This document is an English-translated version of an attachment of a notification for Revision of PRECAUTIONS issued by the Ministry of Health, Labour and Welfare.

[ Therapeutic category] 429 Other antitumor agents
[ Non-proprietary name] Talaporfin sodium
[ Safety measure] PRECAUTIONS should be revised.

Attachment 12
August 25, 2026

A revised description is underlined.

Current

Revision

8. IMPORTANT PRECAUTIONS

< Local residual/recurrent oesophageal carcinoma after chemoradiotherapy or

radiotherapy >
Patients should be fasted from the morning of the day of therapy with this
drug and managed with intravenous fluids. Food intake may induce severe
inflammation and tissue fragility, causing oesophageal perforation. Patients
should be fasted until the day after laser irradiation and receive nutritional
support with intravenous fluids. Endoscopy should be performed from the
day after laser irradiation. If a deep ulcer is observed at the site of laser
irradiation, fasting and management with intravenous fluids should be

continued.

11. ADVERSE REACTIONS
11.1 Clinically Significant Adverse Reactions
N/A

8. IMPORTANT PRECAUTIONS

< Local residual/recurrent oesophageal carcinoma after chemoradiotherapy or

radiotherapy >
Patients should be fasted from the morning of the day of therapy with this
drug and managed with intravenous fluids. Food intake may induce severe
inflammation and tissue fragility, causing oesophageal perforation. Patients
should be fasted until the day after laser irradiation and receive nutritional
support with intravenous fluids. Endoscopy should be performed from the
day after laser irradiation. If a haemorrhage, a deep ulcer, or an oesophageal

perforation is observed at the site of laser irradiation, fasting and

management with intravenous fluids should be continued.

11. ADVERSE REACTIONS
11.1 Clinically Significant Adverse Reactions

< Recurrent esophageal cancer associated with local persistence after

This English version is intended to be a reference material to provide convenience for users. In the event of inconsistency between the Japanese original and this English translation,

the former shall prevail.




chemoradiotherapy or radiotherapy >

Oesophageal stenosis, oesophageal perforation

Oesophageal stenosis or oesophageal perforation may occur after laser

irradiation.

N/A: Not Applicable. No corresponding description is included in the current PRECAUTIONS.

This English version is intended to be a reference material to provide convenience for users. In the event of inconsistency between the Japanese original and this English translation,
the former shall prevail.



