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Background: Radiofrequency ablation (RFA) of dysplastic Barrett’s esophagus (BE) results in high rates of
eradication of both dysplasia and intestinal metaplasia (IM). The durability of this reversion of dysplastic BE
is not known.
Aim: Assess the 2-year biopsy results from subjects who were treated for baseline dysplastic BE with RFA,
and achieved a histological complete response at 1-year follow-up (complete remission of IM, CR-IM).
Methods: The AIM-Dysplasia trial is a randomized, sham-controlled multi-center trial of RFA plus
surveillance vs. surveillance alone for dysplastic BE. Subjects were stratified by degree of dysplasia (highgrade (HGD) vs. low-grade dysplasia (LGD)) and BE length (4-8 vs. <4 cm), and then randomized 2:1 to
receive RFA or sham, respectively. In the RFA group, step-wise circumferential and focal RFA were
performed using the HALO system. Both groups then underwent surveillance with biopsy every 3 (HGD) or
6 (LGD) mos, 4-quadrant every 1 cm based on baseline BE length. The primary endpoints at 12 mos were
histology based: CR-IM and CR-dysplasia (all biopsies negative for IM and dysplasia, respectively).
Cleveland Clinic was the central lab and read all slides in a blinded manner. After 12 months, RFA subjects
continued surveillance while sham subjects were offered cross-over. All patients have a final biopsy session
at 2 yrs. To assess the durability of the reversion to neosquamous epithelium, we analyzed the 2-year biopsy
results in those subjects with CR-IM at 1 yr.
Results: Histology data from 2-year follow-up are available for 30 subjects who were CR-IM at 1 yr (19
LGD/11 HGD, mean age 63.1 yrs, 83% male, mean BE length 4.2 cm). Of these, 28 (93.3%) continued to be
free of IM at 2 yrs. For the 2 subjects not sustaining CR-IM at 2 yrs, both had 6 cm of BE with HGD at
baseline. At 2 yrs, both showed no visible BE in the esophageal body, with biopsy confirmation. However,
both were graded as 99% eradication due to a small (<5 mm) irregularity of the squamocolumnar junction
near the gastric folds. Biopsy of these irregular z-lines revealed LGD. One of 30 subjects developed a
stricture (3%) requiring one dilation for resolution, and there was one overnight hospitalization for chest pain
to rule out MI.
Conclusion: Reversion to a histologically normal neosquamous epithelium after RFA treatment for
dysplastic BE is durable at 2-year follow-up. Further systematic assessment of this cohort will allow
determination of longer-term durability and assessment of the safety and efficacy of additional RFA
intervention should IM recur.

REG-0005 (Rev. F) Clinical Trial Outcomes of RFA for BE (Ref. ECO#11429)

Page 51 of 60

