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Aim

To evaluate the safety and efficacy of AUP1602-C, a Gene-Therapy 

Medicinal Product for non-healing diabetic foot ulcers (DFUs), in a multi-

center randomized, controlled (RCT) Phase-2 study.

Methods Results

Conclusion

AUP1602-C (Rememulgene arelactibac) consists 

of living Lactococcus cremoris bacteria genetically 

engineered to secrete human FGF-2, IL-4 and 

CSF-1, and promote wound healing by 

microenvironment modulation1. 

In “DIAMEND”, a 64-patient, SoC plus placebo-

controlled, patient- and central-evaluator blinded 

Phase-2 study (NCT06111183), IMP was 

administered topically once- or twice-a-week to 

non-healing, neuro-ischemic DFUs for up to 12-

weeks. 

Efficacy endpoints included completed healing 

and wound area reduction at 20-weeks, with post-

hoc focus on chronic ulcers over 3-months old.

In first-ever Phase-2 study with a topical gene therapy, AUP1602-C 

demonstrated the potential to be superior to SoC in treating non-healing, 

neuro-ischemic DFUs in patients with chronic ulcers over 3-months old. 

Preparation for a global Phase 3 study in this population is underway.

In ITT population, complete wound closure rate 
was 55% and 30% in AUP1602-C twice-a-
week and once-a-week groups resp., 29% in 
the placebo group (+26% between placebo 
and AUP1602-C 2x/week, n.s.). In PP 
Population, complete closure rates were 56%, 
32% and 26% resp. (+30%, n.s.). Focusing on 
chronic ulcers above 3 months old, complete 
closure rates were 60%, 28% and 24% (+36%, 
p<0.05) in ITT Population, and 64%, 29%, 20% 
(+44%, p<0.05) in PP Population. WAR (IIT) at 
20 wks showed >5-fold reduction in the 
2x/week treated group compared to placebo 
(7.9% vs 42.4% of remaining area, 
respectively; n.s.). No serious adverse 
reactions or safety concerns were observed.
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