONE,

OXCARBAZEPINE. New concomitant and historical drug added,

added indication for drug DIPHENHYDRAMINE, New event Stevens
Johnson syndrome added .Narrative updated as per new information.
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