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Subject TW06-01 completed T4DI1 and T4D2 treatments on 16Jul2025 and
17Jul2025, respectively. Prior to [llumination (T4D2), the investigator planned
to use four 30 mm cylindrical diffusers (ports 1 to 4) for the full treatment.
However, the cylindrical diffuser with serial number ML-AS30-7579 failed
calibration on port 4. The laser device repeatedly displayed the following error
message: "Calibration failed fiber transmission is too low. Please use a new
fiber.", despite three re-calibration attempts on port 4 by ML-AS30-7579, the
issue persisted. We replaced two cylindrical diffusers (ML-AS40-7867,
ML-AS40-7887) and two Radial CPI-Calibration Port Inserts, but calibration
continued. Ultimately, [llumination was performed using ports 1 to 3 only. This
malfunction is suspected to be device- related, and a product complaint has
been submitted accordingly.
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[Cytokine release syndrome] °
On 27-JUN-25, the patient experienced CTC 1 cytokine release syndrome. The
patient had exacerbated in abdominal pain on 6/27 with fever episode noted. His
C-reactive protein (CRP) showed 150 in 6/28 and antibiotic was prescribed since
6/28. Fever subsided since 6/29. His C-reactive protein (CRP) showed 19.5 on
7/2. Owing to stable condition, he was discharged on 7/2. The patient recovered
from the event(s) cytokine release syndrome after 6 days on 02-JUL-2025.
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