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Clinical Effect of Recombinant Adenovirus-p53 Combined with
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Abstract 1In order to evaluate the efficacy and safety of recombinant adenovirus —p53 (rAdp53) combined with hyperthermia for
advanced soft tissue sarcoma, from Nov. 2001 to Jun. 2012, 30 patients with advanced soft tissue sarcoma enrolled in the clinical study
on Gendicine combined with hyperthermia or hyperthermia plus radiotherapy. Gendicine, recombinant adenovirus —-p53, is an El
substituted replication—incompetent recombinant adenovirus encoding the human wild—type p53 gene. Thirty patients were intratumorally
injected or intra—abdominal cavity perfused with Gendicine solution of 1x10"”VP (Virus Particle) once a week with a total eight times on
average. Two days after injection, all patients were combined with hyperthermia usually once or twice a week for total eight times on
average. Among them, 12 patients were concurrently added with irradiation with the conventional fractionation of 2Gy/f, five fractions a
week to a total dose of 16 Gy—70 Gy/8 times—35 times/2 weeks—8 weeks, 56.3Gy on average. Patients were monitored for adverse event
and tumors were monitored for response. Two months after treatment, the effective rate was performed by the immediate response rate on
CT at the validation point. Among the 30 patients, tumor mass shrinks more than 50% in the nine cases,25%~50% in eight cases,less
than 25% in 12 cases, nidus growth in one case. One year survival rate is  (58.6£0.091)% ,2 year survival rate is (22.4+0.079)%,3 year
survival rate is (11.2+0.069)%, and 4 year survival rate is (5.6+0.052)%. Thirty patients with advanced soft tissue sarcoma have received
hyperthermia and multiple intratumorally injection of Gendicine, dose—limiting toxicity and adverse events are not noted, except transient
fever after Gendicine administration in one case. The treatment with intratumoral injecting of Gendicine combined hyperthermia for
advanced soft tissue sarcoma is safe and effective. The results support that rAdp53 is a potentially effective gene therapeutic agent for the
soft tissue sarcoma treatment.
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Fig. 1
unresectable sarcoma after gene comprehensive treatment

Survival situation for the 30 cases of advanced
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Table 1 Clinical features, treatment, and results of 30 patients
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Fig. 2 Over all survival situation for the

30 cases of sarcoma after treatment
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