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@ The sponsor or co-sponsors are not commercial.

© This ASR is not a consolidated report following a co-development agreement.
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Comment This trial was initiated in 2020 and annual safety
reports have been sent to the Danish authorities every year. The
trial was transferred to CTIS in October 2024. The last annual
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safety report sent to Danish authorities covered the year 2023.
For that reason, the annual safety report for the year 2024 is
now reported.

I, on behalf of the sponsor, confirm that the:

1. Information provided is complete

2. Attached documents contain an accurate account of the information
available

3. The Sponsor, Nordsjaellands Hospital, declares that the Annual Safety
Report is prepared and hereby submitted to the Agency in accordance
with Article 43 of Regulation (EU) No 536/2014 and all other applicable
legal provisions.
RSI Document/.s (Old and new version where applicable)

I agree with the above statements
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