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EudraCT number: 2011-004245-41
Sponsor’s ref: HD/12/031

Full title: Safety, Tolerability and Effectiveness of Glucophage® SR in patients with type — 2 Diabetes and
Chronic Kidney Disease (eGFR 30 to 45mL/minute/1.73m2).

Date of early termination of trial: 24/06/2014

Details:

Recruitment rate in the first six months was significantly lower than anticipated. Proposed amendments
to the protocol aimed at improving recruitment were not acceptable to Merck Serono and they have
exercised their right to terminate support for the trial, withdrawing the supplies of placebo. The Sponsor

has no option but to terminate the trial.

Since one patient alone has been recruited it will not be possible evaluate any data collected for overall
risk benefit assessment of the investigational medicinal product in any meaningful way.
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