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An EDP occurs if:
e A female participant is found to be pregnant while receiving or after discontinuing study intervention.
e A male participant who is receiving or has discontinued study intervention exposes a female partner prior to or
around the time of conception.
e A female is found to be pregnant while being exposed or having been exposed to study intervention due to
environmental exposure. Below are examples of environmental exposure during pregnancy:

e A female family member or healthcare provider reports that she is pregnant after having been exposed to the

study intervention by inhalation or skin contact.

e A male family member or healthcare provider who has been exposed to the study intervention by inhalation
or skin contact then exposes his female partner prior to or around the time of conception.
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An exposure during breastfeeding occurs if:
e A female participant is found to be breastfeeding while receiving or after discontinuing study intervention.

e A female is found to be breastfeeding while being exposed or having been exposed to study intervention (ie,
environmental exposure). An example of environmental exposure during breastfeeding is a female
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(AHXER)
An occupational exposure occurs when a person receives unplanned direct contact with the study intervention,

which may or may not lead to the occurrence of an AE. Such persons may include healthcare providers, family
members, and other roles that are involved in the trial participant’s care
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