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4. Details of SAE
Enter each adverse event (e.g. symptom, sign, syndrome or diagnosis) on a separafe line
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5. Description of SAE

include details of body site, relevant laboratory tests. treatments received and relevant medical history.
AttaPh copies of any relevant hospital records, laboratory test results efc.
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6. Medications
List ali drugs taken (or prescribed) before occurrence of SAE

Generic Name Daily dose Route of Indication Date started
adminis-
tration Date stopped
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7. Other causes of SAE, if unrelated to drugs mentioned in Section 6 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 Qutcome

Died
Unknown to date
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& Unrelated Yes
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Cannot be
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& Unrelated Yes
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Action
taken

@ None
Reduce
interrupt
Stop
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Reduce
Interrupt
Stop
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Reduce
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Stop
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Step
Nane
Reduce
Interrupt

Stop



