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4. New diagnosis? e
Yes —— Describe
&2 No
Date of new diagnosis
5. Patient treatment
a) Did the event resolve after discontinuation of freatment? & Yes No N/A

# Which treatment?

Date discontinued

b) Did the event reappear after reintroduction of treatment? . Yes . No & NIA

Which treatment?

Date reintroduced
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7. Other causes of SAE, if unrelated to drugs mentioned in Seciicn 6 above

7a. According to the physician, is this SAE likely to
he related to participation in the research? Yes g No

7b. According te the physician, is this SAE related
to any causes other than the research? Yes
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8. SAE Outcome
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Recovered ——3 Date of recovery
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Recovered with sequelae
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