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Patient Age & Timeto UICC Injection Site of Viral  Treatment Tumor Local&  Prognosis
No. Gender Tumor Stage Sited pS3 Particles  Cycles Size Overall after GTf
Progression? Mutation Response®

1 64M ™ 1B E Exon5 15x 10" 2 43mm SD & SD 19M dead
2 71M ™ I E Exon7 10x 10" 5 25mm SD & SD  15M dead
3 62M M IVA E Negativec 15x 10 ! 3 50mm SD&PD  3Mdead
4 78M 2M IVA E Exon8 10x 10! 2 30mm PD&PD  6M dead
5 66M M IIA E Exon7 10x 10! 3 40mm SD & SD 35M alive
6 60M IM IIVB E Exon7 20x 10" 1 70mm SD&PD  2M dead
7 67F 4M IVA E+N Exon5 10x 10! 2 38mm¢ SD & SD  13M dead
8 58M &M A E Exon6 10x 101! 2 40mm SD & SD  15M dead
9 48M M IVA E Exon7 25x10! 4 100mm SD & SD  12M dead
10 7™M 12M IVA N Negativec 20 x 10 ! 2 68mm SD&PD  2M dead

a. Time to tumor progression after completion of chemo-radiation therapy.

¢. No mutation among exon 5, 6, 7 and 8.
d. Tumor size was sum of esophageal tumor and lymph node.

b. Location of tumor injected Ad.CMV-p53. E, esophageal tumor. N, lymph node.

e. Treatment response was determined 4 weeks after completion of therapy by external review board.

SD, stable disease; PD, progressive disease.
f. Survival months after first injection of Ad.CMV-p53.
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# 2. 10EHIICBN TR IN-GHER

Adverse events Gradel Grade2 Grade3 Grade4 Total
Fever 1 (10%)  9(90%) 0 0 10(100%)
Pain 1(10%) 2(20%) 0 0 3(30%)
Hyperglycemia 3(30%) 0 0 0 3(30%)
Hypocalcemia 2(20%) 0 0 0 2(20%)
PTT elongation 1(10%) 0 0 0 1(10%)
Amylase 1(10%) 0 0 0 1(10%)
Creatinine 1(10%) 0 0 0 1(10%)

# 3. EREATEHRIEINZNYZ & —Hk p53DNA & RNA LX)V

Patient SCC? p53 DNA Quantity p53 mRNA Log copies/ t g total RNA®
No. Day 28 Day 3 /103 gene copies Preinjectiond Postinjection®
1 Positive Positive 2.60x10% 4.93 5.88
2 Negative Positive 3.74x10% 4.88 5.05
3 Negative Positive 1.73x10° 4.33 4.07
4 Positive Positive NAP 421 5.77
5 Negative Positive NA 4.29 5.11
6 Positive Positive NA 5.06 5.62
[ Positive Positive NA 5.61 5.10
8 Positive Positive NA 5.07 4.51
9 Positive Positive NA 4.93 5.13
10 Positive Positive NA 4.53 6.68

a. SCC, squamous cell carcinoma.

b. NA, not applicable.

c. Values represent the mean of duplicate samples.

d. Preinjection samples were obtained just before first injection.

e. Postinjection samples were obtained on day 3 just before second injection.
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