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3. By which criteria is this adverse event considered {o be "Serious"?
Tick all thaf apply
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4. Details of SAE
Enter each adverse event (e.g. symptom, sign, syndrome or diagnosis) on a separate line
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5. Description of SAE
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6. Medications
List alf driigs taken (or prescribed) before occurrence of SAE
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7. Other causes of SAE, if unrelated to drugs mentioned in Section & above

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

7h. According to the physician, is this SAE related
to any causes other than the research? & Yes
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