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Conclusions in observed SAR/SUSAR:

Three cases of Ventricular Tachycardia (VT) have been reported among trial participants in 2019. Patients
that experienced VT were immediately discontinued from trial medication and treated according to local
guidelines. Two of these cases of VT were non-stained and thereby self-limiting and no further
management were needed other than cardiac monitoring. One patient was converted to sinus rhythm by
cordarone (amiodaron) —loading and defibrillation. All patients survived their VT and treated until VT
abated. VT is prevalent in a critically ill population and causality to haloperidol intervention was not proven.
The reported cases did not give rise to any new safety concerns as all patients are closely monitored in the
Intensive Care department.

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 O yes X no
Change in study procedures O yes X no
Change in patient information O yes X no
Change in informed consent form O yes X no
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