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SAR in the period of reporting: 944 included patients, 2 SARs

SUSAR in the period of reporting: 944 patients included, 0 SUSAR

Conclusions in observed SAR/SUSAR:

One case of Tardive Dyskinesia has been reported among trial participants in 2021. The patient that

experienced Tardive Dyskinesia was discontinued from trial medication and treated according to local

guidelines. One case of extrapyramidal symptoms has been reported among trial participants in 2021. Trial

medication was discontinued and symptoms resolved.

Benefit-risk evaluation

Based on the above reported, the risk and benefits for the patients are considered unchanged.

Implication for the clinical trial population:

Change in/ amendment to protocol [ yes
Change in study procedures [ yes
Change in patient information LI yes
Change in informed consent form [ yes
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