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PROTOCOL SUMMARY 

Title: RTOG 92-07, A Phase 1/11 Trial for Localized Cancer of the Esophagus: External Beam 
Irradiation, Esophageal Brachytherapy and Combination Chemotherapy 

Principal Investigator: - Maj, USAF, MC/PSRT/2-6927 

Facility: Wilford Hall Medical Center 

1. SUMMARY: Surgery and radiation therapy have had a minimal impact on prolonging survival 
for most patients with cancer of the esophagus. In a review of the surgical series, Moertel 
estimated operative mortality was 22% with a five-year survival of only 9.6%. Radical radiation 
therapy results have also been disappointing with a five-year survival of 1 1-22% reported. 
Although surgery and radiation therapy have not been compared in a prospective trial, it is 
generally believed that these two forms of treatment achieve approximately equal results. Local 
recurrences are still extremely common despite radical local treatment. The localhegional control 
of esophageal cancer with radical radiation therapy may be improved by increased radiation doses 
but the esophagus is a technically difficult area to  treat given its close proximity to  the spinal cord, 
heart and lung and the change in external body contour along the length of the esophagus. 
Esophageal brachytherapy (EB) can boost the tumor dose with relative sparing of the normal 
tissues. Several retrospective studies have suggested that EB combined with external beam 
radiation offers improved local control and relief from dysphagia compared to historical controls 
treated with external beam only. 

The Radiation Therapy Oncology Group (RTOG), Southwestern Oncology Group and North 
Central Cancer Treatment Group completed an intergroup Phase 111 trial comparing radiation as a 
single modality to  the combination of radiation and chemotherapy for patients with localized cancer 
of the esophagus. The survival for the radiation alone group at 12 and 24 months is 35% and 
10% respectively and for the chemotherapyhadiation group 52% and 42% (log rank p = 0.001 7). 
The patients who had chemotherapyhadiation tended to have fewer localhegional relapses and 
distant metastases compared to  those treated with radiation alone. 

The purpose of this Phase 1/11 study is to  assess the feasibility and toxicity of external beam 
radiation therapy (50.0 Gy) and esophageal brachytherapy with concurrent chemotherapy (5FU 
and Cisplatinum). Four patients, age 18 and older, will be enrolled per year from Wilford Hall 
Medical Center, with approximately 144 patients to  be enrolled over the next 3 years, nationwide. 
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2. INVESTIGATIONAL DRUGS/DEVICES: None 

3. LABORATORY, RADIOLOGY, OR OTHER SPECIAL SUPPORT REQUIRED: The laboratory 
work is not in excess of that required for standard of care. 

4. FUNDING: None 

5. INVESTIGATOR CATEGORIES: Primarv Investiaator- 1 Staff; Associate Investiaators- 3 Staff 
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