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LAGEMIDDELSTYRELSEN

DANISH MEDICINES AGENCY

Attn.: Angestesiologisk afd. Nina Christine Andersen-Ranberg
Sjeellands Universitetshospital, Kage

Lykkebaekvej 1

4600 Kgge

Danmark

Agents Intervening against Delirium in Intensive Care Unit (AID-ICU), protocol
no./code AID-ICU, EudraCT no. 2017-003829-15

The Danish Medicines Agency (DKMA) acknowledges receipt of your letter of 01
December 2017, in response to DKMA'’s conditional approval letter of 30 November
2017.

Receipt is also acknowledged of the following attachments to your above letter:

e Protocol, Version 3.6, 01 December 2017
e Protocol, Version 3.6, 01 December 2017 (protocol with revisions)
e FEudraCT Form (pdf+xml), dated 01 December 2017

DKMA has no comments to your response, and the specified conditions are consid-
ered met.

Best Regards

ek hdor

Mette Andersen

05 December 2017
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