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General Information

A number of serious issues were identified in this trial. This portfolio of trials was inspected in a regular
GCP inspection: INSP GCP 21761/116246-0002 And in a triggered inspection: INSP GCP
24698/40355-0003.

The Sponsor has reviewed the trial and determined that the data are not sound and should be
discarded. This has been agreed with MHRA inspector Jason Wakelin-Smith.
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