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A Phase I/IT Study of Gemcitabine-Concurrent Proton
Radiotherapy for Locally Advanced Pancreatic Cancer
without Distant Metastasis
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Table 1. Patient Characteristics

Protocal P-1 Protocol P-2 Protocol P-3
(n=5) (n=35) (n=140)

Characteristic
Follow-up time, months

Median (Range) 123 (8.2-18.6) 19.6 (17.7-21.5) 12.1(3.2-22.3)
Age, years

Median (Range) 57 (55-75) 56 (45-72) 64 (49-83)
Gender

Male 3 2 18

Female 2 3 22
ECOG-PS

0 2 3 27

1 3 2 10

2 0 0 3
UICC-TNM

TINIMO (] 1 4

T4NOMO 1 2 6

T4NIMO 4 2 30
Tumor location

Head 1 - 0 18

Body/tail 4 5 22
Tumor size, cm

Median (Range) 4.6 (3.1-5.6) 32(45-72) 3.7(2.5-7)
CEA, ng/mL

Median (Range) 38(1-12) 1.6 (1-6) 3(09-16.4)
CA19-9, U/mL

Median (Range) 999 (0-6010) 73.2 (15-731) 185 (0-27600)
Abbreviations: ECOG indi Eastern Cooperative Oncology Group; PS, performance status; UICC-TNM, the

International Union Against Cancer (UICC) TNM staging system.



‘Table 2. Summary of proton therapy

Table 3. Acute and late adverse events of grade 3 or greater

P-1 P2 P-3 t-test t-test
50 Gyli/2s fr 70.2 GyE/26 fr 67.5 GyE/25 fr (P-1,P-3) (P-2,P-3).
Median (range), GyE  Median (range), GyE  Median (range), GyE ~ P-value P-value
GTV Dyoss 49.9 (49.6-50) 58.2 (43.6-68.1) 534 (43.1-66.4) <0.01 0.12
GTV Dy, 50.2 (50-50.4) 64.4 (49.2-70.1) 61.1(50.2-67.6) <0.01 0.22
GTV Dy 50.6 (50.4-50.8) 66.6 (52.3-70.4) 66 (57.1-68.1) <0.01 0.88
CTV Dgose 49.9 (49.4-50.4) 56.1 (41.9-65.6) 52.5 (41.7-60) <0.01 0.19
CTV Dgpe 503 (50-50.5) 64.4 (48.9-69.1) 62.6 (53.2-67.1) <0.01 0.68
CTV Dy, 50.7 (50.5-51) 66.6 (51.6-70.8) 67.4 (65.4-68.2) <0.01 0.85
PTV Dgpwe 49.7 (49.4-50.1) 51.6 (36.6-60.7) 49.4 (40.8-61) 0.72 0.42
PTV Dsosc 50.3 (50-50.5) 61.4 (46.2-67.6) 59.5 (46.3-66.5) <0.01 0.50
PTV Dy 50.8 (50.6-51.2) 66.3 (50.8-70.4) 66.9 (63.1-68) <0.01 0.89
Stomach
D 51(4-52) 46 (39-56) 48 (38-52) 0.52 0.54
Duodenum
D 41 (40-46) 51(51-52) 48.5 (42-52) <0.01 <0.01

P-1 P-2 P3
(n=15) (n=5) (n=40)
Acute Acute Late Acute Late

Grade 3 Grade 3 Grade3 Grade3} Graded4 Grade3d Grade5

Toxicity n (%) n (%) n (%) n (%) n (%) n (%) N (%)
Hematologic

Leukopenia 1 (20) 3 (60) 15 (38) 1

Neutropenia 1 Qo) 2 (40) 9 @3 2 )

Anemia 1 (0)

Thrombocytopenia 1 Q0 2 (5)

Gastrointestinal

Nausea- 2 (5

Vomiting 1 3

Anorexia 1 Q0 1 (20) 3 (8 1 3
Epigastralgia 1 Qo) 2 (5

Gastric ulcer 1 (20) 3 ® 1 3
Miscellaneous

Weight loss 3 (5

Fatigue 1 (20) 1 (3 1 3

Abbreviations: GyE indicates gray equivalents; fr, fractions; GTV, gross tumor volume; CTV, clinical target

volume; PTV, planning target volume; D

ey

dose delivered to 1% of the target volume: Dy, maximum dose.
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