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Mr Sankar's observations of 07 October 2006 in reply to the inspection report dated 08
September 2008, call for the following response:

- D1 (insufficient documentation regarding the individual packaging of investigational medicinal
products): deviation maintained for the trial inspected; note is taken of the corrective measures

taken after the inspection.

- R1 (lack of documentation of the controils performed by the QA representative): remark
maintained for the trial inspected; note is taken of the corrective measures taken after the end

of the trial, before the inspection.

- E2 (lack of documentation of the anticoagulant used): deviation maintained for the trial
inspected; note is taken of the corrective measures taken after th& inspection.

The observations made during the inspection are notliable to jeopardise the acceptability of the
trial data.
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