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5. Patient treatment

a) Did the event resolve after discontinuation of treatment? Yes No N/A

¥ Which treatment?

Date discontinued

b} Did the event reappear after reintroduction of treatment? . Yes No N/A

——% Which freatment?

Date reintreduced

¢} Has the complementary information mentioned above
modified your judgement of causality regarding one or
more treatments compared to your initial notification? Yas — Section 6 ® No — Section 7




6. Medications
List alf drugs taken (or prescribed) before cccurrence of SAE
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7. Other causes of SAE, if unrelated to drugs mentioned in Section 8 above
7a. According to the physician, is this SAE likely to
be related to participation in the research? Yes @ no
7b. According to the physician, is this SAE related
to any causes other than the research? @ Yes No
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8. SAE Outcome

Death —3% Date of death Probable
Diagnosis

Unknown to date

Ongoing
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