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Establishment of a foundation for tailor-made medicine for elderly esophageal
cancer patients who are intolerant to standard therapies

HIRATA, Kenro
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The standard theraﬁy for esophageal cancer (cStage IB-111) is esophagectomy.
Patients who are refractory or do not wish to undergo surgery may choose 5-FU plus cisplatin (CF)
radiation therapy. The elderly have a higher incidence of adverse events due to different
pharmacokinetics and pharmacodynamics compared to the younger patients.

We conducted a phase 1 trial of Paclitaxel (PTX) combination radiotherapy (PTX-RT) at six centers
nationwide, and PTX-RT appeared to be a promising standard of care candidate for the elderly.
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Level A Level B

Paclitaxel (weekly) Paclitaxel (biweekly)

’ '

v v v v ] v
Radiation 60 Gy in 30 fractions Radiation 60 Gy in 30 fractions

(5 times a week) (5 times a week)
Day 1 8 15 22 29 36 Day 1 8 15 22 29 36
Level A2 Level A3 Level A4
weekly 40 mg/m? weekly 50 mg/m? weekly 60 mg/m?
(240 mg/m? total) (300 mg/m? total) (360 mg/m? total)

Level A1
weekly 30 mg/m?  {
(180 mg/m?2 total) | ™

Level B2

biweekly 60 mg/m?
Level B1 / (180 mg/m? total)
Y biweekly 50 mg/m? K

(150 mg/m? total) Level BO

4 biweekly 40 mg/m?
(120mg/m? total)

——> : DLT ratio; 0/6, 1/6, 2/6 ~  -------= > : DLT ratio; 3/6, or over
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Level A1 Level A2 Level A3 Level A4 Total
(n=6) (n=6) (n=6) (n=6) (n=24)
Best overall response

Complete response (CR) 5 3 3 2 13 (54.2%)
Partial response (PR) 0 2 0 0 2 (8.3%)
Stable di (SD) 0 0 0 1 1(4.2%)
Progressive di (PD) 0 0 0 0 0(0.0%)
Non-CR/Non-PD 1 1 3 2 7 (29.2%)
Not evaluable or not d 0 0 0 1 1(4.2%)

Data are number (%).
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