Patient No.  2137 •  Gender:  Male  •  Age:  69  •  Tumor Location:  Facial  •  Study No.  414-94-2  •  Stratum  2  •  Investigator No.  0321


TREATMENT GROUP
Placebo






1° Tx GOAL
BLINDED PERIOD OUTCOME

Investigator
Prevent tumor from breaking through the skin
NE

Patient
Physical appearance
SAME






TUMOR RESPONSE
PATIENT BENEFIT

During the Blinded Period
PD
No

During Extended Follow-Up
CR
No

History A 69‑year‑old Hispanic man, was diagnosed with squamous cell carcinoma of the nasal cavity in 4/94.  He underwent extensive surgery (4/4/94, sphenoid sinusotomy, right radical maxillectomy, right pterygomaxillary space resection, ethrnoidectomy) with adjuvant radiotherapy (6/9/94 to 8/5/94, external beam, 5940 cGy, 1 treatment).  He relapsed 2 years later and underwent right orbital exenteration and craniofacial resection (6/28/96).  However, 3 months later a biopsy (9/96) demonstrated the presence of squamous cell carcinoma.  On 9/23/96, 2.5 years after the original diagnosis, the patient was screened for study enrollment.
Baseline MTT  The MTT (volume 7.5 cm3) was facial, located on the right lateral intraorbital ridge.  The investigator’s primary treatment goal was prevention of a subcutaneous tumor from breaking through the skin and the patient’s primary treatment goal was improving physical appearance.
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Blinded Period  The investigator administered 2 placebo treatments to the MTT over 8 days.  The patient’s MTT was classified as progressive disease (the volume increased to 27 cm3) and he did not achieve benefit from placebo treatment.  The investigator's primary goal, prevention of a tumor from breaking through the skin, did not fail during the blinded period, but because the patient left the blinded period after 15 days due to progressive disease of the MTT the prevention could not be evaluated for the 28‑day period required to classify the goal as "met".  The patient’s primary treatment goal, improving physical appearance, was assessed as unchanged.  The patient discontinued the blinded period on Day 15.

Extended Follow-Up Phase  Because the patient received placebo during the blinded period, his baseline MTT volume was redefined using measurements made on the first day of treatment with open‑label CDDP/epi gel.  The investigator administered 6 CDDP/epi gel treatments to the MTT over 64 days.  The patient had a complete MTT response, but did not achieve benefit from CDDP/epi gel treatment.  The tumor response began on the 8th day after the initial extended follow‑up treatment, lasted 104 days, and was continuing at last observation.  The investigator’s primary treatment goal, prevention of a subcutaneous tumor from breaking through the skin, was not evaluable because the investigator did not report the outcome.  The patient’s treatment goal, improved physical appearance, was assessed as unchanged.  The investigator reported an unexpected psychological benefit to the patient of "seeing the tumor shrink".  A cranial tumor emerged during the extended follow‑up phase, was first treated on Day 29, and was also classified as a complete response.  The patient discontinued the study on Day 125.
Local Cytotoxic Effects  The MTT showed no evidence of necrosis or eschar as baseline, but had severe ulceration before blinded placebo treatment.  There was no evidence of ulceration on Day 15, when CDDP/epi gel treatment began in the extended follow‑up phase.  Necrosis increased to "moderate" on Day 22, then varied from "mild" to "moderate" from Day 36 to Day 84, with the last assessment being "moderate".  Eschar peaked at "mild" on Day 29, then was absent from Day 71 until the last assessment on Day 84.  Ulceration peaked at "severe" on Day 71, then was reduced to "moderate" for the remainder of the study.

Serious Adverse Events  The patient experienced no serious, treatment‑related adverse events. 

Other Significant Adverse Events  There were 5 severe, treatment‑related adverse events.  One of these events was considered an immediate injection effect: on Day 78, the patient experienced pain at the injection site of tumor #2.  The resolution date of this event was not reported.  The other 4 events were considered local reactions at treatment sites: on Day 15, the patient experienced burning pain at the injection site, which resolved on the day of onset.  On Day 29, the patient experienced swelling in the mouth (right cheek), which lasted 5 months (Day 182).  On Day 48, the patient experienced mouth sores, which lasted 17 days and resolved on Day 64.  On Day 71, the patient experienced right ear pain, which lasted 14 days and resolved on Day 84.
Other Disease/Intercurrent Illness  The patient had a history of glaucoma and arthritis.


