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Introduction: Low-grade gastric lymphoma (LGGL) is an uncom-
mon tumour characterised by an indolent natural history and a ten-
dency to remain localised for long periods. Chemotherapy is increa-
singly employed in the primary treatment of high-grade gastric lym-
phoma but its value in low-grade disease is unclear. No randomised
trials of treatment in LGGL have been undertaken. The aetological
relationship between gastric mucosa associated lymphoid tumours
(MALT) lymphoma and H.pylori is intriguing. The LY03 was desi-
gned to establish whether treatment for H.pylori, or the subsequent
addition of chlorambucil would cure gastric MALT lymphoma and
prevent its recurrence.

Methods: Patients with non-resected, partially or completely resec-
ted LGGL, stage I were registered in LY03 and treated with antibio-
tics for H.pylori infection. Those with successful eradication of
H.pylori and no evidence of progression of the lymphoma were ran-
domised to chlorambucil or observation. The primary outcome was
recurrence rate.

Results: 233 patients were registered internationally with median
age of 64, male 49%, H.pylori infected 86%, ECOG PS 0-1 98%, and
no resection 93%. 97% patients had H.pylori eradicated after antibio-
tics, of those with abnormal mucosa at registration, 63% achieved
macroscopically normal gastric mucosa. 102 patients were randomi-
sed (52 chlorambucil, 50 observation). Baseline characteristics were
well matched. With a median follow-up of 52 months, 5 patients
were dead and 21 progressed. The recurrence rates at 3 years from
randomisation were 21% for chlorambucil, and 37% for observation,
P = 0.15. 5-year recurrence-free and overall survival (95% CI) were
67% (56%, 78%) and 91% (83%, 98%), respectively.

Conclusions: There is no good evidence that chemotherapy contri-
butes to prevention of recurrence in LGGL base on these early
results.



